
Salvia Stakeholders REDUX 

St h . S· k t Jocelyn Kula, Frank Cesa, Jacqueline 
ep ame ZIC 0: DaSilva 

Cc: Louis Proulx, CSTD-DGO, Michael Assad, Suzanne Desjardins, 
Jacqueline DaSilva, Frank Cesa 

message has been 

2011-02-1801 :09 PM 

Frank and Jackie - can you also check with RAPB re: their stakeholders that may suit this requirement. 

This is quite pressing. I've attached here the template that we have been provided to complete for this 
request. If you could add the stakeholders to that. 

How does it look to have something by 2:00 pm at latest to share with Jocelyn, Suzanne and Louis? 

Thanks very much, S 

Stakeholder Template.doc 

Stephanie Szick hi agalhJackie DaSHvainthepoiicy shop;hasto ... 2011-02-18 12:03:48 PM 

From: Stephanie SzicklHC-SC/GC/CA 
To: Jocelyn Kula/HC-SC/GC/CA@HWC, Louis ProulxlHC-SC/GC/CA@HWC 
Cc: CSTD-DGO, Jocelyn Kula/HC-SC/GC/CA@HWC, Louis ProulxlHC-SC/GC/CA@HWC, Michael 

Assad/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC, Jacqueline 
DaSilva/HC-SC/GC/CA@HWC, Frank Cesa/HC-SC/GC/CA@HWC 

Date: 2011-02-18 12:03 PM 
Salvia Stakeholders REDUX 

hi again 

Jackie DaSilva in the policy shop has touched base with PACCB - she is pulling together a youth/parent et 
al list that we might be able to put forward. 

Frank - please note. 

Stephanie 

Stephanie Szick Please see reply from Jesse below. Thisis non-... 2b·11~02-1811 :51:32AM 

From: Stephanie SzicklHC-SC/GC/CA 
To: Jocelyn Kula/HC-SC/GC/CA@HWC, Louis ProulxlHC-SC/GC/CA@HWC 
Cc: CSTD-DGO, Michael Assad/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 
Date: 2011-02-1811:51 AM 

Salvia Stakeholders MECS 

Please see reply from Jesse below. 

This is non-negotiable -- we are to provide names of stakeholder groups who we would anticipate would 
be supportive of this action. 

Can we tap PACCB and/or RAPB - through their networks? 
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----- Forwarded by Stephanie SzickfHC-SC/GC/CA on 2011-02-18 11 :48 AM -----

From: Jesse Arnup-Blondin/HC-SC/GC/CA 
To: Stephanie SzickfHC-SC/GC/CA@HWC 
Date: 2011-02-18 11 :46 AM 

Re: 

We must id stakeholders - eg parents or students against drugs, local law enforcement etc. Just saying 
rcmp will not suffice. 

Stephanie Szick 

----- Original Message ----
From: Stephanie Szick 
Sent: 2011-02-18 11:40 AM EST 
To: Jesse Arnup-Blondin 

I missed you before your meeting 

Short of the RCMP, we have no stakeholders to provide 

Jocelyn Kula and Suzanne Desjardins would be the Dept. spokes (at Winnipeg and Mti respectively) .... 
Louis has asked to meet with both of them today at 12:30 
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Contact Info for NDPAC Stakeholders - NADS Announcement 
Jacqueline DaSilva to: Stephanie Szick 2011-02-18 02:01 PM 
Cc: Frank Cesa, Michael Assad 

Here is what PACCB has sent me. Tim Peters is working on a list from his DSCIF stakeholders. 

Jackie 

Jackie DaSilva 
Policy Analyst I Analyste de politique 
Office of Policy and Strategic Planning I Bureau des politiques et de la planification strategique 
Controlled Substances and Tobacco Directorate I Direction des substances controh§es et de la lutte au 
tabagisme 
Health Canada I Sante Canada 
T. (613) 946-3598 
F. (613) 948-7977 
jacqueline.dasilva@hc-sc.gc.ca 
----- Forwarded by Jacqueline DaSilva/HC-SC/GC/CA on 2011-02-18 02:01 PM -----

From: 
To: 

Katharina Simioni/HC-SC/GC/CA 
Jacqueline DaSilva/HC-SC/GC/CA@HWC 

Cc: Lucie-Anne Besner/HC-SC/GC/CA@HWC, Michael Byrne/HC-SC/GC/CA@HWC, Barb 
Kennedy/HC-SC/GC/CA@HWC 

Date: 2011-02-18 01 :48 PM 
Subject: Contact Info for NDPAC Stakeholders - NADS Announcement 

Hi Jackie, 

Here is the info that you are seeking, you are including correct? 

5.19(1) 
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5.19(1) 

Katharina Simioni 
Senior Marketing Advisor / Conseillere principale en marketing 
Marketing and Communications Services Directorate / Direction des services de marketing et de 
communication 
Public Affairs, Consultation and Communications Branch / Direction gemerale des affaires publiques, de la 
consultation et des communications 
Health Canada / Sante Canada 
TellTel: (613) 941-5356 
FaxITelec: (613) 954-9713 
www.healthcanada.gc.ca / www.santecanada.gc.ca 
Government of Canada / Gouvernement du Canada 

Jacqueline Da§ilva .Hi Kathy,We're looking to cpntactPotentialsta ... 2011~02~1812:04:53 PM 

From: Jacqueline DaSilva/HC-SC/GC/CA 
To: Katharina Simioni/HC-SC/GC/CA@HWC 
Date: 2011-02-1812:04 PM 

Contact Info for NDPAC Stakeholders 

Hi Kathy, 

We're looking to contact potential stakeholder groups that could be interested in appearing with 
MO on Monday for a media release. On Monday MO will be announcing Health Canada's release 
of a Notice ofIntent to schedule Salvia in the CDSA. 

Based on the members of the NDP AC, would you have contact info for these groups so we may 
contact them? 

• Centre of Excellence for Youth Engagement 
• Canadian Association for School Health 
• NECHI Training, Research and Health Promotions Institute 
• Media Awareness Network 
• Canadian Association of Family Resource Programs 
• Canadian Executive Council on Addictions 
• Alberta Alcohol and Drug Abuse Commission 
• Drug Prevention Network of Canada (past President) 

Thank you, 
Jackie 

Jackie DaSilva 

000004 



Policy Analyst I Analyste de politique 
Office of Policy and Strategic Planning I Bureau des politiques et de la planification strategique 
Controlled Substances and Tobacco Directorate I Direction des substances contr61ees et de la lutte au 
tabagisme 
Health Canada I Sante Canada 
T. (613) 946-3598 
F. (613) 948-7977 
jacqueline.dasilva@hc-sc.gc.ca 
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Re: URGENT AR 11-103679-138 Ministerial Announcements on Salvia - February 21 

Frank Cesa to: Stephanie Szick 
Anna Roberts, Brenda Paine, Denis Arsenault, Gisele Osta, Jocelyn Kula, 

Cc: Michael Assad, Paula Robert, SoniaH Lindblad1, Stephanie Chandler, Matthieu 
Winter, Jacqueline DaSilva, Lyse Champagne, Cesare Spadaccini 

History: This message has been replied to. 

We will take the last four on the list if Denis takes the first four. 

2011-02-21 07:30 AM 

Matthieu, Anna, Jackie, Lyse - Since you are all in well before 9, can you each call one of the 4 
organizations using the script and fill in the template below? 

Denis - if you send your information you collect to us, we can collate it and get it in to DGO for the 
deadline. Please send to Anna and she will pull it all together. 

I will try and be in by 9 this morning but will also have my blackberry on if anything comes up. 

Frank 

Frank Cesa, M.A. 
Manager, Substance Abuse Policy 
Office of Policy and Strategic Planning 
Controlled Substances and Tobacco Directorate 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Phone #: 613-957-8332 
Fax #: 613-946-6460 
Frank.Cesa@hc-sc.gc.ca 

St~pb9r:tie Szick .hi all.!.further tOfQyearlieremailsoftqciay regar.:: .. 

From: Stephanie SzicklHC-SC/GC/CA 

4011 ~02-20 08:47:04 PM 

To: Frank Cesa/HC-SC/GC/CA@HWC, Brenda Paine/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC 

Cc: Paula RobertlHC-SC/GC/CA@HWC, SoniaH Lindblad1/HC-SC/GC/CA@HWC, Michael 
Assad/HC-SC/GC/CA@HWC, Anna Roberts/HC-SC/GC/CA@HWC, Gisele 
Osta/HC-SC/GC/CA@HWC 

Date: 2011-02-2008:47 PM 
URGENT AR 11-103679-138 Ministerial Announcements on Salvia - 21 

hi all, 
Further to my earlier emails of today regarding this urgent request. 

Unfortunately, we have no flexibility with this request or the deadline. ADMO wants to hear 
from us by 9:50 Monday morning. 

This means these calls need to be made first thing Monday morning. 

Recognizing we are up against a terrible time crunch and family day (we may not even get 
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people on the phone), these calls MUST be made - must be shown we have done this 
outreach. 

Frank and Denis --

• There are 8 stakeholders in the attached table listing list - please divide these among 
your teams and provide to DGO a consolidated report no later than 9:40 Monday 
morning (some are an obvious fit for the given office - for example CCSA -- ideally OPSP 
call as there is a relationship there) 

• Please use the table listing provided -- and completing the columns in the template re: 

• Please indicate that a call was made -- whether or not a message was left or if you were 
able to speak with someone? with whom did you speak? did they give the impression of 
being supportive of this announcement by the govt. etc (per the columns as pasted above 
and in the template.) 

For reference, I've also pasted here the communications products and the final DG-signed NOI 
in both languages re: the announcement of the publication of the NOI to CG1 this past 
weekend. 

---- I suggest a very simple, high level "script" using the key messages from these materials, 
something along the lines of the following (definitely feel free to edit - I may have too much re: 
what the scheduling means and the question about making a public statement of support could 
use some nuancing ... 1 defer to subject experts on the content!). Keeping in mind, everything will 
be online - so there will be public info. available, and the NOI is already online. 

Brenda - are you fine with the proposed "script" below? - this is based on the news release. 

Hello, my name is XXXXXX and I work at Health Canada. 

I am calling to let you know about an announcement Health Canada will be 
making this morning regarding its proposal to schedule the substance 
Salvia to the Controlled Drugs and Substances Act. 

A Notice to Interested Parties outlining Health Canada's proposal was 
published in Canada Gazette, Part I, this past Saturday, February 19, 
2011. There is a 3~-day period for people to provide their comments, which 
ends March 21,2011. 

The Department is taking this steps following a review of Canadian 
surveillance data and scientific reports which suggest that this substance 
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has the potential for abuse, especially among young people. 

Salvia is a species of sage belonging to the mint family. 

Stories about Salvia use, especially by youth, have often come up in the 
media. 

We know that the risks of salvia use include hallucinations, loss of 
consciousness and short-term memory loss. 

The scheduling of Salvia as a controlled substance would mean that 
activities such as possession, trafficking, possession for the purpose of 
trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation) would be illegal unless 
authorized by regulation. 

Also, the scheduling of Salvia would enable law enforcement to take 
action against suspected illegal activities involving the substance. 

More information about Salvia and details about the government's proposal 
is available at the Health Canada web site -- www.hc-sc.gc.ca 

Part of the reason for my call this morning is also to get an understanding 
from you if this is an proposal your organization would support - in general 
terms but also through a public statement, such as a news release. 

Is this something your organization would consider? 

Thank you for your time this morning. 

Thank you. 

NOI 

11-101374-981 Salvia NOlletter eng.pdf 11-101374-981 Salvia NOlletter fr.pdf 

English 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvin orin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its main active 
ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 
Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divino rum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. I Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, with a much higher rate of 
use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth Smoking 
Survey also show that 5% of 15 year olds have used S. divinorum in the past year. Moreover, the 
2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using S. divinorum and 4.4% ofthese students reported 
using this substance in the past year. Because its psychoactive effects resemble those of other 
substances included in Schedule III to the CDSA such as lysergic acid diethylamide (LSD) and 
psilocybin, Health Canada is concerned that the ready availability and use of S. divinorum poses 
a risk to the health and safety of Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any ofthe United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(1O); 1634-9. 
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HECSJS_SalviaJINAL.DOC HECS_Salvia_NTMJeb18_ Winnipeg-FINAL-bil.doc HECS...,ML_SalviaJeb17 _1411.doc 

SN - MP Glover - Salvia - Feb 21.doc HECS_SP lor SG bilingual Final.doc HECS_SP lor SG_SalviaJINAL.DOC 

HECS_NR_SalviaJINAL.DOC 

French 

HECS FS Salvia FINAL-Ir.DOC HECS Salvia NTM Feb19 Montreal.doc HECS_NR_SalviaJINAL- Ir.DOC - - -liil'1 - - -, 
~ 

HECS_SP lor Fr Rep_SalviaJINAUr.DOC HECS_SP lor Fr Rep_SalviaJINAL.DOC 

----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 02/20/2011 07:55 PM -----

From: Jesse Arnup-Blondin/HC-SC/GC/CA 
To: Frank Cesa/HC-SC/GC/CA@HWC, Brenda.Paine@hc-sc.gc.ca, michael.assad@hc-sc.gc.ca, 

stephanie.szick@hc-sc.gc.ca 
Cc: Paula RobertlHC-SC/GC/CA@HWC, SoniaH Lindblad1/HC-SC/GC/CA@HWC, Linda 

Corrigan/HC-SC/GC/CA@HWC, LeAnne Middler/HC-SC/GC/CA@HWC 
Date: 02/18/2011 05:31 PM 
Subject: URGENT AR 11-103679-138 Ministerial Annoucements on Salvia - February 21 

Please advise HECSB ADMO by 9:50 on Monday morning which stakeholders have been contacted and 
which will issue a positive news release. As the events are happening on Monday, we do not have any 
flexibility with the timelines. 

Thank you, 

Jesse 

----- Forwarded by Jesse Arnup-Blondin/HC-SC/GC/CA on 2011-02-18 05:25 PM -----

From: Meghan LaxlHC-SC/GC/CA 

To: Jesse Arnup-Blondin/HC-SC/GC/CA@HWC, Lisa Whiltleton/HC-SC/GC/CA@HWC 
Cc: Linda Corrigan/HC-SC/GC/CA@HWC, Sandra Rose Roy/HC-SC/GC/CA@HWC, HECSB_Action RequesC 48h, 

HECSB_Briefing, "Alexis M Tervo" <Alexis.M.Tervo@hc-sc.gc.ca>, PACCB-ADMO, RAPB-ADMO 

Date: 2011-02-1805:18 PM 

Subject: Re: URGENT AR 11-103679-138 Ministerial Annoucements on Salvia - February 21 
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Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The regulation of S. divinorum and 
salvinorin A under the CDS A will also enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date ~ CJe/! / 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 

000011 



MINISTERE DE LA SANTE 

LOl REGLEMENTANT CERTAINES DROGUES ET AUTRES SUBSTANCES 

Avis aux parties interessees - Proposition concernant 1 'ajout de Salvia divinorum et de la 
salvinorine A a I 'annexe III de la Loi reglementant certaines drogues et autres substances 

Cet avis informe les parties interessees de la possibilite de commenter la proposition de Sante 
Canada d'ajouter la plante Salvia divinorum (s. divinorum) et son principal ingredient actif, la 
salvinorine A, it I' annexe III de la Loi Y(Jglementant certaines drogues et autres substances 
(LRCDAS). Les parties interessees ont aussi l'occasion d'ajouter leur nom pour toute 
consultation future. 

S. divinorum est une espece de sauge appartenant it la famille des menthes. Generalement, ses 
feuilles sont machees ou fumees pour obtenir des effets psychotropes. Alors qu'une incertitude 
subsiste Quant aux risques pour la sante decoulant de la consommation de S. divinorum, les effets 
de cette consommation sont connus pour etre brefs et comprennent des hallucinations, une 
dysphorie, des experiences extra-corporel, I'inconscience et une perte de memoire it court terme. 
Les effets, qui varient d'une personne it l'autre, sont egalement souvent decrits comme 
deplaisants. Ni la S. divinorum ni la salvinorine A ne sont actuellement incluses dans les annexes 
de la LRCDAS. 

Des rapports ont recemment ete publics indiquant que des adolescents et des jeunes adultes 
canadiens consomment de la S. divinorum pour sa capacite a produire des hallucinations. S. 
divinorum est largement vantee comme un hallucinogene "legal" sur Internet et a aussi ete 
signalee comme I'un des produits it base d'herbes medicinales les plus courants utilises comme 
option alternative aux drogues illicites. 1 Les conclusions tirees de l' Enquete de surveillance 
canadienne de fa consommation d'alcool et de drogues (ESCCAD) revelent que, en 2009, 1,6 % 
des Canadiens ages de 15 ans ou plus ont declare avoir consomme de la S. divinorum au moins 
une fois dans leur vie, avec un taux de consommation plus important (7,3%) parmi les jeunes 
ages de 15 a 24 ans. Les resultats de I' Enquete sur Ie tabagisme chez les jeunes de 2008-2009 au 
Canada montrent egalement que 5 % des jeunes de 15 ans ont consomme de la S. divinorum au 
cours de la derniere annee. De plus, Ie Sondage sur la consommation de drogues et la sante des 
ifleves de I 'Ontario (SCDSEO) de 2009 indique que 5,4 % des eleves de 1 'Ontario des classes 
scolaires 7 it 12 ont declare avoir deja consomme de La S. divinorum et que 4,4 % de ces eleves 
ont indique avoir consomme cette substance au cours de la derniere annee. Puisque ses effets 
psychoactifs ressemblent a ceux d'autres substances comprises dans l'annexe ill de la LRCDAS, 
comme l'acide Iysergique diethylamide (LSD) et la psilocybine, Sante Canada craint que la 
disponibilite immediate et la consommation de S. divinorum ne posent un risque pour la sante et 
la securite des Canadiens, en particulier pour celles des jeunes. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. Oct 2005, vol. 39, noolO, pp. 1634-1639. 
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Alors que la S. divinorum et la salvinorine A ne sont actueIIement comprises dans aucune des 
Conventions de l'Organisation des Nations Unies sur Ie contr6le des drogues, de nombreux pays 
ont choisi de reglementer une de ces substances, ou les deux, comme substance designee. 
L' Australie, la Belgique, Ie Danemark, la Finlande, l' Allemagne, l'ltalie, Ie Japon, la Coree du 
Sud, l'Espagne et la Suede ont tous etabli des.contr6les sur les importations ou la vente, ou les 
deux, de S. divinorum et/ou de salvinorine A. Certains Btats americains ont aussi mis en oeuvre 
des lois restreignant son utilisation, sa vente etlou sa distribution. 

Le fait d'ajouter ces substances a l'annexe III de la LRCDAS en interdirait la possession, Ie 
commerce, la possession aux fins de commerce, I'importation, l'exportation, la possession aux 
fins d'exportation et la production (ou la culture). La reglementation de la S. divinorum et de la 
salvinorine A conformement a la LRCDAS permet~rait egalement aux organismes d'application 
de la loi de prendre des mesures contre les activites illicites presumees liees a ces substances. 

Btant donne que cette mesure ne vise pas a interferer avec l'utilisation et la disponibilite de la S. 
divinorum et/ou de la salvinorine A a des fins medicales, scientifiques ou industrielles Iegitimes, 
Sante Canada sollicite de I'information aux parties interessees sur les possibilites de ces types 
d'utilisation au Canada. L'information rec;:ue en reponse a cet avis sera determinante dans la 
redaction d'un reglement approprie conformement a la LRCDAS. 

La pUblication de cet avis entame une periode de commentaires de 30 jours. II y aura des 
occasions supplementaires de foumir des commentaires au fur et a mesure que progresse Ie 
processus de reglementation federal. 

Si vous etes interesse par ce processus ou que vous avez des commentaires sur cette proposition, 
veuillez communiquer avec Stephanie Chandler de la Division de la politique reglementaire, du 
Bureau des substances controlees, situe au: 3503D, 123, me Slater, Ottawa (Ontario), Canada, 
KIA IB9, par teh~copieur au (613) 946-4224 ou par courriel au 
OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date ~ d-8/1/ 

Cathy A. Sabiston 
Directrice generale 
Direction des substances contr61ees et de la lutte au 
tabagisme 
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1+1 Health Sante 
Canada Canada 

Fact Sheet February 2011 

Salvia divinorum 

News Release: The Government of Canada Proposes to Schedule Salvia Divinorum and 
_~~~~~~<?~~ A _~~ _ ~?~!~?_l!~~_ ~:t~~!~~~~~ _(i_~~~~ _l~~) _________________________________________________ _ 

Salvia divinorum (s. divinorum) is a species of sage belonging to the mint family. 
Certain websites promote the use of S. divinorum as a "legal" alternative to street drugs. 
The products are sold in a number of forms, including fresh or dried leaves, liquids or 
seeds and plant cuttings for growing purposes. 

Canadians should not use products containing S. divinorum and/or salvinorin A because 
they are hallucinogenic and little is known about the long-term effects ofthese substances 
on the brain and body; how it interacts with other substances, including other drugs, 
natural health products and alcohol; and the potential of S. divinorum to produce physical 
dependence and/or addiction.! 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects, which may include: 
• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-bodyexperiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

Legal Status of Salvia divinorum 

In Canada 
S. divinorum currently meets the definition of a natural health product (NHP) under the 
Natural Health Products Regulations. As of February 2011, Health Canada has not 
authorized for sale any natural health products which contain S. divinorum as an 
ingredient. The sale of unauthorized natural health products containing S. divinorum or. 
its main active ingredient salvinorin A may be subject to compliance and enforcement 
action by Health Canada under the Food and Drugs Act. 

While S. divinorum and salvinorin A are not currently scheduled under the Controlled 
Drugs and Substances Act (CDSA), Health Canada has issued a Notice to Interested 
Parties which proposes to include S. divinorum and salvinorin A as controlled substances 
under the CDSA. This means that activities such as possession, trafficking, importation, 
exportation, production (or cultivation), possession for the purpose of trafficking or 
possession for the purposes of exporting would be illegal unless authorized by regulation. 
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In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Italy and 
Japan, have placed similar controls on the import and/or sale of S. divinorum and/or 
salvinorin A. 

In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed similar restrictions on their 
sale and/or import. 

Research on the use of Salvia divinorum in Canada? 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, 1.6% of Canadians aged 15 years and older have reported using S. 
divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in youth 
aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also show 
that 5% of 15 year olds have used S. divinorum in the past year. The 2009 Ontario 
Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students 
in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported using 
this substance in the past year. 

Need More Info? 

For information on how to submit a consumer or trade complaint about the unauthorized 
sale of health products containing S. divinorum please consult the following documents: 

• Consumers: http://www.hc-sc.gc.caldhp-mps/compli-conform/prob-report
rapportlgui 44 consumer consommateur cp-pc-eng.php 

• Trade: http://www.hc-sc.gc.caldhp-mps/compli-conform/prob-report
rapport/gui 38 trade-industrie cp-pc-eng.php. Or contact the Health 
Products and Food Branch Inspectorate directly by calling toll-free 1-
800-267-9675. 

To report an adverse reaction or interaction involving any health product, contact Health 
Canada at 1-866-234-2345 (toll free in Canada), or visit the MedE(fect Canada web 
section at: www.health.gc.calmedeffect 

For more information on the risks of using Salvia, please see It's Your Health at: (insert 
link) 
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1+1 Health Sante 
Canada Canada 

NOTICE TO MEDIA 
February 19, 2011 

MP Shelly Glover (Saint Boniface) will 
make an announcement on behalf of the 
Honourable Leona Aglukkaq, Minister of 
Health, related to the health and safety of 
Canadians. 

Date 
February 21,2011 

Time 
1 :45 p.m. (CST) 

Location 
YMCA-YWCA- South Y 

5 Fermor Avenue 
Multi-purpose room 2 
Winnipeg, Manitoba 

Media Inquiries 

Health Canada 
(613) 957-2983 

Jenny Van Alstyne 
Office ofthe Honourable Leona Aglukkaq 
Federal Minister of Health 
(613) 957-0200 

AVIS AUX MEDIAS 
Le 19 fevrier 2011 

La deputee Shelly Glover (Saint-Boniface), 
fera une annonce sur la sante et la securite 
des Canadiens, au nom de I 'honorable 
Leona Aglukkaq, ministre de la Sante. 

Date 
Le 21 fevrier 2011 

Heure 
13 h45 (RNC) 

Endroit 
YMCA-YWCA - South Y 

5, avenue Fermor 
Salle polyvalente 2 

Winnipeg (Manitoba) 

Renseignements aux medias 

Sante Canada 
\ ' 

613-957 -2983 

Jenny Van Alstyne 
Cabinet de l'honorable Leona Aglukkaq 
Ministre federal de la Sante 
613-957-0200 

1+1 Government 
of Canada 

Gouvernement 
duCanada 

~ 11+1 
• ''In'lr1'l 
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Media Lines 
Salvia divino rum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be scheduled under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. A Notice to Interested 
Parties outlining Health Canada's proposal to regulate this substance will be published in 
Canada Gazette, Part I, on February 19, 2011 (TBC). 

Key Messages: 

• The Government of Canada is taking these steps in order to protect the health and 
safety of Canadians, particularly youth, from the potentially harmful effects of 
Salvia divinorum and/or salvinorin A. 

• After reviewing available information and reports that suggest these substances 
have the potential for abuse, especially among young people, Health Canada is 
proposing to schedule both Salvia divinorum and its main active ingredient 
salvinorin A as controlled substances. 

• Health Canada is continuing to survey the prevalence of salvia use and have based 
our proposed scheduling on available information and reports that suggest these 
substances have the potential for abuse, especially among young Canadians. The 
risks of salvia use include hallucinations, loss of consciousness and short-term 
memory loss. 

• The proposed inclusion of Salvia divinorum and salvinorin A in Schedule III to 
the Controlled Drugs and Substances Act would make possession, trafficking, 
importation, exportation, production (or cultivation), possession for the purpose of 
trafficking or possession for the purposes of exporting illegal unless authorized by 
regulation. 

Supplementary Messages: 

• Though it is a hallucinogen, the plant Salvia divinorum is not currently scheduled 
under the CDSA. 

• To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 
natural health products containing Salvia divinorum or its active ingredient 
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salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Questions and Answers: 

Ql - What are the risks associated with the use of Salvia divinorum 

Al - S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-bodyexperiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

There is no way to predict what effect these substances may have on an individual. In 
addition,the effects may differ from one use to the next, depending on factors such as: 

• the potency of the product; 
• how much is used; 
• the purity of the product (products that contain S. divinorum may be mixed with 

other substances); 
• how it is taken, for example, whether the product is chewed, swallowed or 

smoked; and 
• the user's mood and expectations. 

While scientists know which brain receptors are targeted by the main active ingredient, 
salvinorin A, very little is known about the following: 

• how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage; 

• how it interacts with other substances, including other drugs, natural health 
products and alcohol; 

• the potential of S. divinorum to produce physical dependence and/or addiction. 

For more information on Salvia divinorum and the risks associated with its use, please 
see It's Your Health at: (insert link to the It's Your Health article.) 

Q2 - What is involved in scheduling Salvia divinorum as a controlled substance and 
what stage is it at? 
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A2 - Health Canada considers several factors in detennining whether the scheduling of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• Overall risk to public health and safety posed by the substance. 
• Chemical and phannacological similarity to other substances already regulated 

under the CDSA; 
• Legitimate uses ofthe substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• International requirements and trends in international control. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against these factors and proposes to include both substances in Schedule III to the 
CDSA. The first step in the process of scheduling a substance under the CDSA is the 
publication of a Notice to Interested Parties (NOI) in Canada Gazette, Part I, which will 
be published on February 19, 2011 (TBC) for a 30-day comment period. This notice 
provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add Salvia divinorum and its main active ingredient salvinorin A to 
Schedule III to the CDSA. Any comments received are considered during the preparation 
of a regulatory proposal. There will be additional opportunities for comment as the 
federal regulatory process progresses, which usually takes about 18 to 24 months to 
complete. 

Q3. Why has the Government now decided to schedule these substances under the 
CDSA? 

A3. Scheduling these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current misconception that these substances are a safe alternative to other 
illegal drugs. Furthennore, the scheduling will also enable law enforcement agencies to 
take action against suspected illegal activities involving these substances. 

Q4 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are 
these substances regulated in other countries? 

A4 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, there is no requirement for them to be scheduled as 
controlled substances in any ofthe countries (including Canada) that are signatories to 
these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
Finland, Gennany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed similar controls on the import and/or sale of Salvia divinorum and/or salvinorin A. 
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Some individual U.S. states have implemented similar laws restricting their use, sale 
and/or distribution. 

Q5 - Is there any research on the use of Salvia divinorum in Canada? 

A5 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) . 
reveal that, in 2009, 1.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% ofthese students 
reported using this substance in the past year. 

Q6 -If Health Canada is aware that the use of Salvia divinorum can produce 
negative health effects such as hallucinations"feelings of anxiety, etc., why is it not 
controlled under the Controlled Drugs and Substances Act? 

A6 - The move to schedule Salvia divinorum and salvinorin A as controlled substances is 
based on surveillance data from surveys such as the Canadian Alcohol and Drug Use 
Monitoring Survey (CADUMS), Youth Smoking Survey (YSS) and the Ontario Student 
Drug Use and Health Survey (OSDUHS), some of which only became available in 2010. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it currently 
meets the definition of a natural health product under the Natural Health Products 
Regulations (NHPR). The sale of unauthorized natural health products may be subject to 
compliance and enforcement action in accordance with the Food and Drugs Act and its 
associated regulations. 

Q7 - What will Healtb. Canada do if it finds products containing Salvia divinorum 
on the market? 

A 7 - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Currently, however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
action by Health Canada. For more information on how to submit a consumer complaint 
about the unauthorized sale of drugs containing Salvia divinorum and/or salvinorin A, 
visit: www.hc-sc.gc.ca/dhp-mps/compli-conformlprob-report-
rapport/gui 44 consumer consommateur cp-pc-eng.php. 
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Q8 - Has Health Canada issued any kind of warning to Canadians about Salvia 
divinorum? 

A8 - Health Canada has developed an It's Your Health article about Salvia divinorum to 
help inform the general public about the risks associated with the use of this plant. The 

~~D(>f'F"W>'C q_,)(:~ 

article can be found on the Health Canada website at: rfink toSg~~. Health Canada also 
issued a news release on February XX announcing the Government of Canada's intention· 
to schedule Salvia divinorum and salvinorin A, as controlled substances. A Notice to 
Interested Parties, outlining Health Canada's proposal, was published in Canada Gazette, 
Part I, on February 19,2011 (TBC), giving interested parties a 30-day period to submit 
their comments. There will be additional opportunities for comment as the federal 
regulatory process progresses. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Some street names for 
S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska pastora, 
diviner's sage, magic mint, puff, incense special, and salvia. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short acting iIi nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 

• the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• use of Salvia divinorum was significantly higher in males than in females (6.2% 

vs. 2.3%) in 2009. 
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Last updated February 18, 2011 at 7:41 p.m. 

Scenario Note for 
Shelly Glover, Member of Parliament for Saint-Boniface 

Announcement of the Government of Canada's intention to regulate Salvia divinorum and 
salvin orin A, also known as Salvia, as controlled substances. 

Winnipeg, Manitoba 
February 21, 2011 

1:45 p.m. 

Purpose of Event: On behalf of the Honourable Leona Aglukkaq, Shelly Glover, Member of 
Parliament for Saint-Boniface, will announce the Government of Canada's intention to regulate 
Salvia divinorum and salvinorin A, also known as Salvia, as controlled substances. 

Event Address: 

The YMCA-YWCA- South Y 
Multipurpose Room 2 
5 Fermor Avenue 
Winnipeg, Manitoba 

Contacts: 

MP Glover's Office: 
Myrrhanda Novak 
gloves l@parl.gc.ca 
204.983.3183 

Health Canada 

Jocelyn Kula 
AlDirector, Office of Controlled Substances 
Controlled Substances and Tobacco Directorate, HECS 

On-site Health Canada logistics support: 
Adele Novak 
Regional Communications Officer 

Karen Christiuk 
Regional Communications Officer 

Cell: 613-797-2103 

Office: 204-984-7895 
Cell: 204-791-0240 

Office: 204-984-7199 
Cell: 204-291-3,657 

1 
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YMCA-YWCA - South Y 

Caroline Winston 
Communications Manager 

Office: 204-831-2974 
Cell: 204-229-3209 

Angela Hildebrand 
General Manager, YMCA, South Y 

Event Emcee 
Angela Hildebrand 
General Manager, YMCA, South Y 

Holding Room: 
General Manager's Office (Angela Hildebrand) 
YMCA, South Y 
5 Fennor Avenue 

Office: 204-

Office: 204-

Photographer (CP photographer booked by Health Canada Media Relations): 
Name David Lipnowski Cell: 204-296-3038 

Media: Media will be invited to attend by way of a notice to media issued to the news wire by 
Health Canada (HQ) and posted to Health Canada's Web site. Regional Communications will 
make follow-up calls to media after the notice to media is issued. At the event, media will have 
the opportunity to ask questions following the speakers' remarks in the fonnat of a question and 
answer period. 

Transcript: 
Required: Yes (Media Q booked by Health Canada Media Relations) 

Logistics (sound system, podium, flags): 
Arranged by Health Canada Regional Communications. 

Sound system (arranged by Health Canada Regional Communications) 
Tel Av Office: 204-775-6198 
Aaron Jakab/Tom Borsa Cell: 204-899-5021 

Winnipeg, Manitoba 
Monday, February 21, 2011 

DETAILED ITINERARY 
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1255 hrs 

1300 hrs 

1344 hrs 

1345 hrs 

1347 hrs 

1352 hrs 

1353 hrs 

1357 hrs 

1407 hrs 

1420 hrs 

MP Glover arrives at the front doors of the YMCA, South Y, 5 Fennor 
Avenue, and is greeted by Angela Hildebrand, General Manager, YMCA, 
South Y and event Emcee; and Adele Novak:, Regional Communications 
Officer, Health Canada. Angela Hildebrand and Adele Novak: escort MP 
Glover to the holding room, Angela'S Office (behind the front reception). 

MP Glover and Angela Hildebrand arrive at the holding room and are 
joined by Jocelyn Kula, AlDirector, Office of Controlled Substances, 
Health Canada. 

A pitcher of water will be available in the briefing room. 

MP Glover, Angela Hildebrand, and Jocelyn Kula depart holding room en 
route to the Multipurpose Room 2 where the announcement will take 
place. 

Event begins. Angela Hildebrand welcomes everyone and introduces MP 
Glover. 

Open to media. Media will be set up behind the audience. 

MP Glover speaks. 

Angela Hildebrand thanks MP Glover and introduces ~~£Rnd:spl~~j 
:.~Bdi L.,.l 

Angela Hildebrand thanks $econd~p'~~er, and invites MP Glover and 
Jocelyn Kula to the podium to answer questions from the audience and 
media. 

Event concludes. Photos may be taken. 

MP Glover departs YMCA, South Y and proceeds to board her vehicle. 

*** 
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Speech for 

Shelly Glover 

Parliamentary Secretary to the Minister of Finance 

Member of Parliament for Saint Boniface 

Issue: Proposal to add Salvia Divinorum and Salvinorin 
A to Schedule III to the Control/ed Drugs and 

Substances Act. 

Date: February 21, 2011 

Check Against Delivery 
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Good Morning/Afternoon: 

I'd like to thank you for joining me here today for what I 
consider to be a very important announcement for Canadian 
families and safer communities. 

Une substance connue sous Ie nom de salvia continue de 
gagner en popularite chez les jeunes, et certains d'entre eux 
en abusent. En tant que mere et que policiere, je peux vous 
assurer qu'iI s'agit d'une question qui me preoccupe 

Its popularity comes from the fact that it can have some of 
the same effects as certain illicit drugs, and there is also a 
false perception that it is safe. 

But it isn't safe. 

Salvia has the real potential to be harmful. 

It can cause hallucinations and can have other serious 
effects on the brain and body. At this point, very little is 
known about the long-term effect of this substance. 

Results from the Canadian Alcohol and Drug Use Monitoring 
Survey reveal that, in 2009, 1.6% of Canadians aged 15 
years and older have reported using S. divinorum at least 
once in their lifetime, with a much higher rate of use (7.30/0) 
in youth aged 15-24. 

And, the results from the Canadian 2008-2009 Youth 
Smoking Survey also show that 5% of 15 year olds have 
used S. divinorum in the past year. 

Because of the potential risks to the health of Canadians,) 
particularly young people, we are proposing to add Salvia 
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divinorum, and its main active ingredient salvinorin A, to the 
Control/ed Drugs and Substances Act. 

These substances should be controlled, just like other illicit 
drugs. ' 

As a first step, a notice was published in the Canada 
Gazette on this past weekend. That started a process during 
which all Canadians will have a 30-day period to comment 
on our proposal. While we are consulting with Canadians, 
our position is clear. We want to help parents, families and 
communities to keep our kids safe. 

L'ajout de la salvia divinorum a la liste des substances 
controlees rendrait illegales les activites mettant en cause la 
salvia, comme la possession, Ie trafic, I'importation et la 
culture. 

And, these measures are in line with other countries, 
including but not limited to Australia, Belgium, Germany, Italy 
and Japan. All of these countries have placed similar 
controls on the import and/or sale of salvia. 

The bottom line is that our teens face enoug~ pressure 
already. And with heavily covered stories of young people in 
Hollywood using Salvia to get high, we have the 
responsibility to help protect our youth. In a fragile economy 
like this, Moms and Dads literally can't afford to always keep 
watch of what's happening. We want to help Mom and Dad. 

Nous agissons rapidement dans ce dossier, parce que nous 
voulons proteger nos jeunes des mefaits associes a la 
salvia. 
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Nous voulons eliminer les idees fausses selon lesquelles la 
salvia est un substitut securitaire aux drogues de la rue. 

It is not. 

All of the steps we are taking are designed to protect the 
health and safety of Canadians from the potentially harmful 
effects of this substance. We know that parents want their 
children to be protected from substances like Salvia, 
particularly when they are in their teenage years. 

I am happy to take your questions. 

Thank you 
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Speech for 

Shelly Glover 

Parliamentary Secretary to the Minister of Finance 

Member of Parliament for Saint Boniface 

Issue: Proposal to add Salvia Divinorum and Salvinorin 
A to Schedule III to the Control/ed Drugs and 

Substances Act. 

Date: February 21, 2011 

Check Against Delivery 
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Good Morning/Afternoon: 

I'd like to thank you for joining me here today for what I consider to be 
a very important announcement for Canadian families and safer 
communities. 

Among today's youth, a substance known as Salvia has been gaining 
. popularity, and is being abused by some young people. As a parent 
and a police officer, I can tell you that it's something I'm personally 
concerned about. 

Its popularity comes from the fact that it can have some of the same 
effects as certain illicit drugs, and there is also a false perception that 
it is safe. 

But it isn't safe. 

Salvia has the real potential to be harmful. 

It can cause hallucinations and can have other serious effects on the 
brain and body. At this point, very little is known about the long-term 
effect of this substance. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey reve.al that, 
in 2009, 1.6% of Canadians aged 15 years and older have reported using S. 
divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. 

And, the results from the Canadian 2008-2009 youth Smoking Survey also show 
that 5% of 15 year aids have used S. divinorum in the past year. 

Because of the potential risks to the health of Canadians, particularly 
young people, we are proposing to add Salvia divinorum, and its main 
active ingredient salvinorin A, to the Controlled Drugs and 
Substances Act. 

These substances should be controlled, just like other illicit drugs. 

As a first step, a notice was published in the Canada Gazette on this 
past weekend. That started a process during which all Canadians will 
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have a 3D-day period to comment on our proposal. While we are 
consulting with Canadians, our position is clear. We want to help 
parents, families and communities to keep our kids safe. 

Adding salvia divinorum to the list of controlled drugs and substances 
would make activities with salvia, such as possession, trafficking, 
importing or cultivating illegal. 

And, these measures are in line with other countries, including but not limited to 
Australia, Belgium, Germany, Italy and Japan. All of these countries have placed 
similar controls on the import and/or sale of salvia. 

The bottom line is that our teens face enough pressure already. And 
with heavily covered stories of young people in Hollywood using 
Salvia to get high, we have the responsibility to help protect our 
youth. In a fragile economy like this, Moms and Dads literally can't 
afford to always keep watch of what's happening. We want to help 
Mom and Dad. 

We're acting quickly on this because we want to protect our young 
people from the harms associated with Salvia. 

We want to eliminate the misconceptions that Salvia is a safe 
alternative to street drugs. 

It is not. 

All of the steps we are taking are designed to protect the health and 
safety of Canadians from the potentially harmful effects of this 
substance. We know that parents want their children to be protected 
from substances like Salvia, particularly when they are in their 
teenage years. 

I am happy to take your questions. 

Thank you. 
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Health Canada 

Harper Government Takes Action to Protect Families 

February 21, 2011 
For immediate release 

20ll-XX 

: Factsheet: Salvia Divinorum (insert link) : ~ _____________________________________________________________________________________________ ~------------- ______ J 

OTTAWA - Today, MP Shelly Glover (Saint Boniface) , Parliamentary Secretary to the 
Minister of Finance, and the Honourable Christian Paradis, Minister of Natural 
Resources, announced on behalf of the Honourable Leona Aglukkaq, Minister of Health, 
the Harper Government's proposed intention to include Salvia divinorum and salvinorin 
A, also known as Salvia, as controlled substances. A Notice to Interested Parties outlining 
Health Canada's proposal was published in Canada Gazette, Part I, on February 19, 
2011. 

"As a mother and police officer, I am pleased to see our Government take action to help 
parents protect their children from this dangerous substance," said P.S. Glover. 

"After reviewing Canadian surveillance data and scientific reports that suggest this 
substance has the potential for abuse, especially among young people, we are taking these 
steps to protect the health and safety of Canadians from the harmful effects of this 
substance," said Minister Paradis. 

The Notice to Interested Parties proposes that Salvia divinorum and its main active 
ingredient salvinorin A be added to Schedule III to the Controlled Drugs and Substances 
Act. This means that activities such as possession, trafficking, possession for the purpose 
of trafficking, importation, exportation, possession for the purpose of exportation, and 
production (or cultivation) would be illegal unless authorized by regulation. The 
scheduling of Salvia divinorum and salvinorin A as a controlled substance would also 
enable law enforcement agencies to take action against suspected illegal activities 
involving these substances. 

Interested parties are encouraged to submit any comments regarding the Notice to 
Interested Parties by March 21,2011. 

For more information on Salvia divinorum and the risks associated with its use, please 
see It's Your Health at: (insert link to the It's Your Health article.) 
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Media Enquiries: 
Health Canada 
(613) 957-2983 

Jenny VanAlstyne 
Office of the Honourable Leona Aglukkaq 
Federal Minister of Health 
(613) 957-0200 

Public Enquiries: 
(613) 957-2991 
1-866 225-0709 

-30-

Egalement disponible en fram;ais 

Health Canada news releases are available on the Internet at 
www.healthcanada.gc.calmedia 
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1+1 Health Sante 
Canada Canada 

Fiche de renseignements Fevrier 2011 

Sa/via divinorum 

Communique de presse : Le gouvemement du Canada propose d'ajouter la salvia et la 

_~~!~i_~?_r:i_~~_ ~_ ~!~ _l~~~~ _~~_~ _~~~~!~~?~_~ _~?~!:?}~~~_ ~ !~~~!~~}~ }~~~) ________________________________ _ 

La salvia divinorum (la salvia) est une espece de sauge de la famille des labiacees. 
Certains sites Web encouragent la consommation de salvia comme substitut legal aux 
drogues de la rue. Les produits se vendent sous plusieurs formes, notamment en feuilles 
frakhes ou sechees, en liquides ou en graines et en boutures pour la culture. 

Les Canadiens doivent eviter de consommer des produits contenant de la salvia, car il 
s'agit d'une substance hallucinogene dont on connalt malles effets a long terme sur Ie 
cerveau et l'organisme, la fa90n dont elle interagit avec d'autres substances, comme 

. d'autres drogues, des produits de sante nature I et l'alcool, et Ie risque de dependance 
physique ou de toxicomanie associe a la consommation de la salvia. 

Risques associes a la consommation de salvia 

La salvia a des effets physiques et mentaux connus qui peuvent comprendre les suivants : 

• 
• 
• 
• 
• 
• 
• 
• 

hallucinations 
dysphorie (sentiment d'angoisse, de depression ou d'agitation) 
experiences extracorporelles 
rire incontr6lable 
evanouissement 
perte de memoire immediate 
manque de coordination des mouvements 
trouble de l'elocution et phrases maladroites 

Statut juridique de la salvia 

Au Canada 
La salvia correspond presentement a la definition d'un produit de sante naturel que donne 
Ie Reglement sur les produits de sante naturels. En fevrier 2011, Sante Canada n'avait 
toujours pas homologue de produit de sante naturel contenant de la salvia. Conformement 
a la Loi sur les aliments et drogues, Sante Canada peut prendre des mesures coercitives a 
l' egard de quiconque vend des produits de sante naturels non homologues contenant de la 
salvia ou son principal ingredient actif, la salvinorine A. 

Si la salvia et la salvinorine A ne sont pas, a l'heure actuelle, considerees comme des 
substances contr6lees en vertu de la Loi reglementant certaines drogues et autres 
substances, Sante Canada a toutefois emis un avis aux parties interessees dans lequel il 
propose de les ajouter a I 'annexe III de la Loi. Cela signifie que les activites comme la 
possession, Ie trafic, l'importation, l'exportation, la production (ou la culture), la 
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possession en vue du trafic ou la possession en vue de l'exportation seraient illegales a 
moins d'etre autorisees par reglementation. 

AI' etranger 
Plusieurs pays, notamment l' Australie, la Belgique, l' Allemagne, l'Italie et Ie Japon, 
reglementent l'importation et la vente de la salvia et de la salvinorine A. 

Aux Btats-Unis, la salvia et la salvinorine A ne sont pas reglementees en vertu de la Loi 
sur les substances contr6lees, mais certains Btats ont adopte des mesures visant a en 
restreindre la vente et l'importation. 

Recherche sur l'utilisation de la Salvia divinorum au Canada 

L'Enquete de surveillance canadienne de la consommation d'a1cool et de drogues revele 
qu'en 2009, 1,6 % des Canadiens ont declare avoir consomme de la salvia au moins une 
fois et que la consommation est beaucoup plus elevee (7,3 %) chez lesjeunes de 15 a 
24 ans. L'Enquete canadienne 2008-2009 sur Ie tabagisme chez les jeunes montre que 
5 % desjeunes de 15 ans avaient consomme de la salvia au cours de l'annee precedente. 
Selon Ie Sondage 2009 sur la consommation de drogues et la sante des etudiants de 
l'Ontario, 5,4 % des etudiants ontariens de la 7e a la 12e annee ont declare avoir deja 
consomme de la salvia, et 4,4 % d'entre eux ont affirme en avoir consommee au cours au 
cours de I' annee precedente. 

Pour en savoir plus 

Pour savoir comment presenter une plainte concernant la vente non autorisee de produits 
de sante contenant de la salvia, veuillez consulter Ie document pertinent ci-dessous : 

• Consommateurs: http://www.hc-sc.gc.ca/dhp-mps/ compli -confonnJprob-report
rapport/gui 44 consumer consommateur cp-pc-fra.php 

• Industrie: http://www.hc-sc.gc.ca/dhp-mps/compli-confonnJprob-report
rapport/gui 38 trade-industrie cp-pc-fra.php 

ou communiquer directement avec l'Inspectorat de la Direction generale des produits 
de sante et des aliments, en composant sans frais Ie 1-800-267-9675. 

Pour signaler un effet indesirable ou une interaction mettant en cause un produit de sante, 
communiquez avec Sante Canada, au 1-866-234-2345 (sans frais au Canada), ou 
consultezla section MedEfJet Canada dans Ie site www.sante.gc.ca/medeffet 

Pour de plus amples informations sur Ie risque associe a l'utilisation de la salvia, veuillez 
consulter Votre sante et vous a (inserer Ie lien) 
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1+1 Health Sante 
Canada Canada 

NOTICE TO MEDIA 
February 19, 2011 

The Honourable Christian Paradis, Miriister 
of Natural Resources make an 
announcement on behalf of the Honourable 
Leona Aglukkaq, Minister of Health, 
related to the health and safety of 
Canadians. 

Date 
February 21,2011 

Media Inquiries 

Health Canada 
(613) 957-2983 

Time 
TBC 

Location 
TBC 

Jenny VanAlstyne 
Office of the Honourable Leona Aglukkaq 
Federal Minister of Health 
(613) 957-0200 

AVIS AUX MEDIAS 
Le 19 fevrier 2011 

L'honorable Christian Paradis, ministre des 
Ressources naturelles, fera une annonce sur 
la sante et la securite des Canadiens, au 
nom de 1 'honorable Leona Aglukkaq, 
ministre de la Sante. 

Date 
Le 21 fevrier 2011 

Heure 
TBC 

Endroit 
TBC 

Renseignements aux medias 

Sante Canada 
613-957 -2983 

Jenny VanAlstyne 
Cabinet de l'honorable Leona Aglukkaq 
Ministre federal de la Sante 
613-957-0200 

1+1 Government 
of Canada 

Gouvernement 
duCanada 

r-, '11+1 
• . '" "r'\ '" rt '" 
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Sante Canada 2011-XX 

Le gouvernement Harper prend des mesures pour proteger les families 

Le 21 fevrier 2011 
Pour diffusion immediate 

: Fiche de renseignements : Salvia divinorum (insertlil1kj : ~ ___ • ____________________________________________________ ~~_~ ___ ~ __ ~_.~ _____________________________________________ J 

OTTAWA - Aujourd'hui, la deputee Shelly Glover (Saint-Boniface), Secretaire 
parlementaire du ministre des Finances, et I'honorable Christian Paradis, ministre des 
Ressources naturelles, ont annonce, au nom de l'honorable Leona Aglukkaq, ministre de 
la Sante, que Ie gouvemement Harper avait l'intention d'ajouter la salvia divinorum et la 
salvinorine A a la liste des substances controlees. Un Avis aux interesses decrivant la 
proposition de Sante Canada a ete pub lie dans la Gazette du Canada, Partie I, Ie 19 
fevrier 2011. 

«En tant que mere et que policiere, je suis heureuse que Ie gouvemement intervienne 
pour aider les parents a proteger leurs enfants contre cette substance dangereuse », a 
indique Mme Glover. 

« Apres avoir pris connaissance des donnees de surveillance et des rapports scientifiques 
canadiens indiquant que certaines personnes, surtout les jeunes, pourraient abuser de la 
salvia, nous entendons proteger les Canadiens contre les effets dangereux de cette 
substance », a declare la ministre Paradis. 

L' Avis aux interesses propose d'ajouter la salvia divinorum et son principal ingredient 
actif, la salvinorine A, a I' annexe III de la Loi reglementant certaines drogues et autres 
substances. Cela signifie que les activites comme la possession, Ie trafic, la possession en 
vue du trafic, l'importation, l'exportation, la possession en vue de I'exportation et la 
production (ou la culture) seraient illegales a moins d'etre autorisees par reglementation. 
L'ajout de la salvia divinorum et de la salvinorine A a la liste des substances controlees 
permettrait aux organismes d'application de la loi de lutter contre les activites presumees 
illegales impliquant ces substances. 

Les intervenants sont invites a faire parvenir leurs commentaires sur l' Avis aux interesses 
d'ici Ie 14 mars 2011. 
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Renseignements aux medias 
Sante Canada 

Also available in English 

613-957-2983 

Jenny Van Alstyne 
Cabinet de l'honorable Leona Aglukkaq 
Ministre federale de la Sante 
613-957-0200 

Renseignements au public 
613-957-2991 
1-866-225-0709 

On peut consulter les communiques de Sante Canada dans Ie site 
www.santecanada.gc.ca/media 

1+1 Government 
of Canada 

Gouvernement 
duCanada ~039 1.+. 



Discours de 
l'honorable Christian Paradis, 

ministre des Ressources naturelles 

Question: Proposition d'ajouter la sa/via divinorum et la 
salvinorine A a I'annexe III de la Loi nig/ementant 

certaines drogues et autres substances 

Date: .Ie 21 fevrier 2011 

Seul Ie texte prononce fait foi 
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Bonjour, 

Je tiens a vous remercier de vous etre joints a moi aujourd'hui 'pour 
ce que je considere une annonce tres importante pour les families 
canadiennes, annonce qui contribuera a la securite des collectivites. 

Une substance connue sous Ie nom de salvia continue de gagner en 
popularite chez les jeunes, et certains d'entre eux en abusent. 

Cette substance est populaire, car elle peut avoir les memes effets 
que certaines drogues illicites. II y a aussi une fausse impression 
selon laquelle elle est sans danger. 

Mais ce n'est pas Ie cas. 

La salvia peut etre tres dangereuse. 

Elle cause parfois des hallucinations et peut avoir d'autres effets 
nefastes sur Ie cerveau et I'organisme. A I'heure actuelle, les effets a 
long terme de cette substance sont peu connus. 

L'Enquete de surveillance canadienne de la consommation d'alcool 
et de drogues de 2009 revele qu'en 2009, 1,6 % des Canadiens de 
15 ans et plus ont consomme de la salvia divinorum au moins une 
fois dans leur vie et que la consommation est beaucoup plus elevee 
(7,3 %) chez les jeunes de 15 a 24 ans. 

De plus, les resultats de l'Enquete sur Ie tabagisme chez les jeunes 
2008-2009, menee au Canada, revelent que 5 % des jeunes de 15 
ans ont consomme de la salvia divinorum au cours de I'annee 
precedent I'enquete. 

En raison des risques possibles pour la sante des Canadiens, en 
particulier celie des jeunes, nous proposons d'ajouter la salvia 
divinorum, et son principal ingredient actif, la salvinorine A, a la Loi 
reglementant certaines drogues et autres substances. 

Ces substances doivent etre reglementees, tout comme les autres 
drogues illicites. 
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Dans un premier temps, un avis a' ete publie dans la Gazette du 
Canada au cours de la fin de semaine derniere, de sorte que tous les 
Canadiens disposent de 30 jours pour emettre leurs commentaires 
au sujet de notre proposition. Alors que nous consultons les 
Canadiens, notre position est claire. Nous voulons aider les parents, 
les families et les collectivites a assurer la securite de nos enfants. 

L'ajout de la salvia divinorum a la liste des substances contr61ees 
rendrait illegales les activites mettant en cause la salvia, comme la 
possession, Ie trafic, I'importation et la culture. 

Ces mesures vont dans Ie sens de celles adoptes par d'autres pays, 
notamment l'Australie, la Belgique, l'Allemagne, I'ltalie et Ie Japon, 
qui ont tous mis en place des contr61es sembi abies qui s'appliquent a 
I'importation ou a la vente de la salvia. : 

Le fait est que nos adolescents subissent deja suffisamment de 
pression. Et, avec des histoires dans les medias de jeunes gens a 
Hollywood qui utilisent la salvia pour son effet euphorique, nous 
avons la responsabilite de faire ce qu'il faut pour proteger nos jeunes. 
Dans une economie aussi fragile que celie que nous connaissons 
presentement, les meres et les peres ne peuvent tout simplement 
pas se permettre de toujours surveiller ce que leurs jeunes font. 

Ce que nous voulons, c'est aider ces parents. 

Nous agissons rapidement dans ce dossier, parce que nous voulons 
proteger nos jeunes des mefaits associes a la salvia. 

Nous voulons eliminer les idees fausses selon lesquelles la salvia est 
un substitut securitaire aux drogues de la rue. 

Ce n'est pas Ie cas. 

Toutes les mesures que nous prenons visent a proteger la sante et la 
securite des Canadiens des effets nefastes que peut avoir cette 
substance. Nous savons que les parents veulent que leurs enfants 
soient proteges c~ntre les substances comme la salvia, surtout 
pendant leur adolescence. 
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C'est avec plaisir que je repondrai maintenant a vos questions. 

Merci. 
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Speech for 
The Honourable Christian Paradis, 

Minister of Natural Resources 

Issue: Proposal to add Salvia Divinorum and Salvinorin 
A to Schedule III to the Controlled Drugs and 

Substances Act. 

Date: February 21, 2011 

Check Against Delivery 

Good Morning/Afternoon: 
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I'd like to thank you for joining me here today for what I consider to be 
a very important announcement for Canadian families and safer 
communities. 

Among today's youth, a substance known as Salvia has been gaining 
popularity, and is being abused by some young people. 

Its popularity comes from the fact that it can have some of the same 
effects as certain illicit drugs, and there is also a false perception that 
it is safe. 

But it isn't safe. 

Salvia has the real potential to be harmful. 

It can cause hallucinations and can have other serious effects on the 
brain and body. At this point, very little is known about the long-term 
effect of this substance. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey 
reveal that, in 2009, 1.6%) of Canadians aged 15 years and older 
have reported using S. divinorum at least once in their lifetime, with a 
much higher rate of use (7.3%

) in youth aged 15-24. . 

And, the results from the Canadian 2008-2009 Youth Smoking 
Survey also show that 5% of 15 year olds have used S. divinorum in 
the past year. 

Because of the potential risks to the health of Canadians, particularly 
young people, we are proposing to add Salvia divinorum, and its main 
active ingredient salvinorin A, to the Controlled Drugs and 
Substances Act. 

These substances should be controlled, just like other illicit drugs. 

As a first step, a notice was published in the Canada Gazette on this 
past weekend. That started a process during which all Canadians will 
have a 3~-day period to comment on our proposal. While we are 

000045 



consulting with Canadians, our position is clear. We want to help 
parents, families and communities to keep our kids safe. 

Adding salvia divinorum to the list of controlled drugs and substances 
would make activities with salvia, such as possession, trafficking, 
importing or cultivating illegal. 

And, these measures are in line with other countries, including but not 
limited to Australia, Belgium, Germany, Italy and Japan. All of these 
countries have placed similar controls on the import and/or sale of 
salvia. 

The bottom line is that our teens face enough pressure already. And 
with heavily covered stories of young Hollywood using this salvia to 
get high, we have the responsibility to help protect our youth. In a 
fragile economy like this, Moms and Dads literally can't afford to 
always keep watch of what's happening. 

We want to help Mom and Dad. 

We're acting quickly on this because we want to protect our young 
people from the harms associated with Salvia. 

We want to eliminate the misconceptions that Salvia is a safe 
alternative to street drugs. 

It is not. 

All of the steps we are taking are designed to protect the health and 
safety of Canadians from the potentially harmful effects of this 
substance. We know that parents want their children to be protected 
from substances like Salvia, particularly when they are in their 
teenage years. 

I would now be happy to take your questions. 

Thank you. 
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Hello, 

The stakeholder list below has been MO approved. 

Hecsb- please contact all stakeholders to advise them of this announcement. 

Also please advise mbu by 1 DAM monday morning, which stakeholders will issue a positive news release. 

Thank you, 

Meghan Lax 

----- Original Message ----

From: Sandra Rose Roy 

Sent: 2011-02-17 05:05 PM EST 

To: Jesse Arnup-Blondin; HECSB_Action Request_48h 
Cc: Lisa Whittleton; Christine Gillis; Christine Shea; Diane Laplante; 

HECSB_Briefing; Ian Hobler; Joan Kennedy; Jonathan Loan; Meghan Lax; Natalie 

Racine; PACCB-ADMO; Sarah-Emily Carle 
Subject: Re: URGENT AR 11-103679-138 Ministerial Annoucements on Salvia 

- February 21 

Thank you Jesse, Lisa left for the day, but she meant to say Friday, February 18, for the BF date. 

Merci. 

Sandra Rose Roy 
Briefing Analyst / Analyste de I'information 
Ministerial Invitations ministerielles 
Ministerial Briefing Unit / Unite d'information ministerielle 
DMO/CSM 
Health Canada/Sante Canada 
Tel.: (613) 948-5889 
Fax: (613) 952-3679 

From: Jesse Arnup-Blondin/HC-SC/GC/CA 

To: Lisa Whittleton/HC-SC/GC/CA@HWC 
Cc: Christine Gillis/HC-SC/GC/CA@HWC, Christine Shea/HC-SC/GC/CA@HWC, Diane Laplante/HC-SC/GC/CA@HWC, 
HECSB_Briefing, Ian Hobler/HC-SC/GC/CA@HWC, Joan Kennedy/HC-SC/GC/CA@HWC, Jonathan Loan/HC-SC/GC/CA@HWC, 
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Meghan LaxlHC-SC/GC/CA@HWC. Natalie Racine/HC-SC/GC/CA@HWC. PACCB-ADMO. Sandra Rose 

Roy/HC-SC/GC/CA@HWC. Sarah-Emily Carle/HC-SC/GC/CA@HWC. HECSB_Action RequesC 48h 

Date: 2011-02-1704:55 PM 

Subject: Re: URGENT AR 11-103679-138 Ministerial Annoucements on Salvia - February 21 

Hi Lisa -

There is no template attached to this email. As well, the deadline given for the Stakeholder list is in 
January. Can you please clarify. 

This request should be sent to HECSB_Action RequesC 48h, rather than HECSB_Briefing. 

Thank you, 

Jesse 

From: Lisa Whittieton/HC-SC/GC/CA 

To: HECSB_Briefing. Natalie Racine/HC-SC/GC/CA@HWC. PACCB-ADMO 
Cc: Joan Kennedy/HC-SC/GC/CA@HWC. Jonathan Loan/HC-SC/GC/CA@HWC. Diane Laplante/HC-SC/GC/CA@HWC. Ian 
Hobler/HC-SC/GC/CA@HWC. Sarah-Emily Carle/HC-SC/GC/CA@HWC. Christine Gillis/HC-SC/GC/CA@HWC. Meghan 

LaxlHC-SC/GC/CA@HWC. Sandra Rose Roy/HC-SC/GC/CA@HWC. Christine Shea/HC-SC/GC/CA@HWC 

Date: 2011-02-17 04:46 PM 

Subject: URGENT AR 11-103679-138 Ministerial Annoucements on Salvia - February 21 

Good morning, 

Please see the action request appended below. 

Thank you. 

Lisa Whittleton 
Briefing Analyst I Analyste de I'information 
Ministerial Briefing Unit (MBU) I Unite d'information Ministerielle (UIM) 
Departmental Secretariat I Secretariat du ministere 
Deputy Minister's Office I Cabinet du sous-ministre 
Health Canada I Sante Canada 
Phone I Telephone: (613) 954-1637 

----- Forwarded by Lisa Whittleton/HC-SC/GC/CA on 2011-02-17 04:45 PM -----

Status: Open/Ouvert 
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ACTION REQUEST - DEMANDE D'ACTION 

,REQUESTOR'S NAME - NOM DU DEMANDEUR 

,Lisa Whittleton 

,n",V,J..,C,. ORIGIN - ORIGINE DE LA DEMANDE 

[SUBJECT - OBJET 

Tim Vail 

'Salvia Announcements 

iREQUEST - DEMANDE (VYYY-MM-DD) 
'(1)Date: 2011-02-17 

,DATE 

1-02-17 

iNUMBER - NUMERO 
111-103679-138 

'There will be two concurrent Announcements on Salvia taking place on Monday, February 21, 2011 in Quebec and in Manitoba 
,(location and time TBC). 

iMO Requested Products for Binder Development: 

Tasked to COMMS: 
'-MEP 
i-Scenario Note 
'-Speech 
,-Media advisory 
i-Press release 
'-Media lines with Q&As 
-Fact sheet 
I" All products requested in both official languages " 

'Tasked to Programs (HECSB LEAD with HPFB input): 
-Stakeholder list - MO is interested in having non-government stakeholders such as parental groups etc. that would support this 
fannoucement present at each location. Once MO has approved the stakeholder list, program branch will be responsible for 
'contacting the stakeholders. 

'Please use the template below and flag interested/supportive stakeholders as well as those who may be willing to issue a positive 
,news release or have media availability. Please also flag any stakeholders who may have a negative response to the 
iAnnouncement. 

"'DEADLINE FOR ALL PRODUCTS TASKED TO COMMS WILL BE COMMUNICATED BY DGO COMMS " 

i"STAKEHOLDER LIST IS DUE IN MBU ON FRIDAY, JANUARY 12 FEBRUARY 18 AT NOON FOR MO APPROVAL " 

'(2)Date: 

!(3)Date: 

iREQUIRED ON - REQUIS LE 

iDate: 2011-02-18 

'DEPARTMENTAL CONTACT - AGENT DE LIAISON DU MINISTERE 

lisa Whittleton 

AT-A 

;Time: 12:00 PM 
i 

! TELEPHONE NUMBER - NUMERO DE TELEPHONE 
954-1637 
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EDMS - 80653 - 1 - SALVIA ANNOUNCEMENT - STAKEHOLDER LIST. DOC 
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5.19(1) 

Centre of Excellence for 
Youth Engagement 

Canadian Association for 
School Health 

Media Awareness Network 

Canadian Association of 
Family Resource Programs 

Stakeholder List - Salvia Announcement 

Unknown Unknown Unknown 
Expected to be positive 

Expected to be positive Unknown Unknown Unknown 

Expected to be positive Unknown Unknown Unknown 

Expected to be positive Unknown Unknown Unknown 
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5.19(1) 

Drug Prevention Network of Expected to be positive Unknown 
Canada (past President) 

Unknown Unknown 

Royal Canadian Mounted Expected to be positive Unknown Unknown Unknown 
Police (RCMP) 
Eric Slinn, 
Superintendent 
613-949-4265 
Eric.slinn@rcill12-
grc.gc.ca 

Canadian Centre on Expected to be positive Unknown Unknown Unknown 
Substance Abuse 

Canada Border Services Expected to be positive Unknown Unknown Unknown 
Agency (CBSA) 
Bente Baklid 
Director, Pro gram 
Evaluation Division 
613-954-7280 
Bente. baklid@cbsa-
asfc. ca 
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Jocelyn Kula/HC·SC/GC/CA 

2009-01-0209:28 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: Top 5 Recreational Drug Experiments-Salvia 

Ronald sent me this, and I wonder if you can confirm that the Neuropharmacology paper mentioned below 
is one we have in our files; just means we perhaps have to be less equivocal with respect to mechanism 
of action now, i.e., not sure what our media lines say but I thought we had something in there about not 
being sure how salvia works?? 

pis follow up and change lines if necessary- now is the time given that they are still in approvals ..... 

will also be important for lAS 

JK 

Jocelyn Kula 
Manager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-01-02 09:26 AM -----

.... Ronald 
To Jocelyn Kula/HC-SC/GC/CA 

cc 

~. . .. ~_ DenaultlHC·SC/GC/CA 

~~. 2008-12-3101:34 PM ' 

Subject Top 5 Recreational Drug Experiments-Salvia 

http://blog.wired.com/wiredscience/2008/04/top-5-recreatio.html#previouspost 

Check #3 

Ronald 
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Top 5 Recreational Drug Experiments I Wired Science from 

HOME SUBSCRIBE SECTlDNS' BLOGS ~) REVIEWS) VIDEa READ MAGAZlNE 

« Europeans Show Off Possibly Useful, Definitely Bizarre Inventions I Main I Seeds of Life Came From Space» 

Top 5 Recreational Drug Experiments 
By Aaron Rowe 8 April 05, 2008 111:46:38 AM Categories: Chem Lab, Drugs & Alcohol, Neuroscience 

Exhaust tubing 

\ 

Exhausted to 
outdoors 

MR Head coil 

Acrylic .face shield 

Research subject 

Recreational drugs are a ridiculously fun topic for scientific research. They could also be the inspiration for 
powerful new medications. We are often amazed by the fascinating, and sometimes hilarious, stories that 
make their way into peer-reviewed journals. Here are some of our very favorites: 

5. Harvard Scientists Build a Device to Smoke Weed During a Brain Scan 
To better understand addiction, and how to treat it, scientists need to get a better look at the human brain 
as it is under the influence of weed. Unfortunately, smoking weed inside the narrow chamber of a 
functional MRI is not easy. To prevent smoke damage and allow their research subjects to puff without 
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Top 5 Recreational Drug Experiments I Wired Science from Wire@\~~r~y~o!l~~~~'!i.I:intH~\:'l1~f9 

moving around too much, Blaise Frederick and his team at Harvard built what amounts to a giant bona 

4. Stanford Chemists make THC from Scratch 
Since 1965, chemists have been trying to make the active ingredient of marijuana [pdt1from scratch. Back 
then, the researchers could only make tetrahydrocannabinol along with its enantiomers -- impurities that 
have the same chemical composition, but a different shape. Then, in 2006, a pair of chemists from Stanford 
University used a Molybdenum catalyst and other sophisticated techniques to produce the coveted 
molecule in its pure form. Despite their discovery, mother nature is still the best chemist and closets with 
high-intensity lamps will outperform the most sophisticated laboratories. 

3. Researchers Learn How Salvia Works 
Diviner's sage contains a powerful hallucinogen that may someday inspire a new class of depression, pain, 
and addiction medications. In at least one instance, a woman has used the substance to rid herself of 
depression. Tests on animals have shown that the Oxaccan plant, a relative of the culinary herb, can also 
control pain. 

Last year, Catherine Willmore and her colleagues at Ohio Northern University ended a controversy about 
how the drug works. In the Sep. 2007 issue of Neruopharmacology, she confirmed that the active 
chemical, Salvinorin A, binds to signal-carrying proteins called kappa opioid receptors. 

Willmore and her team trained rats to recognize the sensations caused by a well-understood drug that also 
targets kappa opioid receptors. It is impossible to know exactly how the rats felt during the test, but they 
could not tell the difference between the active chemical in sage and the one they had been trained to 
identify. Since the drugs feel the same, both of them must activate the same target. 

2. British Army Tests LSD on Soldiers 

, ~.'~'" 

1. Researchers Combine Chemicals from Sea Urchin Eggs and Weed to Make Powerful 
Painkillers 
Scientists at organix, a small research and development firm, made hybrid molecules which resemble the 
euphoria-causing compounds THC and anandamide. In the Dec. 2007 issue of Bioorganic and Medicinal 
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Jocelyn Kula/HC-SC/GC/CA 

2009-01-02 09:59 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Jasmin KragtwyklHC-SC/GC/CA@HWC 

bcc 

Subject Fw: It's Your Health - article template 

for salvia file as predates our conversation with the writer. ... 
Jasmin- pis print for my salvia file too 

Jocelyn Kula 
Manager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-01-02 09:58 AM -----

,., Lisa Holmes/HC-SC/GC/CA 

'; .. 2008-10-20 03: 12 PM To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc Stephanie Mitchell/HC-SC/GC/CA@HWC 

Subject It's Your Health - article template 

Hi Jocelyn, 

As discussed, here is the template for the Salvia IYH article. If you have any questions, please feel free 
to give me a call. 

Proposed Article Template· IYH for S alvia·D. wpd 

Many thanks, 
Lisa 

Lisa Holmes 
Senior Communications Advisor I Conseillere principale en communications 
PACRBIDGAPCR 
Strategic Communications Directorate I Direction des communications strategiques 
Health Canada I Sante Canada 
T: (613) 957-3431 
F: (613) 948-8085 
C: (613) 601-0215 
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Its Your Health 
Proposed Article 

It's Your Health articles answer frequently asked questions from the general public and provide 
health protection advice. Each NH article is roughly 2 pages long, with a grade 8 to 10 
"readability" level. The target audience is the general public, and plain language is used 
whenever possible. Links to detailed technical or scientific information can be provided in the 
"Need More Info?" section. These publications are distributed to: doctors and their clients, 
teachers and students, magazine editors and their subscribers, other federal and provincial 
departments, private firms, Health Canada and Public Health Agency of Canada employees. This 
publication is also posted on Health Canada and PHACs official Web sites. 

Author and Date of Proposal - Lisa Holmes - October 17, 2008 

Proposed Title - Salvia divinorum 

The Issue - Salvia Divinorum is a species of sage which belongs to the mint family. It is found 
in the form of dried leaves, extract and plant cuttings. Salvia Divinorum, also known as 
"diviner's sage" and/or "magic mint ", is chewed or smoked and can induce illusions and 
hallucinations. 

Salvia Divinorum continues to attract moderate media attention. It will be beneficial to have an 
It's Your Health article available on the internet so that the general public can be better 
informed about the issue, and so that reporters can refer to this article, should they have 
questions about the issue. 

Health Canada's Role - There are no regulations or laws prohibiting the possession, use or 
sale of Salvia divinorum in Canada. While many countries across the globe have prohibited 
Salvia, it remains legal in Canada. Health Canada is currently exploring our options for 
prohibiting Salvia in Canada. 

Why is this article needed and why It's Your Health? - The target audience is the 
general public. It's Your Health is a good vehicle to use to inform individuals about Salvia 
because the articles are written in plain language and are easily understood by the vast majority 
of Canadians. 

Are other communications products being considered, will they be used ?
Media lines. 

Is there a deadline for producing the IYH article - While it is not part of a larger 
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announcement, it would be beneficial to have this article produced and posted as soon as 
possible, as there continues to be media attention and public interest on the issue. 

Who in the department needs to provide input and who would be the lead 
contact?- Andrew Adams, Director, Drug Analysis Services, HPFB (Darrin, please provide 
contact name). 

Who in the department or outside of the department should approve this 
article? - Health Canada only. 

Is there a plan for Stakeholder invlovement or dissemination when article is 
completed?: No stakeholder plan - we will refer media to this article. 

If you have any questions regarding this fonn please contact your Branch or Regional contact 
listed below: 

HECSB 
Judy Froome 
Lisa Brinston 

PHAC . 
Louise McCoy 

QUEBEC Region 
Caroline Hares 

MANITOBA/SASKATCHEWAN Region 
Adele Novak 

BC Region 
Erik Bruns 

IYH Publisher 
Alastair Sinclair 

FNIHB 
Mary Hand 

HPFB 
Blossom Leung 

ATLANTIC Region 
Eleanor Cameron 

Ontario Region 
Debbie Paine 

ALBERTA Region 
Therese Little 

IYH Manager 
Lisa Mackay 

IYH Editor 
Sally Fletcher 
Sean Upton 

000058 

.... 



;) 
Jocelyn Kula/HC-SC/GC/CA 

2009-01-0209:59 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Jasmin KragtwyklHC-SC/GC/CA@HWC 

bcc 

Subject Fw: It's Your Health - article template 

for salvia file as predates our conversation with the writer. ... 
Jasmin- pis print for my salvia file too 

Jocelyn Kula 
Manager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-01-02 09:58 AM -----

,., Lisa Holmes/HC-SC/GC/CA 

'. 2008-10-2003:12 PM To Jocelyn Kula/HC-SC/GC/CA@HWC 

Hi Jocelyn, 

cc Stephanie Mitchell/HC-SC/GC/CA@HWC 

Subject It's Your Health - article template 

As discussed, here is the template for the Salvia IYH article. If you have any questions, please feel free 
to give me a call. 

Proposed Article Template· IYH for S alvia·D. wpd 

Many thanks, 
Lisa 

Lisa Holmes 
Senior Communications Advisor I Conseillere principale en communications 
PACRBIDGAPCR 
Strategic Communications Directorate I Direction des communications strategiques 
Health Canada I Sante Canada 
T: (613) 957-3431 
F: (613) 948-8085 
C: (613) 601-0215 
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Its Your Health 
Proposed Article 

It's Your Health articles answer frequently asked questions from the general public and provide 
health protection advice. Each IYH article is roughly 2 pages long, with a grade 8 to 10 
"readability" level. The target audience is the general public, and plain language is used 
whenever possible. Links to detailed technical or scientific infonnation can be provided in the 
"Need More Info?" section. These publications are distributed to: doctors and their clients, 
teachers and students, magazine editors and their subscribers, other federal and provincial 
departments, private finns, Health Canada and Public Health Agency of Canada employees. This 
publication is also posted on Health Canada and PHACs official Web sites. 

Author and Date of Proposal - Lisa Holmes - October 17, 2008 

Proposed Title - Salvia divinorum 

The Issue - Salvia Divinorum is a species of sage which belongs to the mint family. It is found 
in the form of dried leaves, extract and plant cuttings. Salvia Divinorum, also known as 
"diviner's sage" and/or "magic mint ", is chewed or smoked and can induce illusions and 
hallucinations. 

Salvia Divinorum continues to attract moderate media attention. It will be beneficial to have an 
It's Y our Health article available on the internet so that the general public can be better 
informed about the issue, and so that reporters can refer to this article, should they have 
questions about the issue. 

Health Canada's Role - There are no regulations or laws prohibiting the possession, use or 
sale of Salvia divinorum in Canada. While many countries across the globe have prohibited 
Salvia, it remains legal in Canada. Health Canada is currently exploring our options for 
prohibiting Salvia in Canada. 

Why is this article needed and why It's Your Health? - The target audience is the 
general public. It's Your Health is a good vehicle to use to inform individuals about Salvia 
because the articles are written in plain language and are easily understood by the vast majority 
of Canadians. 

Are other communications products being considered, will they be used ?
Media lines. 

Is there a deadline for producing the IYH article - While it is not part of a larger 
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announcement, it would be beneficial to have this article produced and posted as soon as 
possible, as there continues to be media attention and public interest on the issue. 

Who in the department needs to provide input and who would be the lead 
contact? - Andrew Adams, Director, Drug Analysis Services, HECS; Ranjan Bose, Manager, 
Marketed Biologicals, Biotechnology and Natural Health Products Bureau, Marketed Health 
Products Directorate, and Dr. Helmi Hussien, A/Director, Bureau of Clinical Trials and Health 
Sciences, Natural Health Products Directorate, HPFB. 

Who in the department or outside of the department should approve this 
article? - Health Canada only. 

Is there a plan for Stakeholder invlovement or dissemination when article is 
completed?: No stakeholder plan - we will refer media to this article. 

If you have any questions regarding this form please contact your Branch or Regional contact 
listed below: 

HECSB 
Judy Froome 
Lisa Brinston 

PHAC 
Julie Rivard 

QUEBEC Region 
Caroline Hares 

MANITOBAISASKATCHEW AN Region 
Adele Novak 

BC Region 
Erik Bruns 

IYH Publisher 
Alastair Sinclair 

FNIHB 
Mary Hand 

HPFB 
Blossom Leung 

ATLANTIC Region 
Eleanor Cameron 

Ontario Region 
Debbie Paine 

ALBERTA Region 
Therese Little 

IYH Manager 
Lisa Mackay 

IYH Editor 
Sally Fletcher 
Sean Upton 
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Template: It's Your Health (IYH) http://www.hc-sc.gc.calhl-vs/iyh-vsv/index-eng.php 

Each IYH article is roughly 2 pages long, with a grade 10 to12 "readability" level. The target 
audience is the general public, and we use plain language whenever possible. 

We avoid giving information that is highly technical, but we can give links to detailed technical 
or scientific information in the "Need More Info?" section, if this would be helpful to the public. 

The general template for the IYH format is as follows: 

The Issue (Why we are telling people about this particular health issue) 

Background (Context for the issue, and what people need to know to understand the issue) 

Health Effects (Risks I Benefits or other considerations associated with the issue at hand. What 
are the health effects and who is at increased risk for health effects? What is known and what is 
unknown about the issue, etc.) 

Minimizing Your Risk (What people can do to safeguard their own health) 

The Government's Role (The steps, policies, or initiatives undertaken by Health Canada and/or 
the PHAC in relation to this issue in order to help Canadians maintain and improve their health) 

Need More Info? (Links to Web sites or other sources of additional reliable information. Also, 
we sometimes include a mailing address or a toll-free telephone number to the HC area that 
would be fielding inquiries.) 
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Jocelyn Kula/HC-SC/GC/CA 

2009-01-0209:59 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Jasmin KragtwyklHC-SC/GC/CA@HWC 

bcc 

Subject Fw: It's Your Health - article template 

for salvia file as predates our conversation with the writer. ... 
Jasmin- pis print for my salvia file too 

Jocelyn Kula 
Manager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-01-02 09:58 AM ---

'5 _$' _., Lisa Holmes/HC-SC/GC/CA 

·~~_-;>I"l. 2008-10-2003:12 PM 
To Jocelyn Kula/HC-SC/GC/CA@HWC 

•• . ';/If 
At .,,.~ 

cc Stephanie MitcheIIlHC-SC/GC/CA@HWC 

Subject It's Your Health - article template 

Hi Jocelyn, 

As discussed, here is th~ template for the Salvia IYH article. If you have any questic:>ns, please feel free 
to give me a call. 

'-l 
Proposed Article Template· IYH for S alvia·D. wpd 

. MaTl)t thanks;=--==-:::=-==·=::;~:;:~-;::::~~:=;::..----::.::;:::=-c::""":-:;;=.:.'.-==-:====.~-=-:= __ =cc:=-~.=-.:==~~'=--=~:: . :::c:=;.=:=·: __ .... - -~.----:::::.:.::.::-:: .:::;;::.:.---::;:-:.- .... 

Lisa 

Lisa Holmes 
Senior Communications Advisor I Conseillere principale en communications 
PACRBIDGAPCR 
Strategic Communications Directorate I Direction des communications strategiques 
Health Canada I Sante Canada 
T: (613) 957-3431 
F: (613) 948-8085 
C: (613) 601-0215 
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Its Your Health 
Proposed Article 

It's Your Health articles answer frequently asked questions from the general public and provide 
health protection advice. Each IYH article is roughly 2 pages long, with a grade 8 to 10 
"readability" level. The target audience is the general public, and plain language is used 
whenever possible. Links to detailed technical or scientific information can be provided in the 
"Need More Info?" section. These publications are distributed to: doctors and their clients, 
teachers and students, magazine editors and their subscribers, other federal and provincial 
departments, private firms, Health Canada and Public Health Agency of Canada employees. This 
publication is also posted on Health Canada and PHACs official Web sites. 

Author and Date of Proposal - Lisa Holmes - October 17, 2008 

Proposed Title - Salvia divinorum 

The Issue - Salvia Divinorum is a species of sage which belongs to the mint family. It is found 
in the form of dried leaves, extract and plant cuttings. Salvia Divinorum, also known as 
"diviner's sage" and/or "magic mint ", is chewed or smoked and can induce illusions and 
hallucinations. 

Salvia Divinorum continues to attract moderate media attention. It will be beneficial to have an 
It's Your Health article available on the internet so that the general public can be better 
informed about the issue, and so that reporters can refer to this article, should they have 
questions about the issue. 

.. .----_ .. _. ,,--. --" .. __ .. _.-- -

HealtiICan-ada's Role· -There ~;:e no regul~tions or la~s prohibiting the possession, use or 
sale of Salvia divinorum in Canada. While many countries across the globe have prohibited 
Salvia, it remains legal in Canada. Health Canada is currently exploring our options for 
prohibiting Salvia in Canada. 

Why is this article needed and why It's Your Health? - The target audience is the 
general public. It's Your Health is a good vehicle to use to inform individuals about Salvia 
because the articles are written in plain language and are easily understood by the vast majority 
of Canadians. 

Are other communications products being considered, will they be used ?
Media lines. 

Is there a deadline for producing the IYH article - While it is not part of a larger 
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announcement, it would be beneficial to have this article produced and posted as soon as 
possible, as there continues to be media attention and public interest on the issue. 

Who in the department needs to provide input and who would be the lead 
contact? - Andrew Adams, Director, Drug Analysis Services, HECS; Ranjan Bose, Manager, 
Marketed Biologicals, Biotechnology and Natural Health Products Bureau, Marketed Health 
Products Directorate, and Dr. Helmi Hussien, A/Director, Bureau of Clinical Trials and Health 
Sciences, Natural Health Products Directorate, HPFB. 

Who in the department or outside of the department should approve this 
article? - Health Canada only. 

Is there a plan for Stakeholder invlovement or dissemination when article is 
completed?: No stakeholder plan - we will refer media to this article. 

If you have any questions regarding this form please contact your Branch or Regional contact 
listed below: 

HECSB 
Judy Froome 
Lisa Brinston 

PHAC 
Julie Rivard 

HPFB 
Blossom Leung 

ATLANTIC Region 
Eleanor Cameron 

~~--.---.---.. -.---.----- -,--" -~-~-~.--.---.-----.- ------ --- ~ QUEBEE~egiorr~:::==~=~::;= -:::: =:::~=-:::=-==--~=:=::===:~=;=~::: OntariO RegiOri~~~-~~---~---

Caroline Hares Debbie Paine 

MANITOBAISASKATCHEW AN Region 
Adele Novak 

BC Region 
Erik Bruns 

IYH Publisher 
Alastair Sinclair 

FNIHB 
Mary Hand 

ALBERTA Region 
Therese Little 

IYHManager 
Lisa Mackay 

IYH Editor 
Sally Fletcher 
Sean Upton 
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Template: It's Your Health (IYH) http://www.hc-sc.gc.calhl-vs/iyh-vsv/index-eng.php 

Each IYH article is roughly 2 pages long, with a grade 10 to 12 "readability" level. The target 
audience is the general public, and we use plain language whenever possible. 

We avoid giving infonnation that is highly technical, but we can give links to detailed technical 
or scientific infonnation in the "Need More Info?" section, if this would be helpful to the public. 

The general template for the IYH fonnat is as follows: 

The Issue (Why we are telling people about this particular health issue) 

Background (Context for the issue, and what people need to know to understand the issue) 

Health Effects (Risks I Benefits or other considerations associated with the issue at hand. What 
are the health effects and who is at increased risk for health effects? What is known and what is 
unknown about the issue, etc.) 

Minimizing Your Risk (What people can do to safeguard their own health) 

The Government's Role (The steps, policies, or initiatives undertaken by Health Canada and/or 
the PHAC in relation to this issue in order to help Canadians maintain and improve their health) 

Need More Info? (Links to Web sites or other sources of additional reliable infonnation. Also, 
we sometimes include a mailing address or a toll-free telephone number to the HC area that 
would be fielding inquiries.) 

.. ---~-~-"-. -- _. - -~----.. -.--. -- -.-
- --- -.--~-~~~---" 
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1 

Jocelyn Kula/HC-SC/GC/CA 

2009-01-0509:31 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: FYI: Salvia divinorum.doc 

thought maybe you should save the e-copy of this somewhere- paper from RCMP on salvia that we talked 
to Doug about 

Jocelyn Kula 
Manager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-01-04 05:33 PM -----

Nathan 
LockhartlHC-SC/GC/CA To Jocelyn Kula/HC-SC/GC/CA@HWC 

2008-07-31 04:25 PM cc 

Subject FYI: Salvia divinorum.doc 

See email below from Michel. Apparently his colleague, Doug, prepared the attachment. 

Nathan 
613-948-2158 
----- Forwarded by Nathan LockhartlHC-SC/GC/CA on 2008-07-31 04:24 PM -----

"Michel Pelletier" 
<Michel.Pelietier@rcmp-grc.g 
c.ca> 

To <Nathan_Lockhart@hc-sc.gc.ca> 

2008-07-31 03:57 PM 
cc "Liam Gerofsky" <Liam.Gerofsky@rcmp-grc.gc.ca> 

Subject Fwd: Salvia divinorum.doc 

Nathan, this is what Sgt. Doug Culver our Clan Lab National Coord. provided 
for this substance but would also appreciate Health Canada' official stance so 
that our Division Drugs & Organized Crime Awareness Service Coordinators can 
provide their communities with appropriate News Release. 

Latest, to ask for this information is Whitehorse, Yukon where this is being 
sold in the stores. 

Michel Pelletier, S/Sgt. 
National Coordinator 
Drugs and Organized Crime Awareness Service 
Tel: (613) 993-2501 
E-mail:Michel.Pelletier@rcmp-grc.gc.ca 

Date: Thu, 31 Jul 2008 14:48:04 -0400 
From: "Doug Culver" <Douglas.Culver@rcmp-grc.gc.ca> 
To: "Michel Pelletier" <Michel.Pelletier@rcmp-grc.gc.ca> 
Subject: Salvia divinorum.doc 
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Content-Type: multipart/mixed; boundary="=_Part4E6799F4.1_=" 
Mime-Version: 1.0 

There is no action by HC to control this substance at the present time. 

D 

Doug W. CULVER 
National Coordinator 
Synthetic Drug Operations 
Drugs and Organized Crime 
Fed. & Int. Ser., HQ 
Office (613) 993 8241 
Fax (613) 993 5454 
Cell. (613) 859 1252 

D -Salvia divinorum.doc 
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Sai'lia diunorum 
I N FOR M AT! 0 N CONCERN I NG TH E PL A NT AND ITS ACT I V E PRINOPLES 

TABLE OF CONTENTS 
Executive Summary ........................................... 1 
Background ........................................................ 1 
Description, Composition and Effects ............... 2 
Availability & Abuse Potential .......................... 2 
Actual & Potential Medical Use ....................... 3 
Scheduling Issues ........................................... 4 
Summary & Recommendations ....................... 4 
Bibliography ..................................................... 5 
Sources for Additional Information .................. 6 

EXECUTIVE SUMMARY 
The plant Sabia di'limrum was virtually llllknown to North Americans ootil recently. A New York 
Times article Gones 2001) created a spike of interest in the plant as a legal hallucinogen along with 
internet sites such as www.erowid.org. There has been a resurgence of public interest in 
ethnobotanical hallucinogens that are yet to be scheduled ooder the Controlled Drugs and 
Substances Act. Studies indicate that S. divinorum and! or its active principle may have "significant 
research and therapeutic potential in fields such as psychopharmacology, psychiatry and 
complementary disciplines such as herbal medicine" (Hanes 2001). Because its abuse potential is low 
and its medical potential significant, placement of S. divinorum or its active principle, salvinorin A, in 
a Schedule of the Controlled Drugs and Substances Act is currentlyoowarranted. 

BACXGROUND 
Global flora is rife with species exhibiting psychoactive properties. A recent survey listed 250 plants 
that naturally produce either controlled drugs and! or substances (Ott 1993), and the overall number 
of psychoactive plant species is oodoubtedly much larger. One among a multitude of lesser known 
psychoactive plants is SalVa di'limrum, a plant native to the Sierra Mazateca in Mexico, and first 
introduced to the United States in 1962 (Hofmann 1990, Wasson 1962). SalVa di'limrumis a member 
of the Labiatae or Mint family, one of the largest families of angiosperms, which includes many 
ornamental, culinary and medicinal herbs in common use throughout the world. Oose relatives 
include the spices basil, mint ( Mentha ), common sage ( Salvia officianalis ), rosemary and thyme. 
This family is also a rich source of essential oils, including isomenthone, isopinocamphone, carvone, 
menthol, and methyl acetate. Many related species have been valued throughout history by the 
Assyrians, Babylonians, Olinese, Arabs, Greeks and Romans for their medicinal properties. These 
species are still utilized in this capacity by indigenous cultures around the globe, including Native 
Mexicans. As its name reflects, SalVa di'limrum (translation: "Diviner's Sage" or "Sage of Seers ") is 
traditionally employed by the Mazatec Indians in medico- magical- divination ceremonies (Epling & 
Jativa 1962). To the Mazatec, S. di'limrumprovides numerous therapeutic applications. Infusions of 
the plant are administered in a ceremonial context and are used for a variety of complaints, including 
diarrhea, headache, rheumatism and anemia. Mazatec shamans use S. divinorum as a vision inducing 
plant. They say it "allows them to travel to heaven and talk to God and the Saints about divination, 
diagnosis, and healing" (Rovinsky& Gvadlo 1998). 

DESCRIPTION, COMPOSITION & EFFECTS 
SalVa di'limrumis also known, in Mazatec, as Ska Pastora or Ska Maria Pastora , meaning "Leaves of 
the Shepherdess" or "Leaves of Mary the Shepherdess." In Nahuatl it is named Pipiltzintzintli , and 
in Spanish, la Hembra or Hojas de Pastora . In English, it is commonly referred to as Magic Mint, or 
more properly by its direct translation from Latin, "Diviner's Sage" or "Seer's Sage." The plant is a 
sprawling perennial herb with flowering stems growing two or even three meters tall. This plant has 
never been observed to set seed in the wild, and can be foood to flower, from May to September, in 
white with a light blue tinge. 
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AV AILABIUTY & ABUSE POTENTIAL 
Sal:cia di7imrurnis endemic only to the Mazatec zone of the Sierra Madre Oriental, in the Mexican 
state of Oaxaca. It is propagated vegetatively, and because the only specimens observed in its native 
habitat were known to be planted by Mazatecs, it is assumed by most to be a cultigen. GUtivation in 
more northern latitudes has been accomplished, but it is difficult, demanding a high degree of 
technical skill. The plant requires rich soil and abundant moisture, tolerating sun only if soil moisture 
remains high and humidity is sustained. Numerous Internet sites provide descriptions of S. 
divinorum and its mind altering powers. Some of the sites accentuate the unpleasant and antisocial 
effects of using S. di'limrum, while others describe the "spiritual dimension" of its traditional use. 
Some Internet sites are used to post information about its cultivation and use, and a few herbalists 
conduct business online selling cuttings and leaf. Interestingly, many Internet postings recounting 
personal experiences include stem warnings regarding the plant'S potentially disturbing psychoactive 
effects. 

Accounts of serious medical consequences or statistics on emergency visits related to use of the plant 
or chemical are virtually nonexistent. No citations were uncovered in a search of the Morbidity and 
Mortality Weekly Report. The Toxic Exposure Surveillance System (TESS) maintained by the 
American Association of Poison O:mtrol Centers has no reports of S. diUmrumspecific poisonings. 
(Litovitz 2000). No cases of dependency on S. divinorum or salvinorin A are reported in the 
literature. Aside from rare reports of pervasive anxiety associated "bad" experiences with their usage, 
no cases of psychotic deterioration or other medical complications are known. Any danger from the 
use of the plant or chemical arises from anxiety reactions, or the possibility of accidents secondary to 
users ambulating or pursuing other activities while visually impaired. Anxiety reactions are generally 
self- limited due to the brief duration of effects, and respond to quiet reassurance. Additionally, 
extraneous noise or even opening the eyes may totally terminate the psychoactive effects. 
Unlike other dissociative plant agents subject to occasional recreational use, such as Bmgrrunsia spp. 
(Angel's Trumpet) or Ipotrmt spp. (Morning GloryJ, Sahia di:unorumand its active ingredient 
salvinorin A are short acting and lack any known tissue toxicity, gastrointestinal or cardiovascular 
sequelae. 
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J 
AeruAL & P01ENTIAL MEDICAL USE 
For centuries, the Mazatec Indians have used the plant Salvia divinorum in healing ceremonies, 
gaining relief from anaemia, headache, and rheumatism (Valdes 1983). Until very recently, the precise 
neurotransmitter receptors used by salvinorin A were unknown, despite a battery of NovaScreen® 
tests. However, in Fall 2002 a team of researchers published their findings that Salvinorin A is a 
potent kappa opioid receptor agonist (Roth 2002). The researchers noted that salvinorin A's affinity 
for kappa opioid receptors was surprising and that this held promise for developing entirely new 
psychiatric medicines: Salvinorin A thus represents, to our knowledge, the first naturally occurring 
nonnitrogenous opioid- receptor subtype selective agonist. Kappa opioid receptor interactions 
produce spina analgesia, sedation, miosis, diuresis, mild respiratory depression, and low addiction 
liability. Because Salvinorin A is a psychotomimetic selective for kappa opioid receptors, kappa 
opioid- selective antagonists may represent novel psychotherapeutic compounds for diseases 
manifested by perceptual distortions (e.g., schizophrenia, dementia, and bipolar disorders) (Roth 
2002). An article in the Journal of Oinical Psychopharmacology reported on ".MS. G" a 26- year- old 
woman with a history of unrelenting depression, who eventually found relief in SalVa di:dmrum 
.Having found that other medications failed to provide satisfactory relief,.MS. G self-medicated with 
an oral dose of SalVa di:Unorum leaves three times per week As a result of her use of SalVa diWvrmn, 
"she has continued to show a total remission of her symptoms of depression and has maintained this 
improvement for the last 6 months, showing no signs of relapse and reporting only minimal side 
effects, such as occasionallightheadedness for up to 1 hour after using the herb" (Hanes 2001). The 
author of the Case Report concluded .it is not inconceivable that research using the active ingredients 
from this herb may pinpoint a unique mechanism of antidepressant action for these compounds. 
This, in tum, could lead to methods for the management of depression or of treatment resistant 
subtypes of this condition .. We may be dealing with a highly novel agent that has significant research 
and therapeutic potential in fields such as psychopharmacology, psychiatry and complementary 
disciplines such as herbal medicine" (Hanes 2001). 

Despite its availability to science over the last few decades, investigation and use of S. di'limrumor its 
primary psychoactive substance, salvinorin A (a diterpenoid agent devoid of nitrogen), remain quite 
limited. Salvinorum A is a complex molecule made up of some 59 molecules in its structure. 
Examination of the PubMed database of the National Library of Medicine results in only five 
citations (Giroud 2000, Valdes 1994, Siebert 1994, Valdes 1986, and Valdes 1983). There are several 
reasons why so little information about either S. di'limrum or salvinorin A exists in the medical 
literature. Firstly, until August 2002, the precise neurotransmitter receptors with an affinity for 
salvinorin A were unknown. In August 2002, however, a team of researchers published their findings 
that salvinorin A binds to kappa opioid receptors. (Roth 2002). Secondly, cultivation of S. divinorum 
is relatively exacting, and commerce in the plant is presently limited. Thirdly, the plant and chemical 
seem to have little innate toxicity. Animal studies stimulate decreases in movements without sedation 
(Valdes 1994). Administration of huge doses of salvinorin A to rats produced no observable 
subsequent sequelae on behavior (Valdes 1987). More importantly, S. di'limrumis unifonnly 
acknowledged as a difficult agent to employ, with a steep "learning curve." It is virtually inactive 
orally because salvinorin A is insoluble in water. The intense bitterness of the leaves is a hindrance to 
many, while smoking the leaves requires rapid inhalation of large volumes of smoke. The plant's 
psychoactive effects are inconsistent and fleeting. Even the isolated chemical is associated with very 
transient effects in humans. Few consider the psychoactive effects pleasurable, and most people 
choose not to repeat the experience after one exposure. Many describe the appearance of geometric 
shapes in the vision, while at higher doses, a brief dissociative effect, "out- of- body experience," or 
true hallucination may be produced. 
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Sa-IEDULING ISSUES 
Sabia di:umnnnis not scheduled under the Qmtrolled Drugs and Substances Act, nor is it controlled 
under any regulations. Its active principle, salvinorin A, is likewise unscheduled lUider Federal law. 
The ditetpene that is responsible for the action of the plant is totally dissimilar from any other 
scheduled drug or substance. Salvinorin A's chemical structure appears to be unique among other 
psychoactive molecules, and among existing controlled substances (Valdes 1994). Because it is not 
"substantially similar" in chemical structure to an controlled substance, salvinorin A can not 
be classified as an under the CDSA or 

SUMMARY & R ECDM:MEDATIONS 
Sahia di'1.imrumis a psychoactive plant, which until recently remained unknown to all but a specialized 
division of ethnobotanists. The plant's bitter taste, unpredictable and occasionally disturbing short 
tenn psychoactive effects, combined with exacting cultivation parameters; make it an unlikely 
candidate for widespread use. While news coverage periodically produces a spike of interest in the 
plant as a "legal hallucinogen," use of the plant is not expected to ever reach the level experienced 
with other illegal drugs. Neither S. di'1.imrumnor salvinorin A have a "high potential for abuse," and 
recent scientific studies, supported byethnobotanical data, strongly suggest possible therapeutic 
applications. Accordingly, neither the plant nor its active principle, are appropriate candidates for 
placement in the CDSA Monitoring of abuse pattems should continue, however, education aimed at 
raising awareness of the plant's unpredictable and occasionally upsetting psychoactive effects, rather 
than criminal prohibition, is key to reducing individual and social hann with respect to Salvia 
divinorum and its active component. 

In order to place S. di'1.imrumor salvinorin A in a schedule of the Qmtrolled Drugs and Substances 
Act, several criteria must be satisfied. The CDSA provides a legislative framework for the control of 
substances that can alter mental processes and that may produce hann to the health of an individual 
and to society when diverted or misused. In detennining whether a substance should be added to the 
CDSA, and into which schedule, He considers several factors including: (1) international 
requirements regarding the control of the substance; (2) dependence potential and likelihood of 
abuse/ misuse of the substance; (3) extent of actual abuse/ misuse in Canada and elsewhere; (4) 
danger the substance represents to the safety of the public; (5) usefulness of the substance as a 
therapeutic agent; (6) industrial and conunercial usefulness: and (1) chemical similarity with 
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substances currently scheduled in the mSA SalVa di7i:mrnmremains un-scheduled in many countries 
including the United States and the United Kingdom Placement of the plant or chemical in the 
mSA cannot be scientifically justified. The plant and chemical have minimal abuse potential and no 
addictive potential. Recent studies published in scientific journals have emphasized that further 
studies with salvinorin A and/ or S. di7i:mrnmmay lead to the development of "novel 
psychotherapeutic compounds" (Roth 2002) with "significant research and therapeutic potential in 
fields such as psychopharmacology, psychiatry and complementary disciplines such as herbal 
medicine" (Hanes 2001). These findings are supported byethnobotanical data. Available data 
supports the safety of using S. di7i:mrnm or salvinorin A under medical supervision. CDSA status for 
salvinorin A or its parent plant could inhibit scientific research that has the potential to understand 
novel neurotransmitter systems of great importance to neuropharmacological research and the 
treatment of disease. 

Doug Culver, Sgt. 
RCMPolice 

Primary Authors: 
Richard Glen BOire, J. D. 
Ethan Russo, M. D. 
Adam Richard Fish 
Jake Bowman 
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Jocelyn Kula/HC-SC/GC/CA 

2009-01-29 09:37 AM 

Jocelyn Kula 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: It's Your Health article on Salvia divinorum 

Manager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-01-29 09:37 AM -----

FYI-

Stephanie 
SzicklHC-SC/GC/CA 

2009-01-2909:21 AM 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc 

Subject Fw: It's Your Health article on Salvia divinorum 

----- For:warded by Stephanie SzicklHC-SC/GC/CA on 2009-01-29 09:21 AM -----

• . , Lisa Holmes/HC-SC/GC/CA 

2009-01-2909:18 AM To Ray Edwards/HC-SC/GC/CA@HWC, Andrew 
Adams/HC-SC/GC/CA@HWC, Pamela 
ArnotUHC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC 

cc Paula RobertlHC-SC/GC/CA@HWC, 
stephanie_mitchell@hc-sc.gc.ca 

Subject Fw: It's Your Health article on Salvia divinorum 

Good news - looks like the first draft of the Salvia It's Your Health will be ready to circulate next week! 

Lisa Holmes 
Senior Communications Advisor I Conseillere principale en communications 
PACRBIDGAPCR 
Strategic Communications Directorate I Direction des communications strategiques 
Health Canada I Sante Canada 
T: (613) 957-3431 
F: (613) 948-8085 
C: (613) 601-0215 
----- Forwarded by Lisa Holmes/HC-SC/GC/CA on 2009-01-2909:15 AM -----

Lisa MacKay/HC-SC/GC/CA 

2009-01-28 11 :44 AM To Lisa Holmes/HC-SC/GC/CA@HWC 
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5.19(1) 

Hello all, 

cc Darrin Denne/HC-SC/GC/CA@HWC, 
stephanie _mitchell@hc-sc.gc.ca 

Subject Re: Fw: It's Your Health article on Salvia divinorumC] 

Sue was waiting to hear back from Darrin regarding Shahid but apparently Shahid is now gone on 
leave so I've told her to proceed. She should have a draft to start passing around for comment by 

early next week. 

Lisa 
Lisa Holmes/HC-SC/GC/CA 

..... ,It .. ~., Lisa Holmes/HC-SC/GC/CA 

"~.I. \' 2009-01-2810:18AM .... ' .. ;'. 
To Darrin Denne/HC-SC/GC/CA@HWC 

cc Lisa MacKay/HC-SC/GC/CA@HWC, 
stephanie_mitchell@hc-sc.gc.ca 

Subject Re: Fw: It's Your Health article on Salvia divinorumC] • 

Hi Darrin, 

Has Sue Lumsden touched base with you? Just checking in to make sure we are moving forward with the 
IYH. I know the the Drug Strategy group here is very anxious to move forward with this ... 

Please let me know. 

Thanks, 
Lisa 

Lisa Holmes 
Senior Communications Advisor I Conseillere principale en communications 
PACRBIDGAPCR 
Strategic Communications Directorate I Direction des communications strategiques 
Health Canada I Sante Canada 
T: (613) 957-3431 
F: (613) 948-8085 
C: (613) 601-0215 

Darrin Denne/HC-SC/GC/CA 

Darrin Denne/HC-SC/GC/CA 

2008-12-02 03:34 PM To Lisa Holmes/HC-SC/GC/CA@HWC 

cc Lisa MacKay/HC-SC/GC/CA@HWC 

Subject Re: Fw: It's Your Health article on Salvia divinorumC] 

No they didn't, but I'm not surprised at their input. This has cropped up in relation to a couple of other risk 
communications over the years. I always counter by saying that it is better to tell people about the risks. If 
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5.19(1) 

\ 

they read our advice and ignore it, that's their decision. Better than them saying they had no idea it was a 
potential danger. And in this case, information about the effects of salvia is already widely available to 
anyone on the Internet. 

How do you want to proceed? Would you like me to talk to Shahid? 

Cheers, 
Darrin 

Darrin Denne 
Senior Communications Advisor - HPFB I Conseiller principal en communications - DGPSA 
Strategic Communications Directorate I Direction des communications strategique 
Public Affairs, Consultation and Communications Branch (PACCB) I 
Direction generale des affaires pub/iques, de la consultation et des communications (DGAPCC) 
Health Canada I Sante Canada 
Tel: (613) 946-0648 
Cel: (613) 282-6588 
Fax: (613) 957-8805 

Lisa Holmes/HC-SC/GC/CA 

Hi Darrin, 

lisa Holmes/HC-SC/GC/CA 

2008-12-0212:44 PM To Darrin Denne/HC-SC/GC/CA@HWC 

cc Lisa MacKay/HC-SC/GC/CA@HWC 

Subject Fw: It's Your Health article on Salvia divinorum 

Did your clients in MHPD raise this concern with you? 

Thanks, 
Lisa 

Lisa Holmes 
Senior Communications Advisor I Conseillere principale en communications 
PACRBIDGAPCR 
Strategic Communications Directorate I Direction des communications strategiques 
Health Canada I Sante Canada 
T: (613) 957-3431 
F: (613) 948-8085 
C: (613) 601-0215 
----- Forwarded by Lisa Holmes/HC-SC/GC/CA on 2008-12-02 12:42 PM -----

(I 
"Sue Lumsden" 

2008-12-02 12:20 PM 

To "Lisa MacKay" <Lisa_MacKay@hc-sc.gc.ca> 

cc "Shahid Perwaiz" <shahid_perwaiz@hc-sc.gc.ca>, "Lisa 
Holmes" <Lisa_Holmes@hc-sc.gc.ca> 

Subject Fw: It's Your Health article on Salvia divinorum 
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Hi Lisa, 

The email message below from Shahid Perwaiz (MHPD) outlines his concern that 
posting an It's Your Health article on Salvia divinorum, which would feature 
information about its hallucinogenic properties and the current legal 
status, might result in more teenagers finding out about / seeking out this 
substance. 

I gather that when you circulated the Proposal to the IYH Editorial Board, 
no one raised this issue as a potential downside to producing the article. 
However, as you'll see below, Shahid believes that the Editorial Board 
should be made aware of this possibility so that they may further consider 
whether or not the article should go forward. 

Thanks. 
Sue 

Original Message 
From: "Shahid Perwaiz" <shahidyerwaiz@hc-sc.gc.ca> 
To: 
Cc: <Duc_Vu@hc-sc.gc.ca>i "Scott Jordan" <Scott_Jordan@hc-sc.gc.ca> 
Sent: Tuesday, December 02, 2008 11:59 AM 
Subject: It's Your Health article on Salvia divinorum 

> Hi Sue, 
> 
> As I indicated to you during our telephonic conversation that my only 
> concern regarding issuing an IYH on Salvia divinorum would be if we choose 
> to inform public about its hallucinogenic properties and its legal status 
> in Canada, this would likely create a promotional effect and could result 
> in more adolescents seeking out Salvia from its currently easy access. 
> 
> I know that the proposal for the It's Your Health (IYH) article on Salvia 
> divinorum has already been approved by the IYH Editorial Board, but it 
> would be appropriate to bring the above-mentioned concern to the Editorial 
> Board attention for their consideration. 
> 
> Thanks, 
> 
> 
> Shahid Perwaiz, Ph.D. 
> Evaluator 
> Marketed Biologicals, Biotechnology and Natural Health Products Bureau 
> Marketed Health Products Directorate 
> Address Locator 0701 A, Ottawa, Ontario K1A OK9 
> Tel: (613) 948-8540 Fax: (6l3) 954-2354 
> 
> 
> 
> 
> 
> 
> 
> 
> 
> 

"Sue Lumsden" 

2008-11-27 12:35 
PM 

<Shahid_perwaiz@hc-sc.gc.ca> 

<Ranjan_Bose@hc-sc.gc.ca>, 
<Scott_Jordan@hc-sc.gc.ca>, 
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> 
> 
> 
> 
> 
> 
> 
> 
> 
> 
> 
> 
> 
> 
> Hi Dr. Perwaiz, 
> 

<DUC_Vu@hc-sc.gc.ca> 
Subject 

It's Your Health article on Salvia 
divinorum 

> As a follow-up to our brief discussion earlier today, I'm sending this 
> message along with two attachments: the Proposal for the It's Your Health 
> (IYH) article on Salvia divinorum, which was approved by the IYH Editorial 
> Board, and the general template for IYH, which outlines the kind of 
> information I would be looking for from you for the article. 
> 
> As you'll see, the Proposal for the article was written by Lisa Holmes 
> (Strategic Communications). She gave me your name as a program contact 
> for 
> the article. I'm also contacting Valerie Hurray (NHPD) and Jocelyn Kula 
> and 
> Brittany Sauve from the HEeSB Office of Controlled Substances. 
> 
> I'm hoping you can put aside 20 minutes to half an hour in the near future 
> for a telephone interview to provide input for this article. 
> 
> I can be available during any of the following windows: 
> 
> Friday November 28th between 9:30 a.m. and 5:00 p.m. 
> 
> Monday December 1st between 10:30 a.m. and 12:45 p.m. or between 2:30 p.m. 
> and 5:30 p.m. 
> 
> Tuesday December 2nd between 8:00 a.m. and 4:30 p.m. 
> 
> Please let me know if any of these windows works for you, and if so, what 
> your preferred date and time would be for the interview. 
> 
> When I've gathered input from everyone on the list, I'll write a first 
> draft and will circulate it to all program contacts for further input, 
> revisions, etc. This process will go back and forth until the program 
> contacts are satisfied with the tone and content of the article, at which 
> point it will go into "formal approvals." 
> 
> Please let me know if you have any questions or concerns after reviewing 
> this message and the attached documents. 
> 
> Thank you, 
> Sue Lumsden 
> 
> (See attached file: Proposed Article IYH Salvia-D.wpd) (See 
> attached file: IYH - Template 2008.wpd) 

D -Proposed Article IYH Salvia-D.wpd D -IYH - Template 2008.wpd 
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DRAFTv03 
February 3, 2009 

Issue 

Media Lines 
Regulatory Control of Salvia Divinorum 

Since 2006, Health Canada has observed a steady increase in the amount of media 
..... interest regarding-the availability of Saiviadivinorum-ollthe-Canadiarrmarket:-- Health---

Canada has also received a number of enquiries from various municipalities and members 
of the public asking why Health Canada has not taken steps to control the availability of 
Salvia divinorum, particularly given reports from scientific and media sources suggesting 
that Salvia divinorum is being used by adolescents and young adults specifically for its 
hallucinogenic properties. 

Key Messages: 

• Health Canada continues to collect relevant information about Salvia divinorum 
and its active ingredient, Salvinorin A, from both national and international sources 
in order to help determine what, if any, regulatory controls are needed. 

• While the media has reported that use of Salvia divinorum is on the rise in certain 
parts of the country, Health Canada does not currently have statistics on its use 
across the Canadian population. 

• Health Canada is taking steps to address this lack of data. Questions regarding the 
use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. A general open
ended question about the use of other substances has also been included in the 2008 
Canadian Alcohol and Drug Use Monitoring Survey. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
Salvinorin A, is controlled under the Controlled Drugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and 
South Korea) have placed controls on the import and/or sale of Salvia divinorum. 
Although some individual U.S. states have implemented laws restricting its use, 
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sale and/or distribution, Salvia divinorum is not federally regulated under the 
Controlled Substances Act in the United States. 

• In Canada, Salvia divino rum under some conditions of use meets the defInition of a 
natural health product under the Natural Health Products Regulations. This means 
that a product making health claims that contains Salvia divinorum must be 
approved by Health Canada prior to being sold in Canada. Products that don't 
comply with the regulations may be subject to compliance and enforcement actions. 

• As of January 2009, Health Canada had not approved any Salvia divinorum 
products for sale in Canada. 

If asked/or specifics on when the survey data will be available: 

• Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available 
in summer 2009, while the results of the Youth Smoking Survey and the Ontario 
Student Drug Use and Health Survey likely will not be available until 2010. 

Questions and Answers 

Ql - If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
Al - There are very few controlled scientifIc studies of the physical and psychotropic 
effects of Salvia divinorum on humans, and using these studies to predict its potential for 
addiction and abuse is diffIcult. The mechanism of action by which Salvia divinorum 
works is still not fully understood from the existing information, and more controlled 
systematic research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none has advised that the use of Salvia 
divinorum poses any particular threat to public safety. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 
A2 - The Natural Health Products Regulations apply to fInished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 

A - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• International requirements and trends in control and scheduling; 
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• Chemical and pharmacological similarity to other substances already scheduled 
under the CDSA; 

• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Addiction liability and potential for abuse/misuse of the substance; 
• Extent of actual abuse and misuse of the substance in Canada and internationally; 

and 
• Overall risk to public health and safety posed by the substance. 

Health Canada has-only-aneedotal-information-abouHhe--last-three·ofthe-above
mentioned factors. 

Health Canada will continue to collect and consider information regarding Salvia 
divinorurn as it becomes available, in order to determine whether the controls imposed by 
the CDSA are an appropriate strategy for managing the risks associated with Salvia 
divinorurn's use and controlling its availability. 

Q4 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
A4 - Health Canada maintains an active file on this topic. Health Canada will continue to 
collect and consider information regarding Salvia divinorurn as it becomes available, in 
order to determine whether the controls imposed by the CDSA are an appropriate strategy 
for managing the risks associated with Salvia divinorurn's use and controlling its 
availability. 

Q5 - Has Health Canada received any reports of adverse reactions related to the use 
of Salvia divinorum? 
A5 -- Since 2005, Health Canada has received four reports of adverse reactions 
associated with the use of Salvia divinorurn as a hallucinogen, with three being 
considered non-serious (requiring no medical attention) and the fourth being considered 
serious (medical intervention was required). 
Where did these reports come from~ 

Background 

Salvia divinorurn is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. The effects are short-acting in nature 
and include hallucinations, out-of-body experiences, unconsciousness and short-term 
memory loss. 

The use of Salvia divinorurn as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 
from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 
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• 1.8 million persons aged 12 or older used Salvia divinorum at least once in their 
lifetime, and approximately 750,000 did so in the past year. 

• Use was more common among young adults (18 to 25 years old) as opposed to 
older adults (>26 years of age). 

• Young adults were 3 times more likely than youths aged 12 to 17 to have used 
Salvia divinorum in the past year. 

• Use was more common in males than females. 

-Saivia-divinorum-is-wideiy-touteei-Ofl:the-Intemetas-a-"legfti!!-altemativeto-streetdrugs-;-------

The mechanism of action by which Salvia divinorum works is not fully understood. 
While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience is quite unique. 

Prepared by: Cheryl Tremblay, Policy and Regulatory Affairs Division, DSCSD 
Stephanie Mitchell, Communications Advisor (HECSB) 
Darrin Denne, Communications Officer (HPFB) 

Approved by : 
Approved 

Pending 
Pending 
Pending 
Pending 
Pending 
Pending 
Pending 

Pending 
Pending 

Pending 
Pending 
Pending 

Andrew Adams, Director, OCS, DSCSD 
Nancy Richards, Director, Bureau of Policy and Regulatory 
Affairs, NHPD (January 23, 2009) 
Duc Vu, Director, Marketed Biologics, Biotechnology and Natural 
Health Products Bureau, MHPD (February 3, 2009) 
Ray Edwards, AlDG, DSCSD 
Chris Turner, DG, MHPD 
Michelle Boudreau, DG, NHPD 
Diana Dowthwaite, DG, HPFBI 
Ken Polk, Communications Executive, HPFB 
Kathleen Malone, Senior Communications Executive, HECSB 
Peter Yendall, Director, Public Affairs, P ACCB 

Paul Glover, ADM, HECSB 
Meena Ballantyne, ADM, HPFB 

DMO 
MO 
PCO 
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DRAFTv03 
February 3, 2009 

Issue 

Media Lines 
Regulatory Control of Salvia Divinorum 

Since 2006, Health Canada has observed a steady increase in the amount of media 
...... -. interest regardin~tlreavailabHity-ofSalvi«diltinorum-on the- Canadian market;- Health-----

Canada has also received a number of enquiries from various municipalities and members 
of the public asking why Health Canada has not taken steps to control the availability of 
Salvia divinorum, particularly given reports from scientific and media sources suggesting 
that Salvia divinorum is being used by adolescents and young adults specifically for its 
hallucinogenic properties. 

Key Messages: 

• Health Canada continues to collect relevant information about Salvia divinorum 
and its active ingredient, Salvinorin A, from both national and international sources 
in order to help determine what, if any, regulatory controls are needed. 

• While the media has reported that use of Salvia divinorum is on the rise in certain 
parts of the country, Health Canada does not currently have statistics on its use 
across the Canadian population. 

• Health Canada is taking steps to address this lack of data. Questions regarding the 
use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. A general open
ended question about the use of other substances has also been included in the 2008 
Canadian Alcohol and Drug Use Monitoring Survey. 

• Results from these surveys should start becoming available in summer 2009. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
Salvinorin A, is controlled under the Controlled Drugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 
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• Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and 
South Korea) have placed controls on the import and/or sale of Salvia divinorum. 
Although some individual U.S. states have implemented laws restricting its use, 
sale and/or distribution, Salvia divinorum is not federally regulated under the 
Controlled Substances Act in the United States. 

• In Canada, Salvia divinorum under some conditions of use meets the definition of a 
natural health product under the Natural Health Products Regulations. This means 

-- -- -tharaprmtucrmaking h-ealth-ctaims-thar-c-ontains-8alvicrdtvinorwrrmust be----- --
approved by Health Canada prior to being sold in Canada. Products that don't 
comply with the Regulations may be subject to compliance and enforcement 
actions. 

• As of January 2009, Health Canada had not approved any Salvia divinorum 
products for sale in Canada. 

If asked/ol' specifics on when the survey data will be available: 

• Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available 
in summer2009, while the results of the Youth Smoking Survey and the Ontario 
Student Drug Use and Health Survey likely will not be available until 20 I 0: 

Questions and Answers 

Ql - If Health Canada is aware of Salvia divinol'um's ill-effects, why isn't it illegal? 
Al - There are very few controlled scientific studies of the physical and psychotropic 
effects of Salvia divino rum on humans, and using these studies to predict its potential for 
addiction and abuse is difficult. The mechanism of action by which Salvia divinorum 
works is still not fully understood from the existing information, and more controlled 
systematic research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divino rum from law enforcement agencies, and none has advised that the use of Salvia 
divinorum . threat to public safety 

Q2 - How can Health Canada regulate a product containing Salvia divinol'um, but 
not the sale of Salvia divinol'um itself? 
A2 - The Natural Health Products Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials such as the plant, Salvia divinorum. 
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Q3 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 

A - Health Canada considers several factors carefully in determining whether scheduling 
a substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• International requirements and trends in control and scheduling; 

- - .-- - -- Chemical and pharmacological- similarity-to-other-substances-already-scheduled---
under the CDSA; 

• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Addiction liability and potential for abuse/misuse of the substance; 
• Extent of actual abuse and misuse of the substance in Canada and internationally; 

and 
• Overall risk to public health and safety posed by the substance. 

Health Canada has only anecdotal information about the last three of the above
mentioned factors. 

Health Canada will continue to collect and consider information regarding Salvia 
divinorum as it becomes available, in order to determine whether the controls imposed by 
the CDSA are an appropriate strategy for managing the risks associated with Salvia 
divinorum's use and controlling its availability. 

Q4 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
A4 - Health Canada maintains an active file and discussions on this topic. Health Canada 
will continue to collect and consider information regarding Salvia divinorum as it 
becomes available, in order to determine whether the controls imposed by the CDSA are 
an appropriate strategy for managing the risks associated with Salvia divinorum's use and 
controlling its availability. 

Q5 - Has Health Canada received any reports of adverse reactions related to the use 
of Salvia divinorum? 
A5 -- Since 2005, Health Canada has received four reports of adverse reactions 
associated with the use of Salvia divinorum as a hallucinogen, with three being 
considered non-serious (requiring no medical attention) and the fourth being considered 
serious (medical intervention was required). 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects.~~ are short-acting in nature 
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and include hallucinations, out-of-body experiences, unconsciousness and short-tenn 
memory loss. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 
from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 
• 1.8 million persons aged 12 or older used Salvia divinorum at least once in their 

lifetime; and- approximately--150;OOo-did-so-in the--pastyear;----~-----------------
• Use was more common among young adults (18 to 25 years old) as opposed to 

older adults (>26 years of age). 
• Young adults were 3 times more likely than youths aged 12 to 17 to have used 

Salvia divinorum in the past year. 
• Use was more common in males than females. 

Salvia divinorum is widely touted on the Internet as a "legal" alternative to street drugs. 

The mechanism of action by which Salvia divinorum works is not fully understood. 
While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience is quite unique. 
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Jocelyn Kula/HC-SC/GC/CA 

2QQ9:02~~12:38 PM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC, Brittany 
Sauve/HC-SC/GC/CA@HWC, Valerie 
Hurry/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: It's Your Health - Salvia divinorum - Draft One 

May I suggest that we try and provide one set of comments for Sue to work from? Perhaps if everyone 
could provide comments to Cheryl, she can collate and then circulate for all to agree on before we pass on 
to Sue. Just might be easier for Sue to work from. 

Let me know. 

Jocelyn 

Jocelyn Kula 
Manager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-02-05 12:36 PM -----

"Sue Lumsden" 

2009-02-0512:34 PM 

Good afternoon, 

To "Jocelyn Kula" <jocelyn_kula@hc-sc.gc.ca>, "Cheryl 
Tremblay" <CheryLTremblay@hc-sc.gc.ca>, Brittany Sauve 
<brittany _sauve@hc-sc.gc.ca>, "Valerie Hurry" 
<Valerie_Hurry@hc-sc.gc.ca> 

cc <ScotCJordan@hc-sc.gc.ca> 

Subject It's Your Health - Salvia divinorum - Draft One 

With apologies for the delay since we spoke about this issue, I'm forwarding a first draft of the It's Your 
Health (IYH) article on Salvia Divinorum. 

When reviewing this document, please keep in mind that IYH is geared towards an audience with grade 
10-12 literacy skills. We try to use plain language and a conversational tone. I realize this draft is quite 
simplistic in content, especially when compared to Brittany's research paper. 

The usual process with IYH is for the draft to go back and forth between the writer and the Program 
contacts until you are satisfied with the content and tone of the article, at which point it is forwarded to the 
IYH Manager (Lisa Mackay) to begin the formal approvals process. 

I'll be happy to work with you on revisions via e-mail or telephone, whichever you prefer. 

Thank you. I look forward to seeing or hearing your comments on this first draft. 

Sue 
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"Sue Lumsden" To "Jocelyn Kula" <jocelyn_kula@hc-sc.gc.ca> 

2009-02-0512:47 PM 
cc "Cheryl Tremblay" <Cheryl_ Tremblay@he-sc.gc.ea> 

bee 

Subject Re: It's Your Health - Salvia divinorum - Draft One 

Hi Jocelyn and Cheryl, 

Please do whatever works best for you. I'd be happy to deal with either a 
list of comments or direct edits to text. I do like your idea of 
streamlined feedback, however. That would be very helpful. 

Sue 

Original Message -----
From: "Jocelyn Kula" <jocelyn_kula@hc-sc.gc.ca> 
To: 
Cc: "Cheryl Tremblay" <Cheryl_Tremblay@hc-sc.gc.ca> 
Sent: Thursday, February 05, 2009 12:40 PM 
Subject: Re: It's Your Health - Salvia divinorum - Draft One 

Hi Sue, 

Thanks for this. Can I ask how you would like to receive feedback, i.e., a 
list of comments to be addressed or edits to the text directly? FYI, I 
have also suggested to the others that we try and collate comments so that 
the feedback is more streamlined' ..... 

Jocelyn 

Jocelyn Kula 
Manager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

"Sue Lumsden" 

2009-02-05 12:34 
PM 

To 
"Jocelyn Kula" 
<jocelyn_kula@hc-sc.gc.ca>, "Cheryl 
Tremblay" 
<Cheryl Tremblay@hc-sc.gc.ca>, 
Brittany Sauve 
<brittany_sauve@hc-sc.gc.ca>, 
"Valerie Hurry" 
<Valerie_Hurry@hc-sc.gc.ca> 

<Scott_Jordan@hc-sc.gc.ca> 
cc 

Subject 
It's Your Health - Salvia divinorum 
- Draft One 
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Good afternoon, 

With apologies for the delay since we spoke about this issue, I'm 
forwarding a first draft of the It's Your Health (IYH) article on Salvia 
Divinorum. 

When reviewing this document, please keep in mind that IYH is geared 
towards an audience with grade 10-12 literacy skills. We try to use plain 
language and a conversational tone. I realize this draft is quite 
simplistic in content, especially when compared to Brittany's research 
paper. 

The usual process with IYH is for the draft to go back and forth between 
the writer and the Program contacts until you are satisfied with the 
content and tone of the article, at which point it is forwarded to the IYH 
Manager (Lisa Mackay) to begin the formal approvals process. 

I'll be happy to work with you on revisions via e-mail or telephone, 
whichever you prefer. 

Thank you. I look forward to seeing or hearing your comments on this first 
draft. 

Sue 

(See attached file: IYH - Salvia Divinorum - Draft One.wpd) 
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Salvia Divinorum 

The Issue 

Certain Web sites are promoting the use of Salvia divinorum as a "legal" alternative to street 
drugs. Health Canada recommends that you avoid using this substance because very little is 
known about the extent of adverse effects, and there is no way to predict how it will affect you. 

Background 

Salvia divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it is capable of acting on the mind. 

The leaves of this plant are used traditionally by the Mazatec Indians in Mexico for medicinal 
and spiritual purposes. Traditional use involves chewing the leaves or using them to make tea to 
treat such conditions as headache or stomach upset, or to produce a "mystical" experience. 

Products that claim to contain Salvia divinorum - or its main active ingredient, Salvinorin A -
are widely available on the Internet and are sold in various "head shops" and comer stores. 
These products are sold in a number of formats, including seeds, plant cuttings, fresh or dried 
leaves and liquid extracts, and are intended to be either chewed, swallowed or smoked. Street 
names for Salvia divinorum include: diviner's sage, Magic mint, Maria pastra, puff encens 
special, ska pastora, ska Maria pastora, Sally D, Lady Sally and Salvia. 

Recently, there have been reports suggesting that Canadian teens and young adults are using 
Salvia divinorum to get "high," but so far, there has been no solid research in Canada on actual 
use. 

Health Canada has not approved any Salvia products for sale in Canada. However, neither Salvia 
divinorum nor Salvinorin A is controlled in Canada under the Controlled Drugs and Substances 
Act. 

Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of Salvia divinorum. A number of 
individual states have done this as well, but Salvia divinorum is not regulated under the 
Controlled Substances Act in the United States. 

Risks associated with using Salvia Divinorum 

The use of Salvia divinorum distorts reality. The effects vary from person to person, and may 
include the following: 
• hallucinations ("seeing" objects that are not there) 
• out-of-bodyexperiences 
• loss of consciousness 
• short-term memory loss 
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• uncontrollable laughter 
• loss of ability to speak 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one experience to the next, depending on such factors as the potency of the 
product, how much was used, whether it was ingested or smoked, and the user's mood and 
expectations. 

(j 

A major concern about Salvia divinorum is the fact that there have been so few scientific studies 
about the way it affects the body and the brain. For example, very little is known about the 
following issues: 
• whether it is toxic 
• precisely how it acts on the brain 
• how long it acts on the brain and whether there are permanent effects 
• whether it causes physical or psychological dependence 
• how it interacts with other substances (including drugs and alcohol) 

Also, since no Salvia divinorum products have been approved for sale in Canada, products that 
claim to contain this substance have not been reviewed by Health Canada. As such, they may be 
counterfeit or may contain other ingredients that pose risks to health. In cases like this, it is 
always a matter of "buyer beware." 

The Legal Status of Salvia Divinorum 

From time to time, Health Canada is asked why Salvia divinorum and Salvinorin A are not 
prohibited under the Controlled Drugs and Substances Act (CDSA). When assessing whether to 
regulate a substance under the CDSA, Health Canada considers many factors, including the 
following: 

• international requirements and trends in controlling the substance 
• similarity to other substances already regulated under the CDSA 
• whether there may be legitimate uses of the substance (e.g., potential health benefits) 
• the potential for addiction and abuse/misuse of the substance 
• the extent of actual abuse and misuse of the substance in Canada and elsewhere 
• overall risk to public health and safety posed by the substance 

In the case of Salvia divinorum, there is simply not enough information available to determine 
whether prohibition is the best option to manage risks. To date, no law enforcement agencies 
have advised Health Canada that the use of Salvia divinorum poses any particular threat to public 
safety. However, as noted earlier, very little is known about the potential for addiction or the 
extent of actual use. 

Questions about the use of Salvia divinorum have been included in the 2008-2009 Youth 
Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results 
will help fill some of the information gaps, but the data will not likely be available until 20 I O. 
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Minimizing Your Risk 

Health Canada recommends that you avoid using Salvia divinorum. Also, if you have children, 
talk to them about peer pressure and the risks of using drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a product is "natural," this does not mean it is safe. Natural 
Health Products that have been approved by Health Canada will have one of the following: 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM) or 
• a Natural Product Number (NPN) 

These numbers let you know that the products have undergone and passed a review of their 
formulation, labelling and instructions for use. As stated earlier, no Salvia products have been 
approved by Health Canada. 

Health Canada's Role 

Health Canada continues to collect and consider information regarding Salvia divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of Salvia divinorum and to control the availability of 
this substance. 

Need More Info? 

For information about Health Canada's Drug Strategy and Controlled Substances Programme, go 
to: http://www.hc-sc.gc.ca/ahc-asc/branch-dirgenlhecs-dgsesc/ dscsp-psasc/index -eng.php 

Also, see the section on Prevention on the Government of Canada's National Anti-Drug Strategy 
Web site at: http://www.nationalantidrugstrategy.gc.ca/.This site has a number of helpful 
resources for parents, including "Tips on Talking to Your Teenager" and "What to do if Your 
Teen is using Drugs." 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.net/Research/osdus.html 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.ca/ysssite app/ controller/index. cfm 

Also, see the following Web sites: 

U.S. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 
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U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.govl2k8/hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web site at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/index-eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2009 

Catalogue# 
ISBN# 

Writer: 

----- 0 -----

Sue Lumsden 

Version/date: Draft One, Febmary 5,2009 

Contacts: Jocelyn Kula, Cheryl Tremblay, Brittany Sauve (HECSB) 
Valery Hurry (NHPD -HPFB) 

5.19(1) 

No input from MHPD, but drat1 is being sent to Scott Jordan for review 
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"Sue Lumsden" To "Jocelyn Kula" <jocelyn_kula@hc-sc.gc.ca> 

2009-02-0512:47 PM 
cc "Cheryl Tremblay" <Cheryl_ Tremblay@hc-sc.gc.ca> 

bcc 

Subject Re: It's Your Health - Salvia divinorum - Draft One 

Hi Jocelyn and Cheryl, 

Please do whatever works best for you. I'd be happy to deal with either a 
list of comments or direct edits to text. I do like your idea of 
streamlined feedback, however. That would be very helpful. 

Sue 

Original Message -----
From: "Jocelyn Kula" <jocelyn_kula@hc-sc.gc.ca> 
To: 
Cc: "Cheryl Tremblay" <Cheryl_Tremblay@hc-sc.gc.ca> 
Sent: Thursday, February 05, 2009 12:40 PM 
Subject: Re: It's Your Health - Salvia divinorum - Draft One 

Hi Sue, 

Thanks for this. Can I ask how you would like to receive feedback, i.e., a 
list of comments to be addressed or edits to the text directly? FYI, I 
have also suggested to the others that we try and collate comments so that 
the feedback is more streamlined ..... , 

Jocelyn 

Jocelyn Kula 
Manager, policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

"Sue Lumsden" 

2009-02-05 12:34 
PM 

To 
"Jocelyn Kula" 
<jocelyn_kula@hc-sc.gc.ca>, "Cheryl 
Tremblay" 
<Cheryl Tremblay@hc-sc.gc.ca>, 
Brittany Sauve 
<brittany_sauve@hc-sc.gc.ca>, 
"Valerie Hurry" 
<Valerie_Hurry@hc-sc.gc.ca> 

<Scott_Jordan@hc-sc.gc.ca> 
cc 

Subject 
It's Your Health - Salvia divinorum 
- Draft One 
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Good afternoon, 

I'm with apologies for the delay since we spoke about this issue, 
forwarding a first draft of the It's Your Health (IYH) article 
Divinorum. 

on Salvia 

When reviewing this document, please keep in mind that IYH is geared 
towards an audience with grade 10-12 literacy skills. We try to use plain 
language and a conversational tone. I realize this draft is quite 
simplistic in content, especially when compared to Brittany's research 
paper. 

The usual process with IYH is for the draft to go back and forth between 
the writer and the Program contacts until you are satisfied with the 
content and tone of the article, at which point it is forwarded to the IYH 
Manager (Lisa Mackay) to begin the formal approvals process. 

I'll be happy to work with you on revisions via e-mail or telephone, 
whichever you prefer. 

Thank you. I look forward to seeing or hearing your comments on this first 
draft. 

Sue 

.See attached file: IYH - Salvia Divinorum - Draft One.wpd) 
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Brittany 
Sauv8lHC-SC/GC/CA 

2009-02-05 02:48 PM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

ee 

bee 

Subject Re: Fw: Top 5 Recreational Drug Experiments-Salvia/) 

History: 4+ This message has been forwarded. 

Yeah, I remember going over that in my head the last chance we got before these were 
finalized and what I should do in regards to that... But in hindsight, I would take it out. 
See my comments below. 

Ql -If Health Canada is aware of Salvia divinorum 's ill-effects, why isn't it illegal? 

A - Human studies.that demonstrate reliable, systematic and controlled observations on the 
physical and psychotropic effects of Salvia divinorum are sparse, and using these studies to 
predict its potential for addiction and abuse is difficult. The information currently available to 
Health Canada indicates that the likelihood of abuse/misuse of Salvia divinorum is unknown? (if 
we want to be really picky, I also addressed this in my report ... and based on its pharmacology. this is 
not unknown. We know that it is a KOR agonist and by virtue of that should be a low abuse liability), t 
hat the meehanism of aetioR by whieh Sahia di';i1'l8rHm 'uerks is still Bet fully Hflaefstooa, and 
that more controlled systematic research in this area is needed. 

The meehanism ofaetioR by whieh Salvia t/i'/i1'l8rHIft works is Bet Fally l:lDaerstooa. (It was in this 
context that I felt there was some play ... because people have very different experiences on the drug 
which have led to the idea that there might be more than just KOR at play ... or salviorin ... But yes, just 
take it out). While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens such as LSD and phencyclidine, the overall 
experience is quite unique. 

Cheryl Tremblay/HC-SC/GC/CA 

Hi Brittany. 

Cheryl 
Tremblay/HC-SC/GC/CA 
05/0212009 02:03 PM 

To Brittany Sauve/HC-SC/GC/CA@HWC 

ec 

Subject Fw: Top 5 Recreational Drug Experiments-Salvia 

I just wanted to get your opinion on whether you think the following article warrants us changing our line in 
media lines re: "the mechanism of action by which Sa/via divinorum works is still not fully understood"? 

~ 

:iillmore et aC2007 pdf 

Thanks, 
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Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 
----- Forwarded by Cheryl Tremblay/HC-SC/GC/CA on 2009-02-05 01 :56 PM -----

A', ...... '.', Jocelyn KUlal~C-SC/GC/CA To Cheryl Tremblay/HC-SC/GC/CA@HWC 
'. .':" :0 2009-01-0209.28 AM 
: "\ . '.r.,,'. cc 

Subject Fw: Top 5 Recreational Drug Experiments-Salvia 

Ronald sent me this, and I wonder if you can confirm that the Neuropharmacology paper mentioned below 
is one we have in our files; just means we perhaps have to be less equivocal with respect to mechanism 
of action now, i.e., not sure what our media lines say but I thought we had something in there about not 
being sure how salvia works?? 

pis follow up and change lines if necessary- now is the time given that they are still in approvals ..... 

will also be important for lAS 

JK 

Jocelyn Kula 
Manager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
---- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-01-02 09:26 AM -----

, Ronald 

~ .. ," .'. OenauItlHC-SC/GC/CA To Jocelyn Kula/HC-SC/GC/CA 

cc ~. 2008-12-31 01:34PM 

Subject Top 5 Recreational Drug Experiments-Salvia 

http://blog.wired.comfwiredscience/2008/04/top-5-recreatio.html#previouspost 

Check #3 

Ronald 
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Salvia Divinorum - D---~ ~ 0 '---_,, __ 

The Issue 

Certain wb;>ites are.a,lso.promotingthellse.oXSal\li~di\lin.oruffl.(J..(lfl'ifl0!.uml~s.~"leg.~r. 
alternative to street drugs. Health Canada recommends that you avoid using this substance 
because very little is known about how it acts on the brain..,atldt.he.re is.n().\Vaytopredict.ho\V)t 
will affect you. 

Background 

Note: We feel that the Background section would now better if some of the information was 
moved to other sections in the document. Please see suggestions in comments on right-hand side. 

S,.diviyzorll1rl. is.aspe.cie.s ()f.sagethatbelongs t()tlle l11illtfalllily .. ,t is known to have ...... . 
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substance under the Controlled Drugs and Substances Act (CDSA}, Health Canada considers Jhem 
following factors: 

international requirements and trends in controlling the substance 
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Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results 
will help fill some of the information gaps, but the data will not likely be available unti120 I O. I .. 
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Health Canada's Role 

Health Canada continues to collect and consider information regarding S.divinorum and._ 
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Need More Info? 

For information about Health Canada's Drug Strategy and Controlled Substances Directorate.,J~()./ CDeleted: Programme 

to: http://www.hc-sc.gc.calahc-asclbranch-dirgenlhecs-dgsesc/ dscsp-psasc/index -eng.php 

Also, see the section on Prevention on the Government of Canada's National Anti-Drug Strategy 
Web site at: http://www.nationalantidrugstrategy.gc.cal.This site has a number of helpful 
resources for parents, including "Tips on Talking to Your Teenager" and "What to do if Your 
Teen is using Drugs." 

For more on the surveys that are collecting information about S ... clivi~()~11111s~i~.C:al1a~a,s~e: 

[fhe Ontario Student Drug Use and Health Survey, at: http://www.camh.net/Researchlosdus.html 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssite app/contro Iler/index.cfm 

Additional Resouces.: ...................................................... p ••• 

U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoLgov/drugsconcern/salviadisalviad.htm 
U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www .oas.samhsa.gov/2k8Ihallucinogenslhallucinogens.pdf 

iFor additional articles on health and safety issues go to the It's Your Health Web site at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv /index-eng.php 
http://www.hc-sc.gc.calenglishliyhlindex.html 
You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* I ....... . 
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Britanny Sauve - Comments 

Salvia Divinorum 

The Issue 

Certain Web sites are promoting the use of Salvia divinorum (S divinorum) as a "legal" 
alternative to street drugs. Health Canada recommends that you avoid using this substance 
because very little is known about the extent of adverse effects, and there is no way to predict 
how it will affect you. 

Background 

Salvia divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, these are effects on the mind. V9 hieh tnean5 it i5 eapable of aeting on the 
minti: 

The leaves of this plant are used traditionally by the Mazatec Indians in Mexico for medicinal 
and spiritual purposes. Traditional use involves chewing the leaves or using them to make a tea 
to treat such conditions as headache or stomach upset, or to produce a "mystical" experience. 

Products that claim to contain Stthtitr divinorum - or its main active ingredient, sSalvinorin A
are widely available on the Internet and are sold in various "head shops" and comer storesC?-I am 
not sure that this is appropriate? Mainly herbal shops I think ... right?). These products are sold in 
a number of formats, including seeds, plant cuttings, fresh or dried leaves and liquid extracts, and 
are intended to be either chewed, swallowed or smoked. Street names for S tthritr divinorum 
include: diviner's sage, mMagic mint, mMaria pastra, puff encens special, ska pastora, ska 
mMaria pastora, sSally D, Ibady sSally and sSalvia. 

Recently, there have been reports suggesting that Canadian teens and young adults are using 
S rthtitt divinorum to get "high," but so far, there has been no solid research in Canada on its 
actual use. 

Health Canada has not approved any S divinorumStthrta products for sale in Canada. However, 
neither S tthritr divinorum nor s5alvinorin A is controlled in Canada under the Controlled Drugs 
and Substances Act. 

Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import andlor sale of Srthritr divinorum. A number of 
individual S'5(?)tates have done this as well, but Srtfrirt divinorum is not regulated under the 
Controlled Substances Act in the United States. 

Risks associated with using Salvia Divinorum 

The use of S. ttfritt divinorum distorts reality. The effects vary from person to person, and may 
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include the following: 
• hallucinations ("seeing" objects that are not there) 
• out-of-body experiences 
• loss of consciousness 
• short-term memory loss 
• uncontrollable laughter 
• loss of ability to speak 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one uscexper iellce to the next, depending on-:meh factors such as: 

• the-potency of the productt;-
• how much wais used 
• how it is taken (e.g. ingested or smoked), whether it Mt~ inge~ted or 3Inoked, and 
• the personmer's mood and expectations: 

A major concern about Salvia divinorum is the fact that there have been so few scientific studies 
about the way it affects the body and the brain. For example, very little is known about the 
following issues: 
• whether it i~ toxic (everything is toxic) 
• preei~el, how it affectsaet~ on the brain and if it causes permanent damageho~ iOlig it 

det3 bIt the brain and whether there file permmlent effeet3 
• whether it causes physical or p3,ehologieru dependence or addiction 
• how it interacts with other substances (including drugs and alcohol) 

Also, since no S. tthtitt divinorum products have been approved for sale in Canada, products that 
claim to contain this substance have not been reviewed by Health Canada. As such, they may be 

c:":~_-__ -""-"_:c_ effiffiterfeit oI_ma):J!Ontain otbedngredients that Dose risks to healtlkIn ea;ses like this iUs 
illwtry3_a matter of "b_tryc! bevv~~." _ 

The Legal Status of Salvia Divinorum 

From time to time, Health Canada is asked why S. tthtitt divinorum and sSalvinorin A are not 
prohibited under the Controlled Drugs and Substances Act (COSA). When assessing whether to 
regulate a substance under the COSA, Health Canada considers many factors, including the 
following: 

• international requirements and trends in controlling the substance 
• similarity to other substances already regulated under the COSA 
• whether there may be legitimate uses of the substance (e.g., potential health benefits) 
• the potential for addiction and abuse/misuse of the substance 
• the extent of actual abuse and misuse of the substance in Canada and elsewhere 
• overall risk to public health and safety posed by the substance 
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In the case of Salvia divino rum, there is simply not enough information available to determine 
whether prohibition is the best option to manage the risks. To date, no law enforcement agencies 
have advised Health Canada that the use of Salvia divinorum poses any particular threat to public 
safety. (This sentence sounds odd a bit because its not just law enforcement that can judge public 
safety) However, as noted earlier, very little is known about the potential for addiction or the 
extent of actual use. 

Questions about the use of S tthtitt divinorum have been included in the 2008-2009 Youth 
Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results 
will help fill some of the information gaps, but the data will not 11kcly be available until 2010. 
Minimizing Your Risk 

Health Canada recommends that you avoid using Sttfritt divinorum. Also, if you have children, 
talk to them about peer pressure and the risks of using illegal drugs and other substances that 
distort reality. (See the "Need More Info?" section below for links to resources that can help you 
with this.) 

Also, remember that just because a product is "natural;" this does not mean it is safe. Natural 
Health Products that have been approved by Health Canada will have one of the following: 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM) or 
• a Natural Product Number (NPN) 

These numbers let you know that the products have undergone and passed a review of their 
formulation, labelling and instructions for use. As stated earlier, no S. divinorum~ products 
have been approved by Health Canada. 

Health Canada continues to collect and consider information regarding Salvia divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S ttfritt divinorum and to control the availability of 
this substance. 

Need More Info? 

For information about Health Canada's Drug Strategy and Controlled Substances Programme, go 
to: http://www.hc-sc.gc.calahc-asc/branch-dirgenlhecs-dgsesc/ dscsp-psasc/index -eng.php 

Also, see the section on Prevention on the Government of Canada's National Anti-Drug Strategy 
Web site at: http://www.nationalantidrugstrategy.gc.cal.This site has a number of helpful 
resources for parents, including "Tips on Talking to Your Teenager" and "What to do if Your 
Teen is using Drugs." 
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For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.netiResearchlosdus.html 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssite app/controller/index.cfm 

Also, see the following Web sites: 

U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov12k8lhallucinogenslhallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web site at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/index-eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Salvia Divinorum 

The Issue 

Certain Web sites are promoting the use of Salvia divinorum as a "legal" alternative to street 
drugs. Health Canada recommends that you avoid using this substance because very little is 
known about the extent of adverse effects, and there is no way to predict how it will affect you. 

Background 

Salvia divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it is capable of acting on the mind. 

The leaves of this plant are used traditionally by the Mazatec Indians in Mexico for medicinal 
and spiritual purposes. Traditional use involves chewing the leaves or using them to make tea to 
treat such conditions as headache or stomach upset, or to produce a "mystical" experience. 

Products that claim to contain Salvia divinorum - or its main active ingredient, Salvinorin A
are widely available on the Internet and are sold in various "head shops" and corner stores. 
These products are sold in a number of formats, including seeds, plant cuttings, fresh or dried 
leaves and liquid extracts, and are intended to be either chewed, swallowed or smoked. Street 
names for Salvia divinorum include: diviner's sage, Magic mint, Maria pastra, puff encens 
special, ska pastora, ska Maria pastora, Sally D, Lady Sally and Salvia. 

Recently, there have been reports suggesting that Canadian teens and young adults are using 
Salvia divinorum to get "high," but so far, there has been no solid research in Canada on actual 
use. 

n. Hea1thCa:nadirtras1101appfoved any5atvnfproaucfslor sale In ca11ada. Howevef,neitIietYalVili·· -- n . 

divinorum nor Salvinorin A is controlled in Canada under the Controlled Drugs and Substances 
Act. 

Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of Salvia divinorum. A number of 
individual states have done this as well, but Salvia divinorum is not regulated under the 
Controlled Substances Act in the United States. 

Risks associated with using Salvia Divillorum 

The use of Salvia divinorum distorts reality. The effects vary from person to person, and may 
include the following: 
• hallucinations ("seeing" objects that are not there) 
• out-of-bodyexperiences 
• loss of consciousness 
• short-term memory loss 
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• uncontrollable laughter 
• loss of ability to speak 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one experience to the next, depending on such factors as the potency of the 
product, how much was used, whether it was ingested or smoked, and the user's mood and 
expectations. 

A major concern about Salvia divinorum is the fact that there have been so few scientific studies 
about the way it affects the body and the brain. For example, very little is known about the 
following issues: 
• whether it is toxic 
• precisely how it acts on the brain 
• how long it acts on the brain and whether there are permanent effects 
• whether it causes physical or psychological dependence 
• how it interacts with other substances (including drugs and alcohol) 

Also, since no Salvia divino rum products have been approved for sale in Canada, products that 
claim to contain this substance have not been reviewed by Health Canada. As such, they may be 
counterfeit or may contain other ingredients that pose risks to health. In cases like this, it is 
always a matter of "buyer beware." 

The Legal Status of Salvia Divinorum 

From time to time, Health Canada is asked why Salvia divinorum and Salvinorin A are not 
prohibited under the Controlled Drugs and Substances Act (CDSA). When assessing whether to 
regulate a substance under the CDSA, Health Canada considers many factors, including the 
following: ' 

• international requirements andtrendaincQntrQl1ingthj;U~llbstaI1c€l_=- '. _ _ _____ ... 
• similarity to other substances already regulated under the CDSA 
• whether there may be legitimate uses of the substance (e.g., potential health benefits) 
• the potential for addiction and abuse/misuse of the substance 
• the extent of actual abuse and misuse of the substance in Canada and elsewhere 
• overall risk to public health and safety posed by the substance 

In the case of Salvia divinorum, there is simply not enough information available to determine 
whether prohibition is the best option to manage risks. To date, no law enforcement agencies 
have advised Health Canada that the use of Salvia divinorum poses any particular threat to public 
safety. However, as noted earlier, very little is known about the potential for addiction or the 
extent of actual use. 

Questions about the use of Salvia divinorum have been included in the 2008-2009 Youth 
Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results 
will help fill some of the information gaps, but the data will not likely be available until20l0. 
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Minimizing Your Risk 

Health Canada recommends that you avoid using Salvia divinorum. Also, if you have children, 
talk to them about peer pressure and the risks of using drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a product is "natural," this does not mean it is safe. Natural 
Health Products that have been approved by Health Canada will have one of the following: 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM) or 
• a Natural Product Number (NPN) 

These numbers let you know that the products have undergone and passed a review of their 
formulation, labelling and instructions for use. As stated earlier, no Salvia products have been 
approved by Health Canada. 

Health Canada's Role 

Health Canada continues to collect and consider information regarding Salvia divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of Salvia divinorum and to control the availability of 
this substance. 

Need More Info? 

For information about Health Canada's Drug Strategy and Controlled Substances Programme, go 
to: http://www.hc-sc.gc.ca/ahc-asc/branch-d~~?~~~e~~s~~~~e~c/ dscsp-ps~~clil1dex_-eng.php 

--- --:-"-:~:-~.---- -~---. ~ . =---=-~-=:':-~;~:-=--,::~':":'-.~----=::::~~::=::::===-~":-~~=::-~-::=::;:':--::::':'-=-~~=~~------=-~-='"-~-"~~---------=--~-~,.~--~~-~-~~--~~.=~--,-----~-.~-~,=~-~~--=--~-=~-~-~-~-=~ .. -:----~.------

Also, see the section on Prevention on the Government of Canada's National Anti-Drug Strategy 
Web site at: http://www.nationalantidrugstrategy.gc.ca/.This site has a number of helpful 
resources for parents, including "Tips on Talking to Your Teenager" and "What to do if Your 
Teen is using Drugs." 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.net/Research/osdus.html 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.ca/ysssite app/controller/index.cfm 

Also, see the following Web sites: 

U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 
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U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov12k8/hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web site at: 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsvlindex-eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Cheryl Tremblay - Comments 

Salvia Divinorum 

The Issue 

Certain Web sites are promoting the use of Salvia divinorum as a '"legal" alternative to street 
drugs. Health Canada recommends that you avoid using this substance because very little is 
known about the extent of adverse effects, and there is no way to predict how it will affect you. 

Background 

Salvia divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it is capable of acting having an influence on the mind. 

The leaves of this plant are used traditionally by the Mazatec Indians in Mexico for medicinal 
and spiritual purposes. Traditional use involves~chewing the leaves or using them to make tea to 
treat such conditions as headache or stomach upset, or to produce a "mystical" experience. 

Products that claim to contain Salvia divinorum - or its main active ingredient, Salvinorin A -
are widely available on the Internet and are sold in various '"head shops" and eOllier ~tOIe~. 
These products are sold in a number of formats, including seeds, plant cuttings, fresh or dried 
leaves and liquid extracts, and are intended to be either chewed, swallowed or smoked. Street 
names for Salvia divinorum include: diviner's sage, Magic mint, Maria pastra, puff encens 
special, ska pastora, ska Maria pastora, Sally D, Lady Sally and Salvia. 

Recently, there have been reports suggesting that Canadian teens and young adults are using 
Salvia divinorum specifically for its ability to produce hallucinations (i.e. "seeing" objects that 
are not there), to get "high," but so far, there has been no solid research in Canada on actual use. 

Questions about the use of Salvia divinorum have been included in the 2008-2009 Youth 
Smoking Survey and the 2009 Ontario Student Dmg Use and Health Survey. These survey 
results wiH help till some of the information gaps, but the data will not likely be available until 
2010. (2008 Canadian AlCohol and Drug Use Monitoring Survey too? - only general open-ended 
question - not specific to Salvia) 

Health Cllltadll ha~ 110t appLO~cd dn, Salvia ploduet~ tor ~ale in C,mllda. However In Canada, 
neither Salvia divinorum nor Salvinorin A ~ are controlled in Crnlada under the Controlled 
Drugs and Substances Act. Salvia divinorum does meet the detinition of a natural health product 
under the Natural Health Product Regulations. which means that a product that contains Salvia 
divinorum must be approved by Health Canada prior to being sold in Canada. Health Canada 
has. however, not approved any Salvia products for sale in Canada. 

Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of Salvia divinorum. A number of 
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individual U.S. states have done this as well, but Salvia divinorum is not tederally regulated 
under the Controlled Substances Act in the United States. 

Risks associated with using Salvia Divinorum 

The use of Salvia divinorum distorts reality. The effects vary from person to person, and may 
include the following: 
• hallucinations ("~eeing" objeets that Me not there) 
• out-of-bodyexperiences 
• loss of consciousness 
• short-term memory loss 
• uncontrollable laughter 
• loss of ability to speak 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one experience to the next, depending on such factors as the potency of the 
product, how much was used, whether it was ingested or smoked, and the user's mood and 
expectations. 

A major concern about Salvia divinorum is the fact that there have been so few scientific studies 
about the way it affects the body and the brain. For example, very little is known about the 
following issues: 
• whether it is toxic 
• precisely how it acts on the brain 
• how long it acts on the brain and whether there are permanent effects 
• whether it causes physical or psychological dependence 

=== .. e..---=-hflw=it:interactsYfitlt Qt~r~BPStancS}S (il1cluding ~~g~and alcOOGl) 

Also, since no Salvia divinorum products have been approved for sale in Canada, prOdttet3 that 
,,;b:im to contain thi~ ~ttb~tancc and thus have not been reviewed by Health Canada. A~ ~tteh, they 
may be counterfeit or may contain other ingredients that pose risks to health. In cases like this, it 
is always a matter of "buyer beware." 

The Legal Status of Salvia Divinorum 

From time to time, Health Canada is asked why Salvia divinorum and Salvinorin A are not 
prohibited under the Controlled Drugs and Substances Act (CDSA). When assessing whether to 
regulate a substance under the CDSA, Health Canada considers many factors, including the 
following: 

• international requirements and trends in controlling the substance 
• similarity to other substances already regulated under the CDSA 
• whether there may be legitimate uses of the substance (e.g., potential health benefits) 
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• the potential for addiction and abuse/misuse of the substance 
• the extent of actual abuse and misuse of the substance in Canada and elsewhere 
• overall risk to public health and safety posed by the substance 

In the case of Salvia divinorum, there is simply not enough information available to determine 
whether prohibition is the best option to manage risks. To date, no law enforcement agencies 
have advised Health Canada that the use of Salvia divinorum poses any particular threat to public 
safety. However, as noted earlier, very little is known about the potential for addiction or the 
extent of actual use. 

Q ttestiem~ abelttt the tl~e elf Sal y ia di y inmttm haye been ineltlded in the 2008=2009 Yelttth 
Smelking Stlrve, and the 2009 Ontariel Student DItlg Use and Health Sm ve,. The 3m ve, le~tllt~ 
",ill help ri1l3e1me elf the intormatimt gaps, but the data ~illllelt likel, be available tlntil2010. 
Minimizing Your Risk 

Health Canada recommends that you avoid using Salvia divino rum. Also, if you have children, 
talk to them about peer pressure and the risks of using drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a product is "natural," this does not mean it is safe. Natural 
Health Products that have been approved by Health Canada will have one of the following: 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM) or 
• a Natural Product Number (NPN) 

These numbers let you know that the products have undergone and passed a review of their 
. __ = __ formulati:tm,=:lahelling-and-:instruetieft&fur:~AS:Stated=earlier;;~~products 

have been approved by Health Canada. 

Health Canada's Role 

Health Canada continues to collect and consider information regarding Salvia divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of Salvia divinorum and to control the availability of 
this substance. 

Need More Info? 

For information about Health Canada's Drug Strategy and Controlled Substances Programme 
Directorate (however, still says Programme on HC website), go to: 
http://www.hc-sc.gc.ca/ahc-asclbranch-dirgenlhecs-dgsesc/ dscsp-psasc/index -eng.php 
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Also, see the section on Prevention on the Government of Canada's National Anti-Drug Strategy 
Web site at: http://www.nationalantidrugstrategy.gc.ca/.This site has a number of helpful 
resources for parents, including "Tips on Talking to Your Teenager" and "What to do if Your 
Teen is using Drugs." 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.netiResearch/osdus.html 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.ca/ysssite app/controller/index.cfm 

The order of the two surveys listed above should be reversed to renect the order that they appear 
in the document. 

Include reference to 2008 Canadian Alcohol and Drug Use Monitoring Survey if added above. 

Also, see the following Web sites: 

U.S. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoLgov/drugsconcern/salviadisalviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov/2k8/hallucinogenslhallucinogens.pdf 

·CC:.=·.C::::==. =~_ .. For additional articles on health and safety issues . go to th~ It'8 Your /lftayh Website at:. 
http://~.hc-sc.gc.ca/hl-vs/iyh-vsv/index-eng.php_·· ... --- - ..... ---

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Valerie Hurry - Comments 

Salvia Divinorum 

The Issue 

Certain Web sites are promoting the use of Salvia divinorum as a "legal" alternative to street 
drugs. Health Canada recommends that you avoid using this substance because very little is 
known about the extent of adverse effects, and there is no way to predict how it will affect you. 

Background 

Salvia divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it is capable of acting on the mind. 

The leaves of this plant are used traditionally by the Mazatec Indians in Mexico for medicinal 
and spiritual purposes. Traditional use involves chewing the leaves or using them to make tea to 
treat such conditions as headache or stomach upset, or to produce "mystical" or hallucinogenic 
experiences. 

Products that claim to contain Salvia divinorum - or its main active ingredient, Salvinorin A -
are widely available on the Internet and are sold in various "head shops" and comer stores. 
These products are sold in a number of formats, including seeds; and plant cuttings for 
propagation purposes. -;tFresh or dried leaves and liqttid ext1aet~, are intended to be either 
chewed, swallowed or smoked; liquid preparations are also available for consumption. Street 
names for Salvia divinorum include: diviner's sage, Magic mint, Maria pastra, puff encens 
special, ska pastora, ska Maria pastora, Sally D, Lady Sally and Salvia . 

. _~~,::~::c:_~~_ .. Recenil¥rth~v~@lm~sagg@sting4l1aFGana4iafneen&an<tye~at:tutts:=are-usffig::~~~=~~~~·~·~~- . .::. •. 
Salvia divinorum to get "high," but so far, there has been no solid research in Canada on actual 
use. 

Health Canada has not approved any &atvi-a Salvia divinorum products for sale in Canada. 

Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of Salvia divinorum. A I1tllnbel of 
;ndi~ idtl,ti :";tate~ have done thi~ a~ liVeiL btlt Salv ia di v inortlll1 It is not regulated under the 
Controlled Substances Act in the United States but a number of individual states have placed 
restrictions on its sale. 

Risks associated with using Salvia Divinorum 

The use of Salvia divinorum distorts reality. The effects vary from person to person, are otten 
described as unpleasant, and may include the following: 
• hallucinations ("seeing" objects that are not there); 

000118 



Valerie Hurry - Comments 

• out-of-bodyexperiences; 
• loss of consciousness; 
• short-term memory loss; 
• uncontrollable laughter; 
• impaired ability to speak. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one experience to the next, depending on such factors as the potency of the 
product, how much was used, whether it was ingested or smoked, and the user's mood and 
expectations. It does not appear to cause the euphoria often associated with other psychoactive 
drugs, so many people who try it do not repeat the experience. 

A major concern about Salvia divinorum is the fact that there have been so few scientific studies 
about the way it affects the body and the brain. For example, very little is known about the 
following issues: 
• whether it is toxic; 
• precisely how it acts on the brain; 
• how long it acts on the brain and whether there are permanent effects; 
• whether it causes physical or psychological dependence (unlikely according to the 

evidence available so far); 
• how it interacts with other substances (including drugs and alcohol). 

Also, since no Salvia divinorum products have been approved for sale in Canada, products that 
claim to contain this substance have not been reviewed by Health Canada. As such, they may be 
counterfeit or may contain other ingredients that pose risks to health. In cases like this, it is 
always a matter of "buyer beware." 

----- -- --.-- - -- ----- - --._- -----._- ~ -----'-._-_.-.-.. _- .------------------.---- ------ --- -- --
--~.----- -----.-----.----~--~-------~-.------- -

------~--. ----. -. ~ .. -.-. ---... -.-,,-~.-.------~~~.~~-----=.-. ---~. 

The Legal Status of Salvia divinorum 

From time to time, Health Canada is asked why Salvia divinorum and Salvinorin A are not 
prohibited under the Controlled Drugs and Substances Act (CDSA). When assessing whether to 
regulate a substance under the CDSA, Health Canada considers many factors, including the 
following: 
• international requirements and trends in controlling the substance; 
• similarity to other substances already regulated under the CDSA; 
• whether there may be legitimate uses of the substance (e.g., potential health benefits); 
• the potential for addiction and abuse/misuse of the substance; 
• the extent of actual abuse and misuse of the substance in Canada and elsewhere; 
• overall risk to public health and safety posed by the substance. 

In the case of Salvia divinorum, there is simply not enough information available to determine 
whether prohibition is the best option to manage risks. fo date, 110 iaY\' CII1CleelIlcnt agencies 

__ H C aUv iscct f kahh c'amtda thctt die ,b" or' '::ui ritt u'it !1101 WIl IA)SCS etil V l'dlticuiar ilucttt to ,)UbI ie 
'" . 
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...,atCry. Ho \iV e v CI, d~ noted ear lieI, very little i~ kno w n about the potentitd roI addiction: or the 
,-,dent of aetual tl3e. 

Questions about the use of Salvia divinorum have been included in the 2008-2009 Youth 
Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results 
will help fill some of the information gaps, but the data will not likely be available until 2010. 

Minimizing Your Risk 

Health Canada recommends that you avoid using Salvia divinorum. Also, if you have children, 
talk to them about peer pressure and the risks of using drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a product is "natural," this does not mean it is safe. Natural 
Health Products that have been approved by Health Canada will have one of the following: 
• a Natural Product Number (NPN) or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM) 

reversed order ofNPN and DIN-HM 

These numbers indicate that the product's quality, safety and efficacy, including labelling and 
instructions for use, have been reviewed. As stated earlier, no Salvia divinorum products have 
been approved by Health Canada. 

: ___ ~_Health Canada!s:Role 

- ---

Health Canada continues to collect and consider information regarding Salvia divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of Salvia divinorum and to control the availability of 
this substance. 

Need More Info? 

For information about Health Canada's Drug Strategy and Controlled Substances Programme, go 
to: http://www.hc-sc.gc.ca/ahc-asc/branch-dirgenlhecs-dgsesc/ dscsp-psasc/index -eng.php 

Also, see the section on Prevention on the Government of Canada's National Anti-Drug Strategy 
Web site at: http://www.nationalantidrugstrategy.gc.ca/.This site has a number of helpful 
resources for parents, including "Tips on Talking to Your Teenager" and "What to do if Your 
Teen is using Drugs." 
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For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.net/Research/osdus.html 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterioo.ca/ysssite app/controller/index.cfm 

Also, see the following Web sites: 

U.S. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov/2k8/hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web site at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/index-eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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international reqUi:ements and trends in controlling the substance 
similarity to other substances already regulated under the CDSA 

• whether there may be legitimate uses of the substance (e.g., potential health benefits) 
• ~the potential for addiction and abuse/misuse of the substance ." d 'the extent of actual abuse and misuse of the substance in Canada and elsewhere 

overall risk to public health and safety posed by the substance 

Minimizing Your Risk 

Health Canada recommends that you avoid using S"divinorum. Also, if you have children, talk 
to them about peer pressure and the risks of usin~ i I \l;gal ~rUgs _ ~mf l)t~er_ su"s~arices that distort __ . 
reality. (See the "Need More Info?" section below for links to resources that can help you with 

this.) r)k-J ~-~ (J'f 
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Also, see the section on Prevention on the Government of Canada's National Anti-Drug Strategy 
Web site at: http://www.nationalantidrugstrategy.gc.cal.This site has a number of helpful 
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resources for parents, including "Tips on Talking to Your Teenager" and "What to do if Your 
Teen is using Drugs." 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
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;The Ontario Student Drug Use and Health Survey, at: http://www.camh.netiResearch/osdus.html 
The 200S-2009 Youth Smoking Survey, at: 
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http://www.hc-sc.gc.ca/english/iyh/index.html -----
You can also call toll free at 1-866-225-0709 or TTY at I-S00-267-1245* 
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Salvia Divinorum 

The Issue 

Certain ~b.sitesare als()prom()tingtheuseofSalvia di\Jino!um~r;Lili.vino!llm) as a "legal",_ 
alternative to street drugs. Health Canada recommends that you avoid using this substance 
because very little is known about how it acts on the brain., and there is.n(). way to prt!<lict h()\V it 
will affect you. 

Background L • ~ ('Ir--d"I' ~ 
~J.~~ W~ 

Note:' e Back round section would flow better ifsome of the infonnation...tbat is bette} SUnea 
to other sections in the document .. wlH Iii! ; :80. Please see suggestions,,,-~ d\.-
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The leaves of this plant have been.~~_e4_~~iti~~~JJy_by_ th~ f\1~~~~~n~nd~~~_~.~l):_~_t?~~co_ ('?~ __ n _ '.,. Issuesecrion. . 

medicinal and spiritual purposes. Traditional use involves chewing the leaves or using them to '/, .(:=De=leted==:=co=m=er====~l 
make ~tea to treat such conditions as headache or stomach upset, or to inflllcl!a"111)1stica,l"()~m,! " '(Deleted: , J 
hallucinogenic experience. /:i /(Deleted: f J 
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smoked; liquid preparations are also available for consumption. Street names for S",d,~l?!rlo,rUnl",. .( Deleted: a/via 

include: diviner's sage, Magic mint, Maria pastra, puff encens special, ska pastora, ska Maria "I:=c=o=m=m=e=nt:=s=u=gg=e=st=m=o=Vin=g=t=o=' 
pastora, Sally D, Lady Sally and Salvia. l(-::t:~~'), ' The Issue section. 

===============-

Recently, there have been reports suggesting that Canadian teens and young adults are using S", __ , 
divinorum specifically tor its ability to produce hallucinations (i.e. "seeing" object that are not 

there\'mLC-=;:s ~c ... _~" .... ') _______ m_ ~ Bmm'~ . ____ '. 
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S",divirlo,r~11lc~~lv.in()~ill A~ ~,'P{)ll~()~le~,!llfall~,~~~f:lcl~!~!he, <2C!rI~C!l!~ P.rlJgs~ Clntt~-
Substances Act. ! Cl...-·-e....,:"::> ....... \)------ .. ____ .... __ ___m ______ '~_ __ __ ~ . ____ _ 

Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of S"divino!tt111.Inth,e, Unit,eds.tates;~",,_ 
divinorum is not regulated under the Controlled Substances Act, although a number of individual 
~tates have placed restrictions on its sale and/or import. For exmnple. several states have placed 
S. Jivinourm and/or salvinorin A into Schedule t of state law, thereby making it illegal to 
manufacture, distribute. impOit/export, possess. lise, buy and/or sell S. divinorum and/or 
salvinorin A to various degrees, while others have enacted other forms of legislation restricting 
listribution of the plant., I (~., ...... _-,,,,> 
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Risks ~socillt~d lYit"~ingSall';aLJ;vino,.um . 

~~a(;ts.:is llh:illll:(;inoge!l,\~~ich 111e~!ls.t~at it <iistorts re~lity: Tlltl effects,\Vllic;h "aryJromu 
person to person, are often described as unpleasant and may include the following: 

hallucinations,. . 
out-of-body experiences 
loss of consciousness 
short-term memory loss 
uncontrollable laughter 
impaired, ability t()spea/( 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one ~tothe next,deptlndingonJactorsslIchas; 
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t'): d~v in.o.r?l111. ~oe.s not llPJ?~ll.r t() c.aus~th.e e.up~~riao tt(lnuasso.ciate<i w.it~ ot~er j?sYc;ho:ictive 
drugs, so many people who try it do not repeat the experience. 

A major concern about S"divinorum is the fact that there have been so few scientific studies 
about the way it affects the body and thebrairi: Forexampie, very little is known about the" 
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substance under the Controlled Drugs and Substances Act ( CDSA}, Health Canada considers fhe~ ~ ~ ~ (Deleted: many factors. including J 
following factors: 

international requirements and trends in controlling the substance 
similarity to other substances already regulated under the CDSA 

• whether there may be legitimate uses of the substance (e.g., potential health benefits) 
the potential for addiction and abuse/misuse of the substance 
the extent of actual abuse and misuse of the substance in Canada and elsewhere 
overall risk to public health and safety posed by the substance 

In the case of S .. divinoru1n,thel'eis~ simpl)'flot eflougl1infoflllation available.to determine __ . __ .. 
whether prohibition is the best option to manage the potential risks associated with its use. iTo 
date, no law enforcement agencies have advised Health Canada that the use of Salvia divinorum 
poses any particular threat to public safety. However, as noted earlier, very little is known about 
the potential for addiction or the extent of actual use. (~ ') 

Questions about the use of Salvia divinorum have been included in the 2008-2009 Youth 
Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results 
will help fill some of the information gaps, but the data will not likely be available until 2010. ! 

( \l,.c.. '5. ~) 

Minimizing Your Risk 

Health Canada recommends that you avoid using S,,5!ivin0rtl1rl:l~lso,ir)'0u. ha.vechiJ~ren, tall<. 
to them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 
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Health Canada's Role 

Health Canada continues to collect and consider information regarding S,.Jivirzorurnand ~~~~ ~ 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of §" divinorum ~., 
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Need More Info? 

For infonnation about Health Canada's Drug Strategy and Controlled Substances Directorate., go ... . r Deleted: Programme ~ 
to: http://www.hc-sc.gC.calahc-asc/branch-dirgenlhecs-dgsesc/dscsp-psasc/index-eng.php 

Also, see the section on Prevention on the Government of Canada's National Anti-Drug Strategy 
Web site at: http://www.nationalantidrugstrategy.gc.cal.This site has a number of helpful 
resources for parents, including "Tips on Talking to Your Teenager" and "What to do if Your 
Teen is using Drugs." 

For more on the surveys that are collecting information about S .. divino!lI111.11~einCan!ida,see:. 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.netJResearchlosdus.html 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssiteapp/controller/index.cfin I. 

Additional Resouces,.: ... 

U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 
U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov/2k8Ihallucinogenslhallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web site at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv lindex-eng. php 
http://www.hc-sc.gc.calenglishliyhlindex.html 
You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2009 

Catalogue# 
[SBN# 

Writer: Sue Lumsden 

Version/date: Draft One, February ), 2009 

Contacts: Jocelyn Kula, Cheryl Tremblay, Brittany Sauve (HECSB) 
Valer~Hurry(NHPD - HPFI?) 
No input from MHPD, but draft is being sent to Scott Jordan tor review 
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Brittany 
SauveJHC-SC/GC/CA 

2009-02-05 02:48 PM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Re: Fw: Top 5 Recreational Drug Experiments-Salviatl) 

History: ~ This message has been forwarded. 

Yeah, I remember going over that in my head the last chance we got before these were 
finaliZed and whatrsliotJ.ladOitiregatdstottHlf.~:Bufin hinasight;fwcrulotake-itouf.-
See my comments below. 

Ql- If Health Canada is aware of Salvia divinorum 's ill-effects, why isn't it illegal? 

A - Human studies that demonstrate reliable, systematic and controlled observations on the 
physical and psychotropic effects of Salvia divinorum are sparse, and using these studies to 
predict its potential for addiction and abuse is difficult. The information currently available to 
Health Canada indicates that the likelihood of abuse/misuse of Salvia divino rum is unknown? (if 
we want to be really picky, I also addressed this in my report ... and based on its pharmacology, this is 
not unknown. We know that it is a KOR agonist and by virtue of that should be a low abuse liability), t 
hat the meeRanism of aetiofl ey whieh StilZ.;itil di-;i1'l61'H1'I'I "'lorks is still flOt fully l:H'lderstood, and 
that more controlled systematic research in this area is needed. 

The meehanism of aetiofl ey 'Nhieh Stillvitil divil'l61'H1'I'I works is flOt fully 1:Hlderstood. (It was in this 
context that I felt there was some play ... because people have very different experiences on the drug 
which have led to the idea that there might be more than just KOR at play ... or salviorin ... But yes, just 
take it out). While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens such as LSD and phencyclidine, the overall 
experience is quite unique. 

Cheryl Tremblay/HC-SC/GC/CA 

Hi Brittany, 

Cheryl 
Tremblay/HC-SC/GC/CA 

05/0212009 02:03 PM 

To Brittany Sauve/HC-SC/GC/CA@HWC 

cc 

Subject Fw: Top 5 Recreational Drug Experiments-Salvia 

I just wanted to get your opinion on whether you think the following article warrants us changing our line in 
media lines re: "the mechanism of action by which Salvia divinorumworks is still not fully understood"? 

'Nillmore et a1_2D07pdf 

Thanks, 
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Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 
----- Forwarded by Cheryl Tremblay/HC-SC/GC/CA on 2009-02-05 01 :56 PM -----

Jocelyn Kula/HC-SC/GC/CA 

2009--01-0209:28AM-__________ To_ ChE3!yIJrE3rn.bli:ly/tl9.:-SC/G9!9A@Ij""C 

cc 

Subject Fw: Top 5 Recreational Drug Experiments-Salvia 

Ronald sent me this, and I wonder if you can confirm that the Neuropharmacology paper mentioned below 
is one we have in our files; just means we perhaps have to be less equivocal with respect to mechanism 
of action now, i.e., not sure what our media lines say but I thought we had something in there about not 
being sure how salvia works?? 

pis follow up and change lines if necessary- now is the time given that they are still in approvals ..... 

will also be important for lAS 

JK 

Jocelyn Kula 
Manager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
---- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-01-02 09:26 AM -----

, Ronald 
To Jocelyn Kula/HC-SC/GC/CA 

cc 

'~_~'» DenaultlHC-SC/GC/CA 

~. 2008-12-3101:34 PM 

Subject Top 5 Recreational Drug Experiments-Salvia 

http://blog.wired.com/wiredscience/2008/04/top-5-recreatio.html#previouspost 

Check #3 

Ronald 

000135 



Brittany 
Sauve/HC-SC/GC/CA 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 
2009-02-0502:31 PM 

bcc 

Subject Re: Fw: Top 5 Recreational Drug Experiments-Salvia[J] 

History: 4:) This message has been forwarded. 

Yes, I know where you are coming from. This is something that I have struggled with too as it's an 
ovefstmpfifieatieftt>f-the-iffiormatielT. -In- my-reportyott wilt see-thaHsay that the-mechanism of action-or 
salvinorin A is as a potent KOR agonist. This is not really new information ... the paper you send 
reinforces its action as an agonist on that receptor. What is unknown is if this exactly how it exerts its 
action as a psychomimetic ... that is still up in the air. .. given people's individual responses/experiences on 
the drug. 

I will have a look at this ... I know that it was in the media lines and I questioned whether or not it should 
stay that way. I don't believe I took it out... Upon looking at it again, I think that you might be right... it 
might be an oversimplification that leads people to think that there is no information aroud this that exists ... 
when for salvinorin A the information is clear. 

When i review the document I will decide how to present that.... 

Thank you for the question ... it's definitely an issue ... and plain language is never kind to our scientific 
documentsl 

Brittany 

Cheryl Tremblay/HC-SC/GC/CA 

Cheryl 
Tremblay/HC-SC/GC/CA To Brittany Sauve/HC-SC/GC/CA@HWC 

05/02/2009 02:03 PM cc 

Subject Fw: Top 5 Recreational Drug Experiments-Salvia 

Hi Brittany, 

I just wanted to get your opinion on whether you think the following article warrants us changing our line in 
media lines re: "the mechanism of action by which Sa/via divinorumworks is still not fully understood"? 

~, 
.~: 

iNilimore et al3007.pdf 

Thanks, 
Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 
----- Forwarded by Cheryl Tremblay/HC-SC/GC/CA on 2009-02-05 01 :56 PM -----
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Jocelyn Kula/HC·SC/GC/CA 

2009-01-0209:28 AM To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

Subject Fw: Top 5 Recreational Drug Experiments-Salvia 

Ronald sent me this, and I wonder if you can confirm that the Neuropharmacology paper mentioned below 
is one we have in our files; just means we perhaps have to be less equivocal with respect to mechanism 
of action now, Le., not sure what our media lines say but I thought we had something in there about not 
being sure how salvia works?? 

pis follow up and change lines if necessary- now is the time given that they are still in approvals ..... 

will also be important for lAS 

JK 

Jocelyn Kula 
Manager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
---- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-01-02 09:26 AM -----

,,_ Ronald 
:!JiI.~ DenaultlHC-SC/GC/CA To Jocelyn Kula/HC-SC/GC/CA 

cc ~. 2008-12-3101:34 PM 

Subject Top 5 Recreational Drug Experiments-Salvia 

http://blog.wired.com/wiredscience/2008/04/top-5-recreatio.html#previouspost 

Check #3 

Ronald 
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The hallucinogen derived from Salvia divinorum, salvinorin A, has 
K-opiQid .. agonis_Ldiscriminative_ stimulus effects in rats 

Catherine B. Willmore-Fordham a,*, Daniel M. Krall a, Christopher R. McCurdy b, 

David H. Kinder a 

a Ohio Northern University, Department of Pharmaceutical and Biomedical Sciences, Raabe College of Pharmacy, 
525 S. Main Street, Ada, OH 458/0, USA 

b University of Mississippi, Department of Medicinal Chemistry, School of Pharmacy, P.O. Box 1848, University, MS 38677, USA 

Received 2 April 2007; received in revised form 4 June 2007; accepted 8 June 2007 

Abstract 

Data from clinical and preclinical studies converge implicating the plant-derived hallucinogen salvinorin A as an important pharmacologic 
tool; this psychoactive compound may expand scientific understandings on mammalian K-opioid receptor systems. Human salvinorin A effects, 
consistent with K-opioid receptor agonism, include antinociception, sedation, dysphoria and distorted perceptions. The experiments reported here 
measured salvinorin A (1-3 mg/kg, i.p.) discriminative stimulus properties in male Sprague-Dawley rats conditioned to recognize the discrim
inative stimulus cue generated by the well characterized K-opioid agonist U-69593 (0.56 mg/kg, i.p.). At three distinct active doses, salvinorin A 
ful\y substituted for U-69593 without altering response rates. The lever choice pattern in U-69593 trained animals reverted to vehicle lever re
sponding when a kappa selective antagonist compound, nor-BNI (4.5 nM, i.c.v.) was administered I h prior to salvinorin A, yet nor-BNI alone 
failed to impact the rate or pattern of subject responses. These findings confirm and extend results published after similar drug discrimination 
tests were performed in rhesus monkeys. The discussion section of this article highlights public concern over salvinorin A misuse and empha
sizes several potential pharmacotherapeutic applications for salvinorin A or analogue compounds. 
© 2007 Elsevier Ltd. All rights reserved. 

Keywords: Salvinorin A; Salvia divinorum; Kappa opioid; Drug discrimination; Operant conditioning 

1. Introduction 

Salvinorin A is a structurally unique furanolactone neocler
odane diterpene and is the main active drug in Salvia divinorum, 
a 'Mexican-mint' sage plant belonging to the Lamiaccae 
family. Salvinorin A is both pharmacologically and chemically 
unique in that it represents the first non-nitrogenus, naturally 
occurring K-opioid receptor selective agonist and the only known 
non-alkaloidal hallucinogen (Roth et aI., 2002). Salvia divi
norum has a long history of use for traditional spiritual 
purposes by Mazatec shamans of Oaxaca, Mexico (Valdes, 
1994). More recently, the leaves and extracts of S. divinorum 

* Corresponding author. Tel.: +1 419772 2287; fax: +1419772 1917. 
E-mail address: c-willmore@onu.edu (C.B. Willmore-Fordham). 

0028-3908/$ - see front matter © 2007 Elsevier Ltd. All rights reserved. 
doi: 10.10 16/j.neuropharm.2007 .06.008 

have been misused for hallucinatory and mind-expanding 
effects (Bucheler et aI., 2005). Cultivation and purchase of 
Salvia divino rum first appeared in young people from Mexican 
cities and has since spread through Europe, showing that 
global abuse of the drug is increasing. The use or possession 
of Salvia divinorum is not banned by most countries, which 
draws appeal from drug users. Attraction to the drug among 
recreational users can be attributed to hallucinogenic effects, 
which in doses above 200 Ilg rival the synthetic halIucinogen 
lysergic acid diethylamide (LSD) in doses of 50-250 Ilg 
(Bucheler et aI., 2005). Salvia product abusers experience 
a psychic depersonalization condition, a unique sensation of 
being disconnected from one's body. 

Currently, few studies with salvinorin A have been per
formed in vivo. In mice, antinociceptive effects of the drug 
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were shown using tail-flick and hot plate thermal nociceptive 
assays (McCurdy et aI., 2006). Sedation and motor incoordi
nating effects of the drug were also shown in mice as disrupt-
ing climbing strategies in an inverted screen task (Fantegrossi 
et aI., 2005). A forced swim test (Carlezon et a!., 2006) 
revealed increased immobility accompanied by decreased 
swimming behaviors in rats, opposite to that seen by SSRIs, 
suggesting that salvinorin A produces pro-depressant like ef
fects; however, salvinorin A elicits a complex spectrum of ef
fects on mood-related- variables.-Indeed,-c1inie-datasuggesL ... , 
salvinorin A abuse is growing because of the complex mind-
set and mood changes invoked (Bucheler et a!., 2005; National 
Drug Intelligence Center, 2007; Halpern, 2004). When leaves 
of Salvia divinorum are chewed or smoked, exposed individ
uals describe an intensely positive hallucinogenic experience 
(e.g., altered depth perception, heightened sensual and aes
thetic appreciation, creative dream-like state). At least one 
case report secures mood-elevating effects from salvinorin 
A. This case documented a 26-year-old woman, depressed ac
cording to HAM-D scores, who remitted the symptoms of her 
depression with Salvia divinorum bought through a mail-order 
herbalist (Hanes, 2001). In line with the clinic report of a Sal-
via derivative's mood-elevating effects, Braida et a!. (2007) 
showed reinforcing effects in a conditioned place preference 
test after injecting zebra fish with salvinorin. 

Drug discrimination has long proven to be a reliable, ro
bust, and selective model to discover the behavioral effects 
of various compounds. Drug discrimination is also endorsed 
as a test to infer neurological underlays and/or receptor medi
ation pathways for psychoactive drugs. Drug discriminating 
animals are rewarded for responding appropriately (i.e., cor
rect lever-press sequence) after either a 'training' drug or its 
vehicle is administered. The discriminative stimulus properties 
of salvinorin A were studied in rhesus monkeys by Butelman 
et aI. (2004). The Butelman study used a well characterized 
K-opioid agonist, U-69593, to train responses under distinguis
hable stimulus conditions (i.e., training drug versus vehicle 
sessions). Butelman et aI. (2004) reported K-opioid receptor 
mediation of salvinorin A's psychotropic effects when sub
cutaneous injections of salvinorin A cross generalized to 
U-69593. Our search of the published literature revealed no 
rodent drug discrimination studies to verify K-opioid receptor 
mediation of salvinorin A's effects. To fill this research gap, 
a group of ten Sprague-Dawley rats were trained to recognize 
the discriminative stimulus effects of U-69593, and general
ization tests followed to discover whether or not rats would 
respond similarly to the interoceptive cue generated by salvi
norin A (1-3 mg/kg, Lp.). In a second series of experiments, 
a subgroup of the U-69593 discriminating rats received pre
session injections (i.c.v.) with the K-opioid antagonist nor
BNI, before being injected with salvinorin A, to verify the 
proposed pharmacologic mode of action. Our expectation, as 
this experimental series started, was to note salvinorin A sub
stitution for U-69593. While most in vivo and in vitro research 
data have supported K-opioid receptor mediation of salvinorin 
A's central nervous system effects (Chavkin et aI., 2004; Fan
tegrossi et a!., 2005; McCurdy et al., 2006; Roth et aI., 2002), 

pause is taken while interpreting the findings in two non
human primate experiments where an incomplete reversal of 
salvinorin A effects was reported for monkeys pretreated with 
a K-opioid receptor selective antagonist (Butelman et aI., 2004, 
2007). 

2. Materials and methods 

2.1. Subjects 

Ten male'Sprague-Dawley rats (Harlan [iboiitones,· Indianapolis, IN), 
weighing 280-340 g at the beginning of the experiments were subjects for 
this study. The rats were housed individually in plexiglass cages with free ac
cess to water in a temperature controlled room (23 ± 1°C, with humidity 
50 ± 10%) scheduled for 12 h light/dark exposure cycles. Subjects for these 
experiments were drug naive and were maintained in facilities accredited by 
the Institutional Animal Care and Use Committee at Ohio Northern University. 
Rats were maintained at - 80% of their free feeding body weight in order to 
motivate operant responding for food rewards. Effort was expended to mini
mize animal suffering over the course of these experiments. 

2.2. Apparatus 

Operant conditioning chambers (Lafayette Instruments) constructed with 
left- and right-mounted response levers and a central food cup were used. Re
search Diet® (Natick, MA) 45-mg rat pellets rewarded conditioned behaviors. 
A 15-W white house light above the chamber's transparent ceiling was lit for 
all sessions. Chambers were set in sound-attenuating wooden cubicles with 
a fan motor to provide ventilation and mask noise. ABETTM software con
trolled the experimental environment. Repeat conditioning induced a pairing 
of right chamber levers (red cue-light) to drug (U-69593) injection and left 
chamber levers (amber cue-light) to ,:ehicle injection. 

2.3. Drugs 

U-69593 «5a., 7a.,8~)-( - )-N-methyl-N-[7-(pyrrolidinyl)-I-oxaspiro[ 4,5)
dec-8-yl)-benzeneacetamide; Sigma-Aldrich, St. Louis, MO) was dissolved 
in isotonic saline with 10 f.ll of glacial acetic acid. Salvinorin A (isolated 
and purified from Salvia divinorum in Oxford, Mississippi (McCurdy labora
tory)) was first dissolved in dimethylsulfoxide and then dissolved in isotonic 
saline for injection. NorbinaJtorphimine dihydrochloride (nor-BNI) (Sigma
Aldrich, St. Louis, MO) was dissolved in isotonic saline. All drugs except 
nor-BNI were administered in a volume of I mllkg. Doses were calculated 
as those of the bases. The doses and pre-injection intervals for U-69593, sal
vinorin A, and nor-BNI were selected from pilot studies or from previously 
published reports (McCurdy et aI., 2006). 

2.4. Administration of norbinalrorphimine into the right lateral 
ventricle 

Six rats were anesthetized with a mixture of ketamine plus xylazine 
(80 mg/kg plus 12 mg/kg, i.p.; Sigma-Aldrich, St. Louis, MO) and given diaz
epam (10 mg/kg, i.m.). Guide cannulae were then implanted using a Stoelting 
(model 51400) stereotactic frame, but coordinate measurements were taken 
manually with a plastic ruler. The skull was exposed, and a small hole was 
drilled unilaterally. The cannula was lowered to I mm above the target site 
(coordinates relative to bregma: A, -1.3; L, 1.0; V, 4.0), and, together with 
two additional screws, was embedded in dental cement. 

The tips of the guide cannulae (25 gauge, Plastics One, VA, USA) extended 
beyond the skull by I mm. Microinjection of nor-BNl was done manually, with 
a Hamilton syringe, in a volume of 3 f.ll. Intracerebroventrular injection (i.c.y.) 
doses were instilled over a 60 s period, and followed by a 2 f.ll of saline /lush. 
The injection cannula was left in place for 60 additional seconds. Although 
six of the ten U-69593 discriminating animals underwent surgery to implant 
intracerebroventricular cannulae, a nor-BNI-blocked dose effect curve for 
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salvinorin A was only determined in five subjects because the i.c.v. cannula 
dislodged from supportive dental cement in one surgically prepared animal. 

2.5. Experimental procedure 

nor-BNI (10 mg/ml solution, 3 ,.tI, i.c.v.) 60 min before the administration of 
salvinorin A. The discrimination tests then preceded as described above. To 
demonstrate stimulus control from the same training dose of U-69593, probe 
tests (2 min at the start of each training session) were performed with U-69593 
or saline. In order to rule out the possibility that behavioral changes were due 
to nor-BNI during sessions of K-opioid antagonist and salvinorin A co-admin-2.5.1. Training with U69,593 as a discriminative stimulus 
istration, extra control sessions were scheduled for each test animal. Thus, Training sessions occurred from Monday to Saturday, between 1100 and 
a preliminary control session measured nor-BNI (10 mg/ml solution, 3 Ill, 1800 h. Early training was arranged on a double alternation schedule-daily 
i.c.v.) against nor-BNI's vehicle (saline, i.c.v.). After noting that nor-BNI sessions exposed all subjects three times per week to U-69593 (0.56 mg/kg) 

'" d h' k I···· A h . h I failed to alter behavior relative to its vehicle, a second i.p. saline control ses-injectIOns an tree times per wee to sa me mJectlons. s t e ng t ever . .... . 
b· I . d . h .. d . h h slOn was scheduled. Data from the l.p. saline control sessIOn was statistically __ was ar Itran ~'j:)~1~~_\VJ£ tr~lmnll_ rug, consecu!~~~esI1Qngs~~lgrJ__ . ____ ~_ _. __ ._. __ _ _ ___ . 

I (FR 10) ~ db h d r f ~ d II h d d anatyzeo- agamsntatlfColtecream sessIOns ornor-BJlITaijdSalYmonn A co-
ever - were rem orce y tee Ivery 0 a 00 pe et on teays es- administration. 
ignated for U-69593 injection. Responses emitted on the opposite lever (FR-
IO) produced food pellet rewards on the days designated for saline injection. 
Injections of U-69593 or saline were given i.p. 10 min before subjects were 
placed into operant chambers. Responses on the incorrect lever reset the re
sponse count on the correct lever. All training sessions ended after 20 min, 
when animals were returned to home cages and given a sufficient quantity 
of Purina Laboratory Chow to sustain - 80% of their expected free-fed weight. 

Drug-induced stimulus control was assumed to be present when the ani
mals consistently selected the appropriate lever (U-69593 or vehicle) first in 
three vehicle plus three training-drug consecutive sessions. Our training proce
dure also stipulates rats must emit 80% of all lever press responses at the cor
rect lever and a minimum of 80 lever presses must be emitted for a training 
session to be counted. Once this level of performance was achieved, testing 
with various doses of salvinorin A was initiated. 

2.5.2. Pilot tests to resolve salvinorin A dose range 
The sparse literature describing salvinorin A effects in rats made it difficult 

to specify an appropriate salvinorin A dosage range for substitution tests. 
Therefore, pilot tests were conducted to scrutinize salvinorin A effects on 
spontaneous locomotion and to detect dose-dependent influences on treated 
subjects' responsiveness to stimuli. The pilot test series consisted of six 
open-field observing sessions, 30 min in duration, to assess salvinorin A influ
ences in a separate group of naive female rats with no operant conditioning 
history. Pilot test rats were watched in an open field environment-an explor
atory environment wherein experimenters introduced cues to elicit a variety of 
spontaneous reactive behaviors (e.g., righting reflex, response to pencil-pokes, 
reaction to food stimuli). Six discrete doses of salvinorin A were assessed dur
ing pilot tests; (i) 0.1 mg/kg, (ii) 0.3 mg/kg, (iii) 1.0 mg/kg, (iv) 3.0 mg/kg, (v) 
5.6 mg/kg, (vii) 10 mg/kg. Data from pilot tests suggested 0.1 mg/kg and 
0.3 mg/kg as "no-effect" doses, and all doses above the 1.0 mg/kg dose pro
duced motor incoordination during the last 15 min of observation plus 
dose-dependent catalepsy at times proximal to i.p. drug administration. The 
5.6 mg/kg and 10 mg/kg doses also produced salivation/drooling and forelimb 
tremor. After completing the pilot tests and consulting the relevant literature, 
the 1.0-3.0 mg/kg range was considered optimal to reflect salvinorin A dis
criminative stimulus effects. 

2.5.3. Discrimination tests with salvinorin A 
When a rat met testing criteria for consistent U-69593 discrimination per

formance, test sessions were planned to present salvinorin A doses in an irreg
ular order. Ultimately, all subjects received the range of salvinorin A doses 
(1.0 mg/kg, 1.9 mg/kg, and 3.0 mg/kg), but the order of dose presentations var
ied among subjects. Test sessions were identical to training sessions with the 
exception that 10 consecutive responses on either lever produced food deliv
ery. When salvinorin A substitution tests commenced, a single alternation 
schedule between training drug, saline vehicle, and salvinorin A was followed. 
Rats were considered eligible for substitution testing only after completing 
two prior training sessions (U-69593 plus vehicle) at an accuracy level of at 
least 80% and after emitting their first response (FR 10) at the correct lever. 
If the accuracy of trained animals deteriorated relative to stated criteria, further 
training sessions were given before testing was reinstated. 

2.5.4. Discrimination tests with nor-BNI pretreatment 
Following the discrimination tests with salvinorin A, similar tests were 

Jone with a pretreatment of the K-opioid antagonist nor-BN!. Rats were given 

2.6. Data analysis 

Data from salvinorin A test sessions were analyzed for similarity to 
U-69593 by determining the mean percentage of responses on the U-69593-asso
ciated lever. An a priori decision was made to deem 80% or more U-69593-
lever responding, during salvinorin A test sessions, as full generalization. In 
addition to monitoring U-69593 appropriate responding, the total number of 
lever presses in each session was recorded and response rates were tabulated 
to reflect non-specific effects on behavior. The response rate data were graphed 
after conversion to a percentage of the average saline session response rate 
(mean in 5 saline injection sessions). Finally, reinforcement pellets earned 
in each 20 min testing session was recorded and caloric equivalent tabulated 
to adjust post-session feedings. 

The data of primary interest are the proportion of responses made on the 
drug-state appropriate lever during salvinorin A test sessions. Because the 
drug-lever selection data is difficult to interpret when the subject is severely 
impaired, data from sessions in which responding was less than 0.06 re
sponses/min were excluded from determination of the mean percentage of 
U-69593-lever responding. Data from sessions exceeding the 0.06 responses/ 
min threshold were used in a General Linear Model (GLM) analysis to distin
guish any significant effects related to salvinorin A dose. This GLM statistical 
analysis was applied for salvinorin A testing sessions both with and without 
prior nor-BNI injection. The variance of GLM mean measures was further ex
amined in Dunnett's t posteriori comparison tests where appropriate. Calcula
tions were performed using SPSS, version 10 software. A similar GLM 
analysis was undertaken to discover whether or not salvinorin A significantly 
affected rats' responding rates. 

3. Results 

Drug discriminative stimulus control was shown unequivo
cally for U-69593, and the mean number of training periods to 
establish discrimination was 85 (±3) sessions. At all three ac
tive doses, salvinorin A displayed a rapid onset of action (i.e., 
10 min for visible effects). Results from substitution tests with 
salvinorin A are shown in Fig. 1. Salvinorin A fully substituted 
for the U-69593 interoceptive cue. Salvinorin A, administered 
at either the 1 mg/kg or 3 mg/kg dosage resulted in 96% sub
ject responding at the drug appropriate lever, while the middle 
dose of salvinorin A, 1.9 mg/kg, yielded 88% drug appropriate 
responding in U-69593-trained rats. A GLM statistical analy
sis confirmed cross generalization of salvinorin A to U-69593 
[F(3, 18) = 8.37, p < 0.01], and post hoc tests proved all 
salvinorin A doses were statistically different from vehicle 
(p < 0.05). 

The effects of salvinorin A on response rates are shown in 
Fig. 2. While specific doses of salvinorin A had influence over 
bar press rates, no statistically significant change in rats' re
sponding rates was revealed [F(3,18) = 0.23, p > 0.98]. 

000140 



484 C.B. Willmore-Fordham et al. / Neuropharmacology 53 (2007) 481-486 

100 • 
III 80 

* * 

~ 
CD 
III 
C 
0 
Q, 60 III 
CD a: ... 
I'll 

40 OJ 
CII 
:::I .. 

Q 
20 ~ .. 

• 
Veh TD 1.9 3 

Dose (mg J kg) 

Fig. I. Stimulus generalization (% DBR) following three doses of salvinorin A 
(1.0-3.0 mg/kg, i.p.) in male rats (n = 10) trained to discriminate U-69593 
(0.56 mg/kg, i.p.) from saline. Lever selection data are plotted as group 
mean; error bars show standard error of the mean. Data points above Veh 
and TO represent the results of control tests with saline and training drug 
(U-69593). Significant differences from vehicle session choice patterns are 
designated by an asterisk. 

Visual inspection of graphed means for rats' percent control 
response rate shows salvinorin A provoked a slight decrease 
in the rate of bar pressing at the 1 mg/kg and the 3 mg/kg 
dose levels, but no rate change was apparent in sessions testing 
the middle dose (1.9 mg/kg). 

The discriminative effects of salvinorin A were blocked by 
nor-BNI (4.5 nM, i.c.v.) in all subjects. In support of this, pre
session injections of nor-BNI completely reverted the lever se
lections of rats that later received salvinorin A (1 mg/kg, 
1.9 mg/kg, 3 mg/kg, Lp.). As shown in the upper panel of 
Fig. 3, during the sessions of nor-BNI and salvinorin A co-
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Fig. 2. Mean response rates, expressed as a percentage of vehicle control re
sponse rates (% eRR) in male rats (n = 10) trained to discriminate U-69593 
(0.56 mg/kg, i.p.) from saline during salvinorin A substitution tests. The total 
number of responses emitted on both levers during salvinorin A test sessions 
was divided by the session duration (1200 s) for each rat, and data from indi
vidual rats were averaged for each test condition. Data points above Veh and 
TO represent the results of control tests with saline and training drug (U-
69593; 1.0 mg/kg). Data points show group mean; error bars show standard 
error of the mean. 
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Fig. 3. Upper panel: the left series of bars plots antagonism of the discrimina
tive stimulus effects of salvinorin A (1.0-3.0 mg/kg, i.p.; expressed as % 
DBR), and salvinorin A vehicle, during nor-BNI (4.5 nM, i.c.v.) co-administra
tion sessions. The right side plots % DBR data during sessions without nor
BNI pre-administration. Salvinorin A cross generalization tests used male 
rats trained to discriminate U-69593 (0.56 mg/kg, i.p.) from saline. Lever se
lection data are plotted as group mean; error bars show standard error of the 
mean. Lower panel: the left series of bars shows response rates tabulated dur
ing salvinorin A generalization tests (1.0-3.0 mg/kg, i.p.; expressed as % 
eRR) and indicates a salvinorin A vehicle session rate, while nor-BNI 
(10 mg/kg, i.e. v.) co-administration was stipulated. The right side plots % 

eRR data during sessions without nor-BNI pre-administration. Salvinorin A 
cross generalization tests used male rats trained to discriminate U-69593 
(0.56 mg/kg, i.p.) from saline. % eRR is plotted to show group mean; error 
bars show standard error of the mean. 

administration, subjects overwhelmingly emitted vehicle lever 
responses. However, data collected while concomitantly dos
ing antagonist and agonist do not indicate differences in bar 
press rates (Fig. 3, lower panel). In other words, pre-treatment 
with the K-opioid selective antagonist compound revoked drug 
appropriate responding but had no impact on the rate of' lever 
pressing. 

4. Discussion 

The present study targets a broader general awareness of 
the sage plant-derived hallucinogen, salvinorin A. The illicit 
use of easy access hallucinogenic compounds, like salvinorin 
A, is a reemerging health problem, particularly among well
educated young adults and teenagers (Hunt, 1997; Schuster 
et aI., 1998). Salvinorin A is misused because intake of this 
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herb, by smoking or leaf-chewing, produces a short-lived in- Salvinorin A did not systematically decrement rats' response 
ebriant state with intense, bizarre feelings of depersonalization rates as dose increased. Visual inspection of the graphed re-
(Halpern and Pope, 200 I). Readers may view it odd that any sponse rate data (Fig. 2) shows an inverted U shaped dose 
'out-of-body' or depersonalized state would be desired; on effect curve. Our search of the drug discrimination literature 
the other hand, the cohort groups sanctioning use of this revealed precedence for this type of response rate curve, exem-
drug defend it vigorously. Supporters of recreational Salvia di- plified when the K-opioid agonist probes E-2078 and R-84760 
vinorum use claim, while certain elements in the drug trip may were administered to ascertain cross substitution in U 50488-
cause discomfort, bad trip experiences are likely to be trumped trained and TRK-820-trained animals, respectively (Mori 
by positive experiences (Giroud et aI., 2000; Sheffler and et aI., 2004). Another aspect of the salvinorin A precipitated 
Rotlr,-2003-r.-Sinee-Salvia--diltinartt11£extracts-are--halhtcino=----changes-trr-barpress- rates warrams-mentiorrbecause; in the 
genic and act principally through opioid receptors, experts in pilot segment of our investigations, non-specific motor impair-
this field of study view Salvia products as 'narcotic'. ment (e.g., motor incoordination, motor depression, catalepsy) 

Behavior analysts define a narcotic 'cue' as, "the discrimina- was specified for naIve rats that received salvinorin A injections 
tive stimulus complex which is exclusively associated with the in the 3-10 mg/kg dosing range. Since a systematic response 
specific central actions of a narcotic drug" (Colpaert et aI., rate decrement was not concluded during salvinorin A drug dis-
1975). Results from the present study show salvinorin A pro- criminating sessions, the possibility remains open that discor-
duces a discriminative stimulus complex in rats similar to that dant motor effects, in discriminating relative to naIve rats, are 
ofthe K-opioid agonist U-69593. This finding, together with sal- reflecting cross-tolerance (Colpaert, 1978). If acceptance is 
vinorin A's high and selective affinity at K-opioid receptors in vi- granted for this interpretation, then the analyst asserts that ani-
tro (Roth et aI., 2002) and replicate demonstrations of salvinorin mals receiving daily doses of U-69593 may manifest tolerance 
A's K-opioid like signal transduction cascade (Vorthernls et aI., to the motor sedative effects of many K-opioid receptor agonists. 
2007; Wang et aI., 2005) support K-opioid receptor mediation Further, tolerance to the motor effects of Salvia products seem to 
of the subjective effects of salvinorin A. In this experimental se- manifest in dosing ranges lower than that required for tolerance 
ries, we showed salvinorin A induction of drug appropriate lever to narcotic cuing. Finally, the slow and uncoordinated motor 
selections in U-69593 trained rats, but lever selections reverted performance we detected after administering 3-10 mg/kg salvi-
to the vehicle designated lever when the kappa selective antag- norin A to naIve animals is consistent with the test outcomes re-
onist compound nor-BNI was administered by intracerebroven- ported for salvinorin A when mice were examined (Fantegrossi 
tricular injection. The possibility that non-specific effects of et aI., 2005; Zhang et aI., 2005). 
nor-BNI were responsible for its surmounting salvinorin A sub- Together, these data provide empirical verification that the 
stitution for U-69593 can be ruled out, since nor-BNI alone pro- salvinorin A discriminative stimulus cue is K-opioid receptor 
voked responses at the vehicle designated lever. The antagonist mediated in rats. These findings corroborate conclusions about 
reversal of conditioned responses reported here is consistent the central origin of salvinorin A's narcotic cue in monkeys 
with results published by Zhang et al. (2005), showing nor- (Butelman et aI., 2004). An important question arises when 
BNI blockade of salvinorin A-induced place aversion and a de- K-opioid receptor mediation of salvinorin A effects is contem-
crease in dopamine levels in the nucleus accumbens. Likewise, plated: how can research teams, focused on medicinal product 
reversal of conditioned responses in this experimental series development, harness a therapeutic effect from Salvia plant 
falls in line with a report describing zebra fish swim pattern extracts or related synthetic analogues? It is instructive to re-
changes after intramuscular injection of salvinorin A in a condi- call the ubiquity of K-opioid receptor expression in central 
tioned place preference test when paired with nor-BNI (Braida and peripheral neural circuits (Barry and Zuo, 2005). More-
et aI., 2007). More data to bolster the scientific claim that salvi- over, recent data critically implicate distinct K-opioid receptor 
norin A's effects are K opioid receptor mediated were published isotypes (e.g, KI> K2, K3 opioid receptors) in pain signaling 
from a series of experiments that used K opioid receptor knock- (McCurdy et aI., 2006; Przewlocki et aI., 1983), food intake 
out mice as subjects. Ansonoff et aI. (2006) showed K opioid re- (Morley and Levine, 1983), mood (Carlezon et aI., 2006; 
ceptor knockout mice do not respond to salvinorin A when Pfeiffer et aI., 1986) and drug seeking behaviors (Glick 
analgesia and temperature are used as readouts. On the other et aI., 1995; Kuzmin et aI., 1997; Schenk et aI., 1999; Walsh 
hand, a partial ( - 66%) block of salvinorin A substitution for et aI., 200 I). Therefore, a proliferation of interest in Salvia di-
U-69593 in drug discriminating monkeys was reported by vinorum should soon emerge to identify K-opioid agonist and/ 
Butelman et al. (2004). A different antagonist was used in the or antagonist compounds as antinociceptive, antidepressant, 
Butelman study, namely GNTI. GNTI resembles nor-BNI phar- and addiction therapies. 
macologically by virtue of its K-opioid selectivity (Jones and 
Portoghese, 2000). However, Butelman and colleagues injected 
GNTI peripherally before measuring cross generalization be
tween salvinorin A and U-69593. Even while granting GNTI 
likeness to nor-BNI, differences in the species used and routes 
of administration distinguish our experiments from the discrim
ination tests in Butelman et al. (2004), which rationalizes an out-
come disparity. 
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Cheryl 
Tremblay/HC-SC/GC/CA 

2009-02-11 11 :34 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: Media Lines for Salvia Divinorum 

----- Forwarded by Cheryl Tremblay/HC-SC/GC/CA on 2009-02-11 11 :34 AM ----

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-02-11 11 :06 AM 

To Jocelyn Kula/HC-SC/GC/CA 

cc 

Subject Re: Fw: Media Lines for Salvia Divinoruml2l 

Hi Jocelyn, 

Here are the HPFB comments on the media lines for Salvia divinorum and my suggestions to each of the 
comments. 

HPFB - Comments only 

HPFB Coms Comments Feb 32009.doc 

HPFB - Comments and my Suggestions 

HPFB Coms Comments Feb 3 2009_CT Suggestions.doc 

I have placed a hard copy in your inbox as well. 

Thanks, 
Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 

Jocelyn Kula/HC-SC/GC/CA 

Jocelyn Kula/HC-SC/GC/CA 

2009-02-09 01 :09 PM To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

Subject Fw: Media Lines for Salvia Divinorum 

pis review carefully- I see that we may need to talk to HPFB again as they still have that content in there 
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about being an NHP under certain conditions of use, which goes against the legal opinion from Simon 
Carvalho ..... 

Jocelyn Kula 
Manager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-02-09 01 :08 PM -----

Stephanie 
MitcheIl/HC-SC/GC/CA 

2009-02-09 11 :49 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

Hi Cheryl and Jocelyn, 

cc Andrew Adams/HC-SC/GC/CA@HWC, Gary 
Condran/HC-SC/GC/CA@HWC, Carmen 
Berube/HC-SC/GC/CA@HWC 

Subject Fw: Media Lines for Salvia Divinorum 

HPFB has finally sent the salvia media lines back with their additions. Could you look at it and make sure 
you're OK with them? Then, I'll get Andrew's approval again. 

Salvia ML Feb. 9.2009 v.3.doc 

Thanks, 

Stephanie Mitchell 

Communications Advisor 
Conseillere des communications 
Health Canada I Sante Canada 
Government of Canada I Gouvernement du Canada 
269 Laurier Ave 1269 ave Laurier Ottawa ON K1A OK9 
613 941-3107 1 telephone I telephone 
613-948-8085 1 facsimile I telecopieur 
stephanie_mitchell@hc-sc.gc.ca 

----- Forwarded by Stephanie MitcheIl/HC-SC/GC/CA on 2009-02-09 11 :47 AM ----

nn" ........ h'" Darrin Denne/HC-SC/GC/CA 

.. ~.. 2009-02-05 10:29 AM 

~ 
To Stephanie Mitchell/HC-SC/GC/CA@HWC 

cc Lisa Holmes/HC-SC/GC/CA@HWC .., 
..... u ... • .............. Subject Re: Fw: Media Lines for Salvia DivinorumQ) 

Hi Stephanie, 

Here are the lines, revised with input from HPFB program areas. Sorry it has taken so long. Lots of 
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competing priorities these days, and one of my program areas in particular was being difficult. I have 
noted a concern about the answer in the first Q&A for your consideration. 

Do you want to run these by your program areas for a look at the changes before we send them for DG 
approval? 

ML - Salvia - January 2009 - draft v03.doc 

Cheers, 
Darrin 

Darrin Denne 
Senior Communications Advisor - HPFB I Conseiller principal en communications - DGPSA 
Strategic Communications Directorate I Direction des communications strategique 
Public Affairs, Consultation and Communications Branch (PACCB) I 
Direction generale des affaires publiques, de la consultation et des communications (DGAPCC) 
Health Canada I Sante Canada 
Tel: (613) 946-0648 
Cel: (613) 282-6588 
Fax: (613) 957-8805 

Stephanie MitcheIIlHC-SC/GC/CA 

Hi Darrin, 

Stephanie 
MitcheII/HC-SC/GC/CA 

2009-01-2003:02 PM 

To Darrin Denne/HC-SC/GC/CA@HWC 

cc Lisa Holmes/HC-SC/GC/CA@HWC 

Subject Fw: Media Lines for Salvia Divinorum 

Have you had a chance to work on these salvia lines? It would be good to get them going. 

Thanks, 

Stephanie Mitchell 

Communications Advisor 
Conseillere des communications 
Health Canada 1 Sante Canada 
Government of Canada 1 Gouvernement du Canada 
269 Laurier Ave 1 269 ave Laurier Ottawa ON K1A OK9 
613 941-3107 1 telephone I telephone 
613-948-80851 facsimile I telecopieur 
stephanie _mitchell@hc-sc.gc.ca 

----- Forwarded by Stephanie MitcheIl/HC-SC/GC/CA on 2009-01-20 03:00 PM ----

Stephanie 
MitcheIl/HC-SC/GC/CA To Darrin Denne/HC-SC/GC/CA 

2008-12-12 11 :25 AM cc Chantal Trepanier/HC-SC/GC/CA@HWC 
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Subject Re: Fw: Media lines for Salvia Divinoruml] 

What you say makes a lot of sense. Since they are mainly HPFB issues, could you and your clients take a 
stab and updating/adding to the lines before we get legal approval? I hadn't realized so many changes 
were still necessary. 

Thanks, 

Stephanie Mitchell 

Communications Advisor 
Conseillere des communications 
Health Canada 1 Sante Canada 
Government of Canada 1 Gouvernement du Canada 
269 Laurier Ave 1269 ave Laurier Ottawa ON K1A OK9 
613 941-3107 1 telephone / telephone 
613-948-80851 facsimile / telecopieur 
stephanie_mitchell@hc-sc.gc.ca 

Darrin Denne/HC-SC/GC/CA 

Darrin Denne/HC-SC/GC/CA 

2008-12-1211:21 AM 

Hi Stephanie 

To Stephanie MitcheIIlHC-SC/GC/CA@HWC 

cc Chantal Trepanier/HC-SC/GC/CA@HWC 

Subject Re: Fw: Media Lines for Salvia Divinorum8:! 

I have no problem sharing it with Legal now, but I think from a communications point of view there are also 
things I would change about the lines. The language is very bureaucratic. We don't address the adverse 
reaction reports we've got on file (reporters always ask), or why we've never acted on the the MHPD 

,) 

report that recommended the substance be scheduled under the CDSA (which media keeps bringing up). 
We don't really explain how it is that we would regulate a product made from salvia, but not salvia itself. I 
hope we'll be able to address some of these issues in the approvals process as yvell before it goes to DGs. 

Cheers, 
Darrin 

Darrin Denne 
Senior Communications Advisor - HPFB I Conseiller principal en communications - DGPSA 
Strategic Communications Directorate / Direction des communications strategique 
Public Affairs, Consultation and Communications Branch (PACCB) / 
Direction generale des affaires publiques, de la consultation et des communications (DGAPCC) 
Health Canada / Sante Canada 
Tel: (613) 946-0648 
Cel: (613) 282-6588 
Fax: (613) 957-8805 

Stephanie MitcheIIlHC-SC/GC/CA 
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Stephanie 
MitcheIl/HC-SC/GC/CA 

2008-12-12 10:50 AM 

To Oarrin Oenne/HC-SC/GC/CA@HWC 

cc Chantal Trepanier/HC-SC/GC/CA@HWC 

Subject Re: Fw: Media Lines for Salvia OivinorumC] 

Thanks, Darrin. I'd like to get legal approval at this stage because I have a feeling legal might want to 
make quite a few changes, and I'd like the DGs and ADMs to see those changes. Does that work for you? 

Cheers, 

Stephanie Mitchell 

Communications Advisor 
Conseillere des communications 
Health Canada I Sante Canada 
Government of Canada I Gouvernement du Canada 
269 Laurier Ave I 269 ave Laurier Ottawa ON K1A OK9 
613 941-3107 I telephone I telephone 
613-948-8085 I facsimile I telecopieur 
stephanie_mitchell@hc-sc.gc.ca 

Darrin Denne/HC-SC/GC/CA 

Oarrin Denne/HC-SC/GC/CA 

2008-12-12 10:45 AM To Chantal Trepanier/HC-SC/GC/CA@HWC 

cc Stephanie Mitchell/HC-SC/GC/CA@HWC 

Subject Re: Fw: Media Lines for Salvia OivinorumC] 

This is the first time I have seen the media lines, so I don't think so. In HPFB's normal approval process, 
Legal reviews Comms products right before ADM approval. 

Cheers, 
Darrin 

Darrin Denne 
Senior Communications Advisor - HPFB I Conseiller principal en communications - DGPSA 
Strategic Communications Directorate / Direction des communications strategique 
Public Affairs, Consultation and Communications Branch (PACCB) / 
Direction generale des affaires publiques, de la consultation et des communications (DGAPCC) 
Health Canada / Sante Canada 
Tel: (613) 946-0648 
Cel: (613) 282-6588 
Fax: (613) 957-8805 

Chantal Trepanier/HC-SC/GC/CA 
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;:;;:_"":::::. Chantal 
/ ;~,r;..,,:::: Trepanier/HC-SC/GC/CA 

........-...,."'.f r /""':::.,. ,.;;,'" \. /', r-" 2008-12-12 10:42 AM 
'<~~iI;. J // j/ 

Thank you, 

Was the media lines sent to Angela? 

Chantal 
TellTel: 613 946-5682 
Telec/Fax: 613954-9485 

Darrin Denne/HC-SC/GC/CA 

wnr", ..... ,.P 

@i"''' ..... 
a. " ,.-

.... ~&.+ ......... 

Darrin Denne/HC-SC/GC/CA 

12/12/2008 10:40 AM 

To Darrin Denne/HC-SC/GC/CA@HWC 

cc Stephanie Mitchell/HC-SC/GC/CA@HWC 

Subject Re: Fw: Media Lines for Salvia Divinorum[Z) 

To Stephanie Mitchell/HC-SC/GC/CA@HWC 

cc Chantal Trepanier/HC-SC/GC/CA@HWC 

Subject Re: Fw: Media Lines for Salvia DivinorumC] 

I don't deal with NHP legal issues that often, but I believe it is Angela Lin. 

Cheers, 
Darrin 

Darrin Denne 
Senior Communications Advisor - HPFB I Conseiller principal en communications - DGPSA 
Strategic Communications Directorate I Direction des communications strategique 
Public Affairs, Consultation and Communications Branch (PACCB) I 
Direction generale des affaires publiques, de la consultation et des communications (DGAPCC) 
Health Canada I Sante Canada 
Tel: (613) 946-0648 
Cel: (613) 282-6588 
Fax: (613) 957-8805 

Stephanie MitcheIl/HC-SC/GC/CA 

Stephanie 
MitcheIl/HC-SC/GC/CA 

2008-12-1210:15 AM 

Hi, Chantal and Darrin, 

To Chantal Trepanier/HC-SC/GC/CA@HWC, Darrin 
Denne/HC-SC/GC/CA@HWC 

cc 

Subject Re: Fw: Media Lines for Salvia DivinorumQ] 
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t 
Chantal, I didn't send the media lines to the counsel in NHP. Darrin (my colleague in HPFB), could you tell 
Chantal who you usually deal with in legal for NHP issues? 

Thank you both, 

Stephanie Mitchell 

Communications Advisor 
Conseillere des communications 
Health Canada 1 Sante Canada 
Government of Canada 1 Gouvernement du Canada 
269 Laurier Ave 1 269 ave Laurier Ottawa ON K1A OK9 
613 941-3107 1 telephone I telephone 
613-948-80851 facsimile I telecopieur 
stephanie_mitchell@hc-sc.gc.ca 

Chantal Trepanier/HC-SC/GC/CA 

;::':::::::': Chantal 
//-%:::.,,:: Trepanier/HC-SC/GC/CA 

~~fr~,. 
,.j. \,~, ,,..........--. 2008-12-12 10:09 AM 

To Stephanie Mitchel//HC-SC/GC/CA@HWC 

"~'YV'i!' / I ~,-;:, .I 

"-

cc 

Subject Fw: Media Lines for Salvia Divinorum 

Hello Stephanie, 

Did you also sent the media lines to a legal counsel for NHP? If so, can you tell me who? 

Thanks! 

Chantal 
TellTel: 613946-5682 
Telec/Fax: 613 954-9485 

----- Forwarded by Chantal Trepanier/HC-SC/GC/CA on 12/12/2008 09:57 AM ----

Diane 
Labelle/HC-SC/GC/CA 

11/12/2008 03:42 PM 

Hi Stephanie, 

To Stephanie Mitchell/HC-SC/GC/CA@HWC 

cc Chantal Trepanier/HC-SC/GC/CA@HWC, Jason 
Brannen/HC-SC/GC/CA@HWC 

Subject Re: Fw: Media Lines for Salvia Divinorum[3 

Chantal Trepanier will review the media lines. The Controlled Drugs and Substances legal team is made 
up of four lawyers: Chantal Trepanier, Caroline Mercier, Melanie Poirier and Christine Evans. FYI, Jason 
Brannen does litigation related work, and we call on his help (or Mary Ormerod's) when a matter is being 
litigated, which is not the case here. 
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As head of the team you can always contact me. 

Cheers, 
Diane 

Stephanie Mitche"/HC-SC/GC/CA 

Stephanie 
MitcheIl/HC-SC/GC/CA 

11/12/200803:19 PM 

Hi Diane, Jason and Chantal, 

To Diane Labelle/HC-SC/GC/CA@HWC, Jason 
Brannen/HC-SC/GC/CA@HWC, Chantal 
Trepanier/HC-SC/GC/CA@HWC 

cc 

Subject Fw: Media Lines for Salvia Divinorum 

We're working on media lines for salvia. Could you please tell me who I should send them to in legal for 
approval? 

~ 
Salvia ML Dec. 11. 200B.doc 

Thanks so much, 

Stephanie Mitche" 

Communications Advisor 
Conseillere des communications 
Health Canada I Sante Canada 
Government of Canada I Gouvernement du Canada 
269 Laurier Ave I 269 ave Laurier Ottawa ON K1A OK9 
613 941-3107 I telephone I telephone 
613-948-8085 I facsimile I telecopieur 
stephanie_mitchell@hc-sc.gc.ca 

---- Forwarded by Stephanie MitcheIl/HC-SC/GC/CA on 2008-12-1103:16 PM ----

Cheryl 
Tremblay/HC-SC/GC/CA 

2008-12-1102:10 PM 

Hi Stephanie, 

To Stephanie Mitchell/HC-SC/GC/CA@HWC 

cc Jocelyn Kula/HC-SC/GC/CA@HWC, Andrew 
Adams/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC 

Subject Media Lines for Salvia Divinorum 

Further to inter-branch meetings between HPFB (NHPD, MHPD, HPFBI) and HECSB (DSCSD) 
in September, 2007, which were held to discuss Salvia divinorum and reach a consensus on next 
steps, and recent discussions concerning Salvia among the Director Generals of the above 
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mentioned Directorates in September 2008, DSCSD is working to finalize the latest version of 
the media lines on Salvia divinorum . These lines have been distributed to the HPFB Directorates 
for comment at the working level and have been approved by: 

Andrew Adams, Director, Office of Controlled Substances, DSCSD, and 
Suzanne Desjardins, Director, Office of Research and Surveillance, DSCSD 

Please find attached, a copy of the media lines for Salvia divinorum for your coordination of 
senior management approvals with HPFB communications. 

Media Lines Salvia D ivinorum Dec 11 2008. wpd 

Thank you, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 
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- HPFB Communications Comments 
February 3, 2009 

Media Lines 
Regulatory Control of Salvia Divinorum 

Since 2006, Health Canada has observed a steady increase in the amount of media 
interest regarding the availability of Salvia divinorum on the Canadian market. Health 
Canada has also received a number of enquiries from various municipalities and members 
of the public asking why Health Canada has not taken steps to control the availability of 
Salvia divinorum, particularly given reports from scientific and media sources suggesting 
that Salvia divinorum is being used by adolescents and young adults specifically for its 
hallucinogenic properties. 

Key Messages: 

I • " - - . ~ - - - - . - - - . - - - - - - - , . 

• Health Canada continues to collect relevant information about Salvia divinorum 
and its active ingredient, Salvinorin A, from both national and international 
sources in order to determine what, if any, legulatorycontr()ls.(lr~~e~desL 

• While the media has reported that the use of Salvia divinorum is on the rise in 
certain parts ofthe country, Health Canada does not currently have statistics on ill. 
us~ across tl1~Gana~ia.n population~. . 

• Health Canada is taking steps to address this lack of data. Questions regarding 
the use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health SurveY~.A g~neral.. 
open-ended question about the use of other substances has also been included in 
the 2008 Canadian Alcohol and Drug Use Monitoring Survey~. 

Supplementaty Messages: 

• 

'If1C:a.n~da,. n~it~er. th~herb ;"alvia tjivi!,:orzI11l.n.or its .tn.aill. active. ingre~iept, ... 
Salvinorin A, is controlled under the.C o.nt!.ollec! f)rugs.an.4. ;;!~~stcmc.es.4ct.. 
(CDSA). 

. Salvia divinorum is not listed under thelJnited Nations DrugCoIltrol Conventions 
and does not have )0 be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 

Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, 
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• 

Finland and South Korea) have placed controls on the import and/or sale of Salvia 
divinorum. Although some individual U.S. states have implemented laws 
restricting its use, sale and/or distribution, Salvia divinorum is not federally 
regulated under the Controlled Substances Act in the United States. 

In. c:amlda, Salvia divlnorum. ul1de~ s_om~c()~dition_sotu.se_Il1~etsthe ~efil1ition. ()f. _ ... 
a natural health product under the Natural Health Product Regulation~Jhi? _ 
means tha\: a pI'o_dlJctl11<i~il1g. _h~alth_ claiI11~ _th<it ~ontail1s §/!lvi~. cii1!irlJY!l!!f1_must .be 
approved by Health Canada prior to., being_sold in. Can~l(ia. PI()~ucts.th<lt_~on.'t_._ 
comply with the regulations may be subject to compliance and enforcement 
action~ .. 

As of January 2009, Health Canada had not approved any Salvia divinorum 
products for sale in Canada. 

Jfasked for specifics on when the survey data will be available: 

• Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available"· 
in summer 2009, while the results of the Youth Smoking Survey and the Ontario 
Student Drug Use and Health Survey likely will not be available until 2010. 

Questions and Answers 

Ql- If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 

Al -lhere .ar~ \leryJ~'v. _c()ntr()lle<i sci~nt.it1c _st!ld.ie?_..o! th~p.h)'sic<l1.a1l~ps>:c.h()tropic . 
effects of Salvia divinorum on human~.aIl~llsiIlgtht!st!stu~ies_t() p_rec.li~tits l'otential f()r 
addiction and abuse is difficult. Ibe mechanism of action by which Salvia divinorum 
works is still not fully understood fromtheexistinginformai{on~an<ttit~r~_c()ritr()llt!d.·_._.\ ... 
systematic research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none has advised that the use of Salvia 
divinorum poses any particular threat to public safety. 

02 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself?____d 

A2 - The liat~lra.lliealt~ f'!~ducts Regulations apply t_o finished _ natlJraJ hetl1 t~ _pr~du~ts. d 

that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant,~{dviac(ivinorurn:d 

QJ.. __ Past media rep()rts have indicated that Health Canada is assessingthe 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 

000154 

Formatted: Font: Not Italic 

Deleted: (NHPR) 

Deleted: and, therefore, Salvia 
divinorum 

Deleted: s 

Formatted: Font: Italic 

Deleted: sale 

Deleted: Non-compliant p 

, Deleted: in accordance with the 
Health Products and Food 
Branch's Compliance and 
Enforcement Policy (POL-OOO I) 

Formatted: Bullets and 
Numbering 

Formatted: Bullets and 
Numbering 

Deleted: Human studies that 
demonstrate reliable, systematic 
and 

Deleted: observations 

Deleted: n 

Deleted: are sparse 

Deleted: The information 
cWTently available to Health 
Canada indicates that the 
likelihood of abuse/misuse of 
Salvia divinorum is unknown, that 
t 

Deleted: that 

I Formatted: Font: Italic 

t Formatted: Font: Italic 

. \ Formatted: Font: Italic 

( Formatted: Font: Italic 

i Deleted: 2 



Al- Health Canada considers several factor~in det~I1lliningwl1etl1er_sche<iuliI1ga__ __ / - (Deleted: carefully 

substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• International requirements and trends in control and scheduling; 
• Chemical and pharmacological similarity to other substances already scheduled 

under the CDSA; 
• Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 

Addiction liability and potential for abuse/misuse of the substance; 
• Extent of actual abuse and misuse of the substance in Canada and internationally; 

and 
I • Overall risk to public health and safety posed by the substance. 

Health Canada has only anecdotal information about the last three of the above
mentioned factors. 

Health Canada will continue to collect and consider information regarding Salvia 
divinorum as it becomes available, in order to determine whether Jhe (;ontrols impo~e<i ~y ______ -- {_De_leted_:_o_r n_ot ____ __ 

the CDSA are an appropriate strategy for managing the risks associated with Salvia 
divinorum's use and controlling its availability. 

04 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
A4 - Health Canada maintains an active file on this topic. Health Canada will continue to 
collect and consider information regarding Salvia divinorum as it becomes available, in 
order to determine whether the controls imposed by the CDSA are an appropriate strategy 
for managing the risks associated with Salvia divinorum's use and controlling its 
availability. 

05 - Has Health Canada received any reports of adverse reactions related to the use 
of Salvia divinorum? 
AS -- Since 2005, Health Canada has received tour reports of adverse reactions 
associated with the use of Salvia divinorum as a hallucinogen, with three being 
considered non-serious (requiring no medical attention) and the fourth being considered 
serio LIS (medical intervention was reguired). 
Where did these reports come from1 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature andjnc\ude hallucinations, out-of-bodyexperiences, unconsciousness and short
term memory loss,. 
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The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 
from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 

1.8 million persons aged 12 or older used Salvia divinorum at least once in their 
lifetime, and approximately 750,000 did so in the past year. 

• Use was more common among young adults (18 to 25 years old) as opposed to 
older adults (>26 years of age). 

• Young adults were 3 times more likely than youths aged 12 to 17 to have used 
Salvia divinorum in the past year. 

• Use was more common in males than females. 

Salvia divinorum is widely touted on the Internet as a "legal" alternative to street drugs. 

The mechanism of action by which Salvia divinorum works is not fully understood. 
While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience is quite unique. 

Prepared by Cheryl Tremblay, Policy and Regulatory Affairs Division, DSCSD 
Stephanie Mitchell, Communications Officer (HECSB) 

Approved by 

Approved 
Pending 
Pending 
Pending 
Pending 
Pending 
Pending 

Pending 
Pending 

Pending 
Pending 
Pending 

Darrin Denne, Communications Officer (HPFB) 

Andrew Adams, Director, OCS, DSCSD 
Ray Edwards, A/DO, DSCSD 
HPFB programme APPROV ALS (NHPD) 
HPFB programme APPROV ALS (MHPD) 
HPFB programme APPROVALS (HPFBI) 
Kathleen Malone, Senior Communications Executive, HECSB 
Peter Yendall, AlDirector, Public Affairs, PACR 

Paul Glover, ADM, HECSB 
Meena Ballantyne, ADM, HPFB 

DMO 
MO 
PCO 
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:-
DRAFT - HPFB Communications Comments 
February 3,2009 

Media Lines 
Regulatory Control of Salvia Divinorum 

Since 2006, Health Canada has observed a steady increase in the amount of media 
interest regarding the availability of Salvia divinorum on the Canadian market. Health 
Canada has also received a number of enquiries from various municipalities and members 
of the public asking why Health Canada has not taken steps to control the availability of 
Salvia divinorum, particularly given reports from scientific and media sources suggesting 
that Salvia divinorum is being used by adolescents and young adults specifically for its 
hallucinogenic properties. 

Key Messages: 

I 
<--

• 
. - - - - ~ . - - - -- - - - - - - - -- ~ - - - --- - - -- - - -- - -- - - - -

Health Canada continues to collect relevant information about Salvia divinorum 
and its active ingredient, Salvinorin A, from both national and international 
sources in order to determine what, if any, legul~!()ryc()I1trols_ ~~~need_~~_ 

• While the media has reported that the use of Salvia divinorum is on the rise in 
certain parts of the country, Health Canada does not currently have statistics on M 
us~ llC!OSS tll~C:;ln_a~ia.n }J()pul_ati()n. __________ _ 

• 'Health Canada is taking steps to address this lack of data. Questiot\sregarding_ 
the use of Salvia divinorum have been included ih the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health SurveYli\_g~I1eraL_ 
open-ended question about the use of other substances has also been included in 
the 2008 Canadian Alcohol and Drug Use Monitoring Surveyt______ 

Supplementary Messages: 

) ,- -

• 

'In Canada, neither the herb §,alvia divinorum nor its main active ingredient, 
Salvinoriry A, d<:ontrol1ed_l1l1d~rth~~(-;~ir~lje4p~~;gs.~n4S~b~tan;;~s-A~t -
(CDSA). I 

Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not haveJo be regulated as a controlled substance in any of the countries _ 
'(including Canada) that are Signatories to these conventions. -- - - . 

Several countries (Australia, Belgium, Denmark, Sweden, [taly, Spain, 
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Finland and South Korea) have placed controls on the import and/or sale of Salvia 
divinorum. Although some individual iu.s. ~tates have implemented laws 
restricting its use, sale and/or distribution, Saivjadivjnorllm'isnoifederali~ 
regulated under the Controlled Substances Act in the United States. 

~In .Ga.na~a,§Cllvi(l divinorurn'lmd.et ~ornec.on~iHonsofllse. ~t'!~ts _ the d~t1Iliti()n (}f 
a natural health product under the Natural Health Product Regulation~ This I ' .......•. -..... -.-

means that ap.rodllc1;,JI11a~ing.h~alt~ (;laiIl1~ t~at.~om~iIls §,Cll~i(l. divill':OUm. lTIu.stbe 
approved by Health Canada prior to.lb.ein~Ls()ld}n<:al1~da:!1()~l1ct.s.th.at.~()n'~. 
comply with the regulations 1Tlay.~e sllbJe(!t.t()complial1ceaIld(!Ilf(}rcement. 
action~ . 

products for sale in Canada. i 

:/fasked (or specifics on when the survey data will be available: 

• Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available"', 
in summer 2009, while the results of the Youth Smoking Survey and the Ontario 
Student Drug Use and Health Survey likely will not be available until 2010. I 

Questions and Answers 

Ql- If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 

Al -l!Th~re .. a~t::. ,-:ery. fe\V .c(}ntr()lle<i :;cj~IltWc .. studiesp,tllep.hysi(!a.J.at1<lPsycll(}tropic.. " 
effects of Salvia divinorum on human~aIl~.usingth~s~_sttl<lit!s.t()pre<ii(;titsJ~()tel1ti~lX()r '" 
addiction and abuse is difficult.~t'!lTI.e(;hal1isJll()f~cti()l1.b.Y~hich§£llvia ciiv.inorurrz .~:\ 
works is still not fully understood! Jrom.t.ht!~xi:;ting.int()~tnationJ a.n<\ Il1(}r(! .c()Iltr()lle.d .. 
systematic research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none has advised that the use of Salvia 
divinorum poses any particular threat to public safety. 

'02 - How can Health Canada regulate a product containing Salvia divinorum, but. 
not the sale of Salvia divinorum itself? 

A2 - The fiatu!,CiI1!e.althfrorJuc:ts. Re¢illlcltions.apply.to.fIni~h:e~l1attl~alheCllth pro.~tl(;ts_ .. ' 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, §a1viClAivin(jruflt: 

QJ.,- Past media rellorts have indicated that Health Canada is assessingth~ ... 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
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,t 
I AI- Health Canada considers several factor~il1Aet~f!TliIling\\,~etl1.(!rsche4ulinga ___ _ --l Comment: CT - ./ Agree. 

substance under the Controlled Drugs and Substances Act (COSA) is warranted. These 
include: 

-, Deleted: carefully 

• International requirements and trends in control and scheduling; 
Chemical and pharmacological similarity to other substances already scheduled 
under the COSA; 

• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Addiction liability and potential for abuse/misuse of the substance; 
• Extent of actual abuse and misuse of the substance in Canada and internationally; 

and 
I • Overall risk to public health and safety posed by the substance. 

Health Canada has only anecdotal information about the last three of the above
mentioned factors. 

Health Canada will continue to collect and consider information regarding Salvia 
divinorum as it becomes available, in order to determine whether !he controls imposed by __ . _ -
the COSA are an appropriate strategy for managing the risks associated with-Salvia--- -, 
divinorum's use and controlling its availability. 

04 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
!A4 - Health Canada maintains an active file on this topic. Health Canada will continue to 
collect and consider information regarding Salvia divinorum as it becomes available, in 
order to determine whether the controls imposed by the COSA are an appropriate strategy 
for managing the risks associated with Salvia divinorum's use and controlling its 
availability. i H _ H .. U 

'05 - Has Health Canada received any reports of adverse reactions related to the use 
of Salvia divinorum? 
A5 -- Since 2005, Health Canada has received four reports of adverse reactions 
associated with the use of Salvia divinorum as a hallucinogen, with three being 
considered non-serious (requiring no medical attention) and the fourth being considered 
serious (medical intervention was required). 
\Vhere did these reports come from'a l_ 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature andjnclude hallucinations, out-of-body experiences, unconsciousness and short-
term memory los{ -- ------ - - - - - - - - -

,-

000159 

Comment: CT - ,f Agree, 
however, this line is included 
under A4 as well. Suggest 
removing from A3. 

Deleted: or not 

Comment: CT - This line is 
under A3 as well suggest removing 
fromA3. 

Comment: CT - J( Disagree. 
Counterintuitive to emphasize 
importance of ADR's when HRA 
states "it is important to note that 
accumulated case reports cannot be 
used to determine the incidence of 
a reaction, nor the risk associated 
with the use of a product, because 
of the unknown number of 
individuals exposed to the product 
and because of the significant 
under-reporting of ADR's. The 
CADRMP is not an appropriate 
tool to obtain infonnation 
concerning adverse reactions 
associated with the use of SalVia 
divinorum as a street drug." and 
non-serious nature of3 of the 
events and concomitant use of 
alcohol and ADD in 4" case. 

I 
\ Comment: CT - ,f Agree. 

[- Deleted: , which 

L Comment: CT - ,f Agree, 

r Deleted: , are short-acting in 
l nature 

l Formatted: English (U.K.) 



The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 
from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 

1.8 million persons aged 12 or older used Salvia divinorum at least once in their 
lifetime, and approximately 750,000 did so in the past year. 

• Use was more common among young adults (18 to 25 years old) as opposed to 
older adults (>26 years of age). 
Young adults were 3 times more likely than youths aged 12 to 17 to have used 
Salvia divinorum in the past year. 
Use was more common in males than females. 

Salvia divinorum is widely touted on the Internet as a "legal" alternative to street drugs. 

~The mechanism of action by which Salvia divinorum works is not fully understood. 
While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience is quite unique. 

Prepared by Cheryl Tremblay, Policy and Regulatory Affairs Division, DSCSD 
Stephanie Mitchell, Communications Officer (HECSB) 

Approved by 

Approved 
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Pending 
Pending 
Pending 
Pending 
Pending 

Pending 
Pending 

Pending 
Pending 
Pending 

Darrin Denne, Communications Officer (HPFB) 

Andrew Adams, Director, OCS, DSCSD 
Ray Edwards, A/DG, DSCSD 
HPFB programme APPROVALS (NHPD) 
HPFB programme APPROVALS (MHPD) 
HPFB programme APPROVALS (HPFBI) 
Kathleen Malone, Senior Communications Executive, HECSB 
Peter Yendall, AlDirector, Public Affairs, PACR 

Paul Glover, ADM, HECSB 
Meena Ballantyne, ADM, HPFB 
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CT - X Disagree. Makes it unclear that countries can still regulate on their own accord. 
Prefer "and, therefore, is not required to be regulated" 
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Formatted Bullets and Numbering 

Page 2: [4] Comment CTREMBLA 2009-02-1110:52 AM 

CT - ./ Agree. Moved from 3rd bullet under key messages. 
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Human studies that demonstrate reliable, systematic and 

Page 2: [6] Comment CTREMBLA 2009-02-1110:52 AM 

Brittany has also suggested that we removed this line after reading the Willmore et al. 
article. " if we want to be really picky, I also addressed this in my report ... and based on 
its pharmacology, this is not unknown. We know that it is a KOR agonist and by virtue of 
that should be a low abuse liability." 

Page 2: [7] Deleted CTREMBLA 2009-02-10 1:30 PM 

The information currently available to Health Canada indicates that the likelihood of 
abuse/misuse of Salvia divinorum is unknown, that t 

Page 2: [8] Comment CTREMBLA 2009-02-1110:52 AM 

CT - This line appears under Q 1 as well and again Brittany has suggested that we remove 
this line after reading the Willmore et al. article. "It was in this context that I felt there 
was some play ... because people have very different experiences on the drug which have 
led to the idea that there might be more than just KOR at play .... or salvinorin ... but yes, 
just take itout" - Brittany 
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Valerie Hurry/HC-SC/GC/CA 

2009-02-1708:11 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Stephanie Lessard/HC-SC/GC/CA@HWC 

bcc 

Subject Re: Fw: It's Your Health - Salvia divinorum - Draft One@] 

History: ~ This message has been replied to. 

With apologies for the delay 

it 
IYH . Salvia Divinorum· Draft Only_NHPD ed by RJM.wpd 

Valerie 

Valerie Hurry, M.Sc. 
Assessment Officer 
Natural Health Products Directorate 
Health Products and Food Branch 
Health Canada 
2936 Baseline Road 
A.L. 3302D 
Ottawa, Ontario K1A OK9 
Phone: (613) 957-6788 Fax: (613) 946-1615 
Email: Valerie_Hurry@hc-sc.gc.ca 

Cheryl Tremblay/HC-SC/GC/CA 

Cheryl 
Tremblay/HC-SC/GC/CA To Valerie Hurry/HC-SC/GC/CA@HWC 

2009-02-13 08:43 AM cc 

Subject Re: Fw: It's Your Health - Salvia divinorum - Draft One@] 

Hi Valerie, 

Just wondering if you've had an opportunity to review the It's Your Health Article on Salvia divinorunf? I 
don't think that Sue Lumsden gave us a particular deadline, but we're hoping to have our comments to her 
mid-week next week. 

Thanks, 
Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 

Jocelyn Kula/HC-SC/GC/CA 

Jocelyn Kula/HC·SC/GC/CA 
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2009-02-05 12:38 PM To Cheryl Tremblay/HC-SC/GC/CA@HWC, Brittany 
Sauve/HC-SC/GC/CA@HWC, Valerie 
Hurry/HC-SC/GC/CA@HWC 

cc 

Subject Fw: It's Your Health - Salvia divinorum - Draft One 

May I suggest that we try and provide one set of comments for Sue to work from? Perhaps if everyone 
could provide comments to Cheryl, she can collate and then circulate for all to agree on before we pass on 
to Sue. Just might be easier for Sue to work from. 

Let me know. 

Jocelyn 

Jocelyn Kula 
Manager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-02-05 12:36 PM -----

"Sue Lumsden" 

5.19(1) 

2009-02-05 12:34 PM 

To "Jocelyn Kula" <jocelyn_kula@hc-sc.gc.ca>, "Cheryl 
Tremblay" <Cheryl_ Tremblay@hc-sc.gc.ca>, Brittany Sauve 
<brittany-sauve@hc-sc.gc.ca>, "Valerie Hurry" 
<Valerie_Hurry@hc-sc.gc.ca> 

cc <ScotCJordan@hc-sc.gc.ca> 

Subject It's Your Health - Salvia divinorum - Draft One 

Good afternoon, 

With apologies for the delay since we spoke about this issue, I'm forwarding a first draft of the It's Your 
Health (IYH) article on Salvia Divinorum. 

When reviewing this document, please keep in mind that IYH is geared towards an audience with grade 
10-12 literacy skills. We try to use plain language and a conversational tone. I realize this draft is quite 
simplistic in content, especially when compared to Brittany's research paper. 

The usual process with IYH is for the draft to go back and forth between the writer and the Program 
contacts until you are satisfied with the content and tone ofthe article, at which point it is forwarded to the 
IYH Manager (Lisa Mackay) to begin the formal approvals process. 

I'll be happy to work with you on revisions via e-mail or telephone, whichever you prefer. 

Thank you. I look forward to seeing or hearing your comments on this first draft. 

Sue 
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Valerie Hurry - Comments 

Salvia Divinorum 

The Issue 

Certain Web sites are promoting the use of Salvia divinorum as a "legal" alternative to street 
drugs. Health Canada recommends that you avoid using this substance because very little is 
known about the extent of adverse effects, and there is no way to predict how it will affect you. 

Background 

Salvia divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it is capable of acting on the mind. 

The leaves of this plant are used traditionally by the Mazatec Indians in Mexico for medicinal 
and spiritual purposes. Traditional use involves chewing the leaves or using them to make tea to 
treat such conditions as headache or stomach upset, or to produce "mystical" or hallucinogenic 
expenences. 

Products that claim to contain Salvia divinorum - or its main active ingredient, Salvinorin A -
are widely available on the Internet and are sold in various "head shops" and corner stores. 
These products are sold in a number of formats, including seeds;- and plant cuttings for 
propagation purposes. jFresh or dried leaves and liqnid extracts, are intended to be either 
chewed, swallowed or smoked; liquid preparations are also available for consumption. Street 
names for Salvia divinorum include: diviner's sage, Magic mint, Maria pastra, puff encens 
special, ska pastora, ska Maria pastora, Sally D, Lady Sally and Salvia. 

Recently, there have been reports suggesting that Canadian teens and young adults are using 
Salvia divinorum to get "high," but so far, there has been no solid research in Canada on actual 
use. 

Health Canada has not approved any Satri-a Salvia divinorum products for sale in Canada. 

Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of Salvia divinorum. A number of 
individual states have dOlle this as ~eH, but Salvia divinoIUlll It is not regulated under the 
Controlled Substances Act in the United States but a number of individual states have placed 
restrictions on its sale. 

Risks associated with using Salvia Divinorum 

The use of Salvia divinorum distorts reality. The effects vary from person to person, are often 
described as unpleasant, and may include the following: 
• hallucinations ("seeing" objects that are not there); 

000166 



Valerie Hurry - Comments 

• out-of-bodyexperiences; 
• loss of consciousness; 
• short-term memory loss; 
• uncontrollable laughter; 
• impaired ability to speak. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one experience to the next, depending on such factors as the potency of the 
product, how much was used, whether it was ingested or smoked, and the user's mood and 
expectations. It does not appear to cause the euphoria often associated with other psychoactive 
drugs, so many people who try it do not repeat the experience. 

A major concern about Salvia divinorum is the fact that there have been so few scientific studies 
about the way it affects the body and the brain. For example, very little is known about the 
following issues: 
• whether it is toxic; 
• precisely how it acts on the brain; 
• how long it acts on the brain and whether there are permanent effects; 
• whether it causes physical or psychological dependence (unlikely according to the 

evidence available so far); 
• how it interacts with other substances (including drugs and alcohol). 

Also, since no Salvia divinorum products have been approved for sale in Canada, products that 
claim to contain this substance have not been reviewed by Health Canada. As such, they may be 
counterfeit or may contain other ingredients that pose risks to health. In cases like this, it is 
always a matter of "buyer beware." 

The Legal Status of Salvia divinorum 

From time to time, Health Canada is asked why Salvia divinorum and Salvinorin A are not 
prohibited under the Controlled Drugs and Substances Act (CDSA). When assessing whether to 
regulate a substance under the CDSA, Health Canada considers many factors, including the 
following: 
• international requirements and trends in controlling the substance; 
• similarity to other substances already regulated under the CDSA; 
• whether there may be legitimate uses of the substance (e.g., potential health benefits); 
• the potential for addiction and abuse/misuse of the substance; 
• the extent of actual abuse and misuse of the substance in Canada and elsewhere; 
• overall risk to public health and safety posed by the substance. 

In the case of Salvia divinorum, there is simply not enough information available to determine 
whether prohibition is the best option to manage risks. To d<'tte, HO i<'t~ enforcement dgcncics 
: len e <td ~~i5ed ! Ie,llth Cmdd<'t llmt tire usc of 8td cia lHtinO/ mn pm;C"; emy lJ<'tttictlictI threat to pttblie 
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...,afcty. Ho~vever, as noted earlier, liet, little is kno~n about the potential for addiction or the 
extent of aetna} ttse. 

Questions about the use of Salvia divinorum have been included in the 2008-2009 Youth 
Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results 
will help fill some of the information gaps, but the data will not likely be available until 2010. 

Minimizing Your Risk 

Health Canada recommends that you avoid using Salvia divinorum. Also, if you have children, 
talk to them about peer pressure and the risks of using drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a product is "natural," this does not mean it is safe. Natural 
Health Products that have been approved by Health Canada will have one of the following: 
• a Natural Product Number (NPN) or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM) 

reversed order ofNPN and DIN-HM 

These numbers indicate that the product's quality, safety and efficacy, including labelling and 
instructions for use, have been reviewed. As stated earlier, no Salvia divinorum products have 
been approved by Health Canada. 

Health Canada's Role 

Health Canada continues to collect and consider information regarding Salvia divino rum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of Salvia divinorum and to control the availability of 
this substance. 

Need More Info? 

For information about Health Canada's Drug Strategy and Controlled Substances Programme, go 
to: http://www.hc-sc.gc.ca/ahc-asc/branch-dirgenlhecs-dgsesc/ dscsp-psasc/index -eng.php 

Also, see the section on Prevention on the Government of Canada's National Anti-Drug Strategy 
Web site at: http://www.nationalantidrugstrategy.gc.ca/.This site has a number of helpful 
resources for parents, including "Tips on Talking to Your Teenager" and "What to do if Your 
Teen is using Drugs." 
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For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.net/Research/osdus.html 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssite app/ controller/index.cfm 

Also, see the following Web sites: 

u.s. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

u.s. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov/2k8lhallucinogenslhallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web site at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/index -eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2009 

Catalogue# 
ISBN# 

Writer: 

----- 0 -----

Sue Lumsden ___ ~ ___ _ 

Version/date: Draft One, February 5,2009 

Contacts: Jocelyn Kula, Cheryl Tremblay, Brittany Sauve (HEeSB) 
Valery Hurry (NHPD - HPFB) 
No input from MHPD, but draft is being sent to Scott Jordan for review 

000169 

5.19(1) 



Hi Jocelyn, 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-02-1709:51 AM 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc 

bcc Cheryl Tremblay/HC-SC/GC/CA 

Subject Re: Fw: It's Your Health - Salvia divinorum - Draft Onel:El 

I received Valerie's comments this am. Here is the draft with all of our comments included. I'll give Isabel a 
hard copy for you as well. 

IYH - Salvia Divinorum - Draft One_DSCSD_NHPD Comments.doc 

Thanks, 
Cheryl 

Jocelyn Kula/HC-SC/GC/CA 

Jocelyn Kula/HC-SC/GC/CA 

2009-02-15 10:33 PM To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

Subject Re: Fw: It's Your Health - Salvia divinorum - Draft Onel:El 

thanks but I think I would prefer to see all the comments together. .... can you pis track down Valerie if you 
don't see anything when you are back on Tuesday ..... 1 would like to honour the commitment to Sue 
Lumsden and we may need to meet with people, i.e., ORS before that... .. 

JK 

Jocelyn Kula 
Manager! Gestionnaire 
Policy and Regulatory Affairs Division! Division des politiques et affaires reglementaires 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Cheryl Tremblay/HC-SC/GC/CA 

Hi Jocelyn, 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-02-1308:47 AM 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc 

Subject Re: Fw: It's Your Health - Salvia divinorum - Draft One[:] 
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I'm not sure if you want to see this before we've received all comments (I sent a reminder to Valerie this 
am to let her know that we would like to send Sue our comments next week sometime) but here are 
Brittany and my comments thus far. 

[attachment "IYH - Salvia Divinorum - Draft One_DSCSD_NHPD Comments.doc" deleted by Jocelyn 
Ku la/HC-SC/GC/CA] 

Thanks, 
Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 

Jocelyn Kula/HC-SC/GC/CA 

Jocelyn Kula/HC-SC/GC/CA 

2009-02-05 12:38 PM To Cheryl Tremblay/HC-SC/GC/CA@HWC, Brittany 
Sauve/HC-SC/GC/CA@HWC, Valerie 
Hurry/HC-SC/GC/CA@HWC 

cc 

Subject Fw: It's Your Health - Salvia divinorum - Draft One 

May I suggest that we try and provide one set of comments for Sue to work from? Perhaps if everyone 
could provide comments to Cheryl, she can collate and then circulate for all to agree on before we pass on 
to Sue. Just might be easier for Sue to work from. 

Let me know. 

Jocelyn 

Jocelyn Kula 
Manager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-02-05 12:36 PM -----

"Sue Lumsden" 

5.19(1) 

2009-02-05 12:34 PM 

To "Jocelyn Kula" <jocelyn_kula@hc-sc.gc.ca>, "Cheryl 
Tremblay" <CheryL Tremblay@hc-sc.gc.ca>, Brittany Sauve 
<brittany-sauve@hc-sc.gc.ca>. "Valerie Hurry" 
<Valerie_Hurry@hc-sc.gc.ca> 

cc <ScotCJordan@hc-sc.gc.ca> 

Subject It's Your Health - Salvia divinorum - Draft One 

Good afternoon. 
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Laia Divinorum 
I 
i 

The Issue 

Certain Web sites are promoting the use of Salvia divinorum( 1!S=.:..-"d,-,-iv!.!i:!.!n""-01!..!·u,,,-m'-'.)Li~~"legal" .. 
alternative to street drugs. Health Canada recommends that you avoid using this substance 
because very little is known about the extent of adverse effects, and there is no way to predict 
how it will affect you. 

Background 

Salvia divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, these are effects on the mindj ..... 

The leaves ofthis plant are used traditionally by the Mazatec Indians in Mexico for medicinal 
and spiritual purposes. Traditional use involves chewing the leaves or using them to make ~tea 
to treat such conditions as headache or stomach upset, or to produce a "mystical" or 
hallucinogenic experience~.1 . 
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The Legal Status of Salvia Divinorum 

From time to time, Health Canada is asked why S"divinorumand5t!lvi!l.~it1.,L\,~~t1()tJ)r~hibite~._ 
under the Controlled Drugs and Substances Act (CDSA). When assessing whether to regulate a \ 
substance under the CDSA, Health Canada considers many factors, including the following: 
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international requirements and trends in controlling the substance 
• similarity to other substances already regulated under the CDSA 

whether there may be legitimate uses of the substance (e.g., potential health benefits) 
• the potential for addiction and abuse/misuse of the substance 
• the extent of actual abuse and misuse of the substance in Canada and elsewhere 
• overall risk to public health and safety posed by the substance 

In the case of S..divino!lI1n~_ the!~_ is siIllpl)'Ilot t!~_<?llghjnfo11ll11tio_n_llvailabl~to <i~te11lliIl~r 
whether prohibition is the best option to manage ~he potential risks associated with its us~.t 
,Questions about the use of S~£iil'in()rulr!have)~eIliIlclude<iin th~2.0Q~-2.00<)Xollth_Smoki~g: 
Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results will help 
fill some of the information gaps, but the data will no\_b_ellvailll~l~until}()lO. 

Minimizing Your Risk 

Health Canada recommends that you avoid using S"divinorum. Also, if you have children, talk 
to them about peer pressure and the risks of using! illegal ~rugs and other subs~C!es that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a product is "natural," this does not mean it is safe. Natural 
Health Products that have been approved by Health Canada will have one of the following: 

I · ~~:~i~!JH~~~ii~~~~~et~NJ!eopathic Medicine YOIN-HM) 

These numbers let you know that the products have undergone and passed a review of their 
formulation, labelling and instructions for use. As stated earlier, no g. divinorum.l'r()c:luctshllv~p 
been approved by Health Canada. 

Health Canada's Role 

Health Canada continues to collect and consider information regarding Salvia divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of §"divJnorulr! llfld tocolltrol th~ a\,aila~ility of this_ 
substance. '. 

Need More Info? 

For information about Health Canada's Drug Strategy and Controlled Substances iOirectoratel, go 
to: http://www.hc-sc.gc.calahc-asclbranch-dirgenlhecs-dgsesc/dscsp-psasc/index-eng.php 

Also, see the section on Prevention on the Government of Canada's National Anti-Drug Strategy 
Web site at: http://www.nationalantidrugstrategy.gc.cal.This site has a number of helpful 
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resources for parents, including "Tips on Talking to Your Teenager" and "What to do if Your 
Teen is using Drugs." 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
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:1 Ontario Student Drug Use and Health Survey, at: http://www.camh.netiResearchlosdus.html 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssite app/ controller/index.ctinl .. . . u u . . .. . .. ............ Comment: Reverse order-
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@008 Canadian Alcohol and Drug Use Monitoring Survey i 

Also, see the following Web sites: 

U.S. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadisalviad.htm 
U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov/2k8Ihallucinogenslhallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web site at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv lindex -eng. php 
http://www.hc-sc.gc.calenglishliyhlindex.html 
You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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DRAFT 
February 24, 2009 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has observed a steady increase in the amount of media 
interest regarding the availability of Salvia divinorum on the Canadian market. Health 
Canada has also received a number of enquiries from various municipalities and members 
of the public asking why Health Canada has not taken steps to control the availability of 
Salvia divinorum, particularly given reports from scientific and media sources suggesting 
that Salvia divinorum is being used by adolescents and young adults specifically for its 
hallucinogenic properties. 

Key Messages: 

• Health Canada continues to collect relevant information about Salvia divinorum 
and its active ingredient, Salvinorin A, from both national and international sources 
in order to determine what, if any, regulatory controls are needed. 

• While the media has reported that use of Salvia divino rum is on the rise in certain 
parts of the country, Health Canada does not currently have statistics on its use 
across the Canadian population. 

• Health Canada is taking steps to address this lack of data. Questions regarding the 
use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. A general 
open-ended question about the use of other substances has also been included in the 
2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
Salvinorin A, are controlled under the Controlled Drugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and 
South Korea) have placed controls on the import and/or sale of Salvia divinorum. 
Although some individual U.S. states have implemented laws restricting its use, 
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• 

• 

sale and/or distribution, Salvia divinorum is not federally regulated under the 
Controlled Substances Act in the United States. 

Salvia divino rum does however meet the definition of a natural health product 
under the Natural Health Product Regulations (NHPR). This means that Salvia 
products that are not in compliance with the NHPR may be subject to compliance 
and enforcement actions. " 

~ f\Ydf,,~Hy..!, As of January 2009, Health canad~ot issued any Natural Product Numb ~s u 

(NPN) or Drug Identification Num rl\ Homeopathic Medicine (DIN-HM) 0 

Salvia divinorum products. 

If asked/or specifics on when the survey data will be available: 

• Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available 
in summer 2009, while the results of the Youth Smoking Survey and the Ontario 
Student Drug Use and Health Survey likely will not be available until 2010. 

Questions and Answers 

Ql -If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
Al - Very few controlled scientific studies of the physical and psychotropic effects of 
Salvia divinorum on humans have been carried out, and using these studies to predict the 
potential for addiction and abuse associ with Salvia divinorum is difficult. +he 

ffi€~;tSfifH1:-tHfffl'lHtlHe~aHEi-fHt .. ? More controlled systematic research in this area is 
needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none of these have advised that the use of 
Salvia divinorum poses any particular threat to public safety. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 
A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
A3 - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• International requirements and trends in control and scheduling; 
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• Chemic and pharmacologi similarity to other substances already scheduled 
e CDSA; 

• L Itimate uses of the s stance (Le., therapeutic, industrial or commercial); 
• liability and otential til M"se/mien!se of the substance; 
• Extent of actual abuse and misuse of the substance in Canada and internationally; 

and 
• Overall risk to public health and safety posed by the substance. 

Health Canada has only anecdotal information about the last three of the above
mentioned factors, and thus is not yet convinced that the controls imposed by the CDSA 
are an appropriate strategy for managing the risks associated wit~Salvia divinorum ~ • 

Health Canada will however continue to collect and consider i~a~;-rlarding 
Salvia divinorum as it becomes available. 

Q4 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
A4-SeeA3 

Q5 - Has Health Canada received any reports of adverse reactions related to the use 
of Salvia divinorum? 
A5 - Since 2005, Health Canada has received four reports of adverse reactions associated 
with the use of Salvia divinorum as a hallucinogen, with three being considered non
serious (requiring no medical attention) and the fourth being considered serious (medical 
intervention was required)~ 
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Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, out-of-body experiences, unconsciousness and short
term memory loss. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 
from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 
• 1.8 million persons aged 12 or older used Salvia divinorum at least once in their 

lifetime, and approximately 750,000 did so in the past year. 
• Use was more common among young adults (18 to 25 years old) as opposed to 

older adults (>26 years of age). 
• Young adults were 3 times more likely than youths aged 12 to 17 to have used 

Salvia divinorum in the past year. 
• Use was more common in males than females. 

Salvia divinorum is widely touted on the Internet as a "legal" alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique. 
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Jocelyn Kula/HC-SC/GC/CA 

2009-02-25 09:49 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject . Fw: Phone Enquiry - Salvia 

'-h....c..-c ___ ..:' ~ 

h,'~ 

G:,,' \\~~ t>'~. 

Do you feel comfortable taking this one on? I think you should feel free to tell him that he is always 
welcome to keep us informed via the PRAD account... .. and that we are always interested in reports of 
abuse/misuse/inappropriate sale etc. Specific info about retailers is also of interest. 

In terms of regulating, I think you should be honest and say that at the moment, we have not yet made a 
decision as to whether prohibition under the CDSA is appropriate ..... . 

JK 

Jocelyn Kula 
Manager/ Gestionnaire 
Policy and Regulatory Aff~ir .. "~ S ~eglementaires 
Office of Controlled Sub t:::="CO~ c.-
Healthy Environments a. .",. '- "-
de la securite des consol ~--.. ~ 
Health Canada/ Sante CC So--'-0'-.~ 
Tel: (613) 946-0125 Fax: ~·~S. 
----- Forwarded by Jocelyn K 

'e la sante environnementale et 

Carmen 
Berube/HC-SCI 

~ ~ 
~~~ Q.~ ~ A@HWC 

2009-02-2509:1 

Good morning Jocelyn, 

\ ,. C/CA@HWC 

.~c...,~~ ~\'- c.JL._ 

\r--Q-\. eyc...-.., c.~ 
/~~~~') 
( 

Constable Richard Caruso (he ~ .... ''dl I.:alled just now. He said that he is receiving a lot of 
complaints from people indicat., I~ mat Salvia is readily available, advertizea in some stores and sold to 
school kids in his community. He was told that HC is working on regulating this substance. He was 
wondering if there is a place where he can report these complaints here at OCS. He thinks that all the 
complaints should be recorded. 

Constable Caruso can be reached today before 10: 15 or from 4:00 PM on or tomorrow and Friday. 

Please let me and Jennifer know once you have responded for our tracking purposes. 

Thank you, 
Carmen 

OCS_"'-'J_ Co ~_ Ir-~\.<o'-~_c.....~-!;~~~~~ 

"-~ - S:.c.-._ ~'-. Cl. c:::!t......... 

R-:c....'""'~ ,,'~ 
~ .. : <:----"- p <::> L: r_ .... " __ _ 
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Jocelyn Kula/HC-SC/GC/CA 

2009-02-2509:49 AM 

~ '---'S..?'-<:..~_~ 

6 .::::.-. ~c:- -=-
To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: Phone Enquiry - Salvia 

Do you feel comfortable taking this one on? I think you should feel free to tell him that he is always 
welcome to keep us informed via the PRAD account... .. and that we are always interested in reports of 
abuse/misuse/inappropriate sale etc. Specific info about retailers is also of interest. 

In terms of regulating, I think you should be honest and say that at the moment, we have not yet made a 
decision as to whether prohibition under the CDSA is appropriate ..... . 

JK 

Jocelyn Kula 
Manager/ Gestionnaire 
Policy and Regulatory Affairs Division! Division des politiques et affaires reglementaires 
Office of Controlled Substances! Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-02-25 09:46 AM ----

Carmen 
Berube/HC-SC/GC/CA 

2009-02-2509:13 AM 

Good morning Jocelyn, 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc Isabel Shanahan/HC-SC/GC/CA@HWC 

Subject Phone Enquiry - Salvia 

Constable Richard Caruso (he is french speaking) called just now. He said that he is receiving a lot of 
complaints from people indicating that Salvia is readily available, advertized in some stores and sold to 
school kids in his community. He was told that HC is working on regulating this substance. He was 
wondering if there is a place where he can report these complaints here at OCS. He thinks that all the 
complaints should be recorded. 

Constable Caruso can be reached today before 10:15 or from 4:00 PM on or tomorrow and Friday. 

Please let me and Jennifer know once you have responded for our tracking purposes. 

Thank you, 
Carmen 
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DRAFT 
February 25, 2009 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has observed a steady increase in the amount of media 
interest regarding the availability of Salvia divinorum on the Canadian market. Health 
Canada has also received a number of enquiries from various municipalities and members 
of the public asking why Health Canada has not taken steps to control the availability of 
Salvia divinorum, particularly given reports from scientific and media sources suggesting 
that Salvia divinorum is being used by adolescents and young adults specifically for its 
hallucinogenic properties. 

Key Messages: 

• Health Canada continues to collect relevant information about Salvia divinorum 
and its active ingredient, Salvinorin A, from both national and international sources 
in order to determine what, if any, regulatory controls are needed. 

• While the media has reported that use of Salvia divinorum is on the rise in certain 
parts of the country, Health Canada does not currently have statistics on its use 
across the Canadian population .. 

• Health Canada is taking steps to address this lack of data. Questions regarding the 
use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. A general 
open-ended question about the use of other substances has also been included in the 
2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
Salvinorin A, are controlled under the Controlled Drugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and 
South Korea) have placed controls on the import and/or sale of Salvia divinorum. 
Although some individual U.S. states have implemented laws restricting its use, 
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sale and/or distribution, Salvia divinorum is not federally regulated under the 
Controlled Substances Act in the United States. 

• Salvia divinorum does however meet the definition of a natural health product 
under the Natural Health Product Regulations (NHPR). This means that Salvia 
products that are not in compliance with the NHPR may be subject to compliance 
and enforcement actions. 

• As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divinorum products. 

If asked for specifics on when the survey data will be available: 

• Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available 
in summer 2009, while the results of the Youth Smoking Survey and the Ontario 
Student Drug Use and Health Survey likely will not be available until 2010. 

Questions and Answers 

Ql -If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
Al - Very few controlled scientific studies of the physical and psychotropic effects of 
Salvia divinorum on humans have been carried out, and using these studies to predict the 
potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none of these have advised that the use of 
Salvia divinorum poses any particular threat to public safety. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 
A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
A3 - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• International requirements and trends in control and scheduling; 
• Chemical and pharmacological similarity to other substances already scheduled 

under the CDSA; 
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• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Abuse liability and addiction potential of the substance; 
• Extent of actual abuse and misuse of the substance in Canada and internationally; 

and 
• Overall risk to public health and safety posed by the substance. 

Health Canada has only anecdotal information about the last three of the above
mentioned factors, and thus is not yet convinced that the controls imposed by the CDSA 
are an appropriate strategy for managing the risks associated with the use of Salvia 
divinorum. 

Health Canada will however continue to collect and consider information regarding 
Salvia divinorum as it becomes available. 

Q4 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
A4- SeeA3 

Q5 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 

AS - Health Canada has received four adverse reaction reports related to the use of Salvia 
divinorum as a hallucinogen through its Canadian Adverse Drug Reaction Monitoring 
Program (CADRMP). However, the number of reports and even the type of reactions 
reported (e.g. non serious - requiring no medical intervention or serious - medical 
intervention was required) is not significant given that the CADRMP is designed to 
receive adverse drug reaction reports related to health products that have been reviewed 
and approved for sale in Canada of which Salvia divinorum is not. {!Iealth Canada ... 
does not have any information about the number of individuals using or who have used 
Salvia divinorum", J ~ _ L' 

~ te.-Lc r- Lf / o.-..J- b<--c:. ()..-0 k- ) ~ a.;Lt/U¥- -S rC...~ OL-
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Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, out-of-body experiences, unconsciousness and short
term memory loss. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 

000189 



from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 
• 1.8 million persons aged 12 or older used Salvia divinorum at least once in their 

lifetime, and approximately 750,000 did so in the past year. 
• Use was more common among young adults (18 to 25 years old) as opposed to 

older adults (>26 years of age). 
• Young adults were 3 times more likely than youths aged 12 to 17 to have used 

Salvia divinorum in the past year. 
• Use was more common in males than females. 

Salvia divinorum is widely touted on the Internet as a "legal" alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique. 

Prepared by: Cheryl Tremblay, Policy and Regulatory Affairs Division, DSCSD 
Stephanie Mitchell, Communications Advisor (HECSB) 
Darrin Denne, Communications Officer (HPFB) 

Approved by : 
Approved 

Pending 
Pending 
Pending 
Pending 
Pending 
Pending 
Pending 

Pending 
Pending 

Pending 
Pending 
Pending 

Andrew Adams, Director, OCS, DSCSD 
Nancy Richards, Director, Bureau of Policy and Regulatory 
Affairs, NHPD (January 23,2009) 
Due Vu, Director, Marketed Biologics, Biotechnology and Natural 
Health Products Bureau, MHPD (February 3, 2009) 
Ray Edwards, AlDG, DSCSD 
Chris Turner, DG, MHPD 
Michelle Boudreau, DG, NHPD 
Diana Dowthwaite, DG, HPFBI 
Ken Polk, Communications Executive, HPFB 
Kathleen Malone, Senior Communications Executive, HECSB 
Peter Yendall, Director, Public Affairs, P ACCB 

Paul Glover, ADM, HECSB 
Meena Ballantyne, ADM, HPFB 
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Chery', 

Carmen 
Berube/HC-SC/GC/CA 

2009-03-10 09:43 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Jennifer Nicholson/HC-SC/GC/CA@HWC 

bcc 

Subject Phone Enquiry - Salvia w/phone numbertE! 

Not that I'm aware of. Last week, I asked her and she said she would try, but I doubt she did because she 
was swamped and did not get back to him He called back and was expecting a call last week. 

Please let me and Jennifer know when you have contacted him. 

Thanks, 
Carmen 

Cheryl Tremblay/HC-SC/GC/CA 

Hi Carmen, 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-03-1007:49 AM 

I just got back into the office today .. 

To Carmen Berube/HC-SC/GC/CA@HWC 

cc Isabel Shanahan/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Jennifer 
Nicholson/HC-SC/GC/CA@HWC 

Subject Re: Phone Enquiry - Salvia w/phone number@] 

Do you know whether or not Jocelyn had a chance to call Const. Caruso back last week? If not, I will call 
him today. I had tried him on Friday, February 27th with no luck. 

Thanks, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 

Jocelyn Kula/HC-SC/GC/CA 

Jocelyn Kula/HC·SC/GC/CA 

2009-03-0305:49 PM To Carmen Berube/HC-SC/GC/CA@HWC 

cc Isabel Shanahan/HC-SC/GC/CA@HWC, Jennifer 
Nicholson/HC-SC/GC/CA@HWC, Cheryl 
Tremblay/HC-SC/GC/CA@HWC 

Subject Re: Phone Enquiry - Salvia w/phone numbert:! 
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J 
Constable Caruso can be reached today before 10: 15 or from 4:00 PM on or tomorrow and Friday. He can 
be reached at 450-536-3334 x 232. 

Please let me and Jennifer know once you have responded for our tracking purposes. 

Thank you, 
Carmen 
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PRAD Telephone Enquiry 

Date of Call: Tuesday, March 10, 2009 
Subject: Salvia Divinorum 
Language of Correspondence: EnglishlFrench 

Caller Name: Constable Richard Caruso 
Caller Origin: Quebec 
Caller Telephone Number: 450-536-3334 x 232 
Caller Email Address:rcaruso@police-rsl.qc.ca 

CALL SUMMARY: 

I spoke to Constable Richard Caruso of the Richelieu Saint-Laurent Regional Police Service 
today. Constable Caruso had called to notify the Office of Controlled Substances (OCS) that he 
is receiving a lot of complaints from citizens indicating that Salvia divinorum is readily available, 
advertised in some stores, and sold to school-aged kids in his community. Const. Caruso had 
been told that Health Canada is working on regulating this substance and wanted to know 
whether he should report these complaints to OCS. 

I confirmed with Const. Caruso that Health Canada is collecting relevant information about 
Salvia divinorum and its active ingredient, Salvinorin A, from both national and international 
sources in order to determine what, if any, regulatory controls are needed. I informed Const. 
Caruso that he is more than welcome to forward any information he has with respect to Salvia 
divinorum via ocs policy and regulatory affairs@hc-sc.gc.ca or fax at (613) 946-4224. 

Upon the recommendation of Michelle Gillespie at the Health Products and Food Branch 
Inspectorate, I also sent Const. Caruso a follow-up email with contact information for Francine 
Menard, Supervisor of the Operational Centre for the Quebec Region. 

I told him to please not hesitate to contact us should he have any further questions. 

Cheryl Tremblay 
Policy Analyst 
Policy and Regulatory Affairs Division 
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DRAFT 
March 10, 2009 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has observed a steady increase in the amount of media 
interest regarding the availability of Salvia divinorum on the Canadian market. Health 
Canada and members 
of the p the availability of 
Salvia {. sources suggesting 
that Sal specifically for its 
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(including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and 
South Korea) have placed controls on the import and/or sale of Salvia divinorum. 
Although some individual U.S. states have implemented laws restricting its use, 
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DRAFT 
March 10, 2009 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has observed a steady increase in the amount of media 
interest regarding the availability of Salvia divinorum on the Canadian market. Health 
Canada has also received a number of enquiries from various municipalities and members 
of the public asking why Health Canada has not taken steps to control the availability of 
Salvia divinorum, particularly given reports from scientific and media sources suggesting 
that Salvia divinorum is being used by adolescents and young adults specifically for its 
hallucinogenic properties. 

Key Messages: 

• Health Canada continues to collect relevant information about Salvia divinorum 
and its active ingredient, Salvinorin A, from both national and international sources 
in order to determine what, if any, regulatory controls are needed. 

• While the media has reported that use of Salvia divinorum is on the rise in certain 
parts of the country, Health Canada does not currently have statistics on its use 
across the Canadian popUlation. 

• Health Canada is taking steps to address this lack of data. Questions regarding the 
use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. A general 
open-ended question about the use of other substances was also been included in 
the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
Salvinorin A, are controlled under the Controlled Drugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and 
South Korea) have placed controls on the import and/or sale of Salvia divinorum. 
Although some individual U.S. states have implemented laws restricting its use, 
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sale and/or distribution, Salvia divinorum is not federally regulated under the 
Controlled Substances Act in the United States. 

• Salvia divinorum does, however, meet the definition of a natural health product 
under the Natural Health Product Regulations (NHPR). This means that Salvia 
products that are not in compliance with the NHPR may be subject to compliance 
and enforcement actions. 

• As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divinorum products. 

If asked for specifics on when the survey data will be available: 

• Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available 
in summer 2009, while the results of the Youth Smoking Survey and the Ontario 
Student Drug Use and Health Survey likely will not be available until 2010. 

Questions and Answers 

Ql -If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
Al - Very few controlled scientific studies of the physical and psychotropic effects of 
Salvia divinorum on humans have been carried out, and using these studies to predict the 
potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none of these has advised that the use of 
Salvia divinorum poses any particular threat to public safety. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 
A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. ' 

Q3 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
A3 - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• International requirements and trends in control and scheduling; 
• Chemical and pharmacological similarity to other substances already scheduled 

under the CDSA; 
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• 

Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Abuse liability and addiction potential of the substance; 
Extent of actual abuse and misuse of the substance in Canada and internationally; 
and 
Overall risk to public health and safety posed by the substance. 

Health Canada has only anecdotal information about the last three of the above
mentioned factors, and thus is not yet convinced that the controls imposed by the CDSA 
are an appropriate strategy for managing the risks associated with the use of Salvia 
divinorum. 

Health Canada will, however, continue to collect and consider information regarding 
Salvia divinorum as it becomes available. 

Q4 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
A4-SeeA3 

Q5 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 

A5 - Health Canada has received four adverse reaction reports related to the use of Salvia 
divinorum as a hallucinogen through its Canadian Adverse Drug Reaction Monitoring 
Program (CADRMP). However, the number of reports and even the type of reactions 
reported (e.g., non serious - requiring no medical intervention or serious - medical 
intervention was required) is not significant given that the CADRMP is designed to 
receive adverse drug reaction reports related to health products that have been reviewed 
and approved for sale in Canada of which Salvia divinorum is not. In this regard, and 
because Health Canada does not have any information about the number of individuals 
using or who have used Salvia divinorum, these adverse reaction reports cannot be 
deemed to be significant. 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, out-of-body experiences, unconsciousness and short
term memory loss. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 
from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 
• 1.8 million persons aged 12 or olde~sed Salvia divinorum at least once in their 

lifetime, and approximately 750,000( lid so in the past year. 

kcut~ 
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• Use was more common among young adults (18 to 25 years old) as opposed to 
older adults (>26 years of age). 

• Young adults were three times more likely than youths aged 12 to 17 to have used 
Salvia divinorum in the past year. 

• Use was more common in males than females. 

Salvia divinorum is widely touted on the Internet as a "legal" alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique. 

Prepared by: Cheryl Tremblay, Policy and Regulatory Affairs Division, DSCSD 
Stephanie Mitchell, Communications Advisor (HECSB) 
Darrin Denne, Communications Officer (HPFB) 

Approved by : 
Approved 
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Andrew Adams, Director, OCS, DSCSD (March 1 S\ 2009) 
Nancy Richards, Director, Bureau of Policy and Regulatory 
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Cheryl 
Tremblay/HC-SC/GC/CA 

To rcaruso@police-rsl.qc.ca 

cc 
2009-03-11 12:09 PM 

bec Cheryl Tremblay/HC-SC/GC/CA 

Subject Salvia Divinorum 

Bonjour Const. Caruso, 

Further to the phone message that I left this morning, please find below the contact information for the 
Supervisor of the Regional Operational Centre for the Quebec Region. 

Francine Menard 
Surveillante, Enquetes sur les medicaments 
Centre Operational - Inspectorat 
Produits de Sante et Aiments 
Region du Quebec 
Direction Generale des Regions et des Programmes 
Sante Canada 
Tel: (450) 928-4015 
Fax: (450) 928-4184 

In addition, please feel free to send any information you have with respect to Sa/via divinorum to the 
Office of Control/ed Substances, Policy and Regulatory Affairs Division at: 

Email: ocs_policy_and_regulatory_affairs@hc-sc.gc.ca 
Fax: (613) 946-4224 

Please do not hesitate to contact me should you have any further questions. 

Merci bien, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Control/ed Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 
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Cheryl 
Tremblay/HC-SC/GC/CA 

To Francine Memard/HC-SC/GC/CA@HWC 

cc 
2009-03-11 12:07 PM 

bcc 

Subject Heads Up: Salvia Divinorum 

Good Afternoon Francine, 

The Office of Controlled Substances recently received a phone call from a Constable Richard Caruso of 
the Richelieu Saint-Laurent Regional Police Service, to notify us that he is receiving a number of 
complaints from citizens indicating that Sa/via divinorum is readily available, advertised in some stores, 
and sold to school-age children in his community, Beloeil, QC. Constable Caruso would like to know 
whether there is anything that can be done about this situation. 

I just spoke with Michelle Gillespie at the Inspectorate and she suggested providing Constable Caruso 
with your contact information as this request should be handled at the regional level. 

Thanks, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 
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Cheryl 
Tremblay/HC-SC/GC/CA 

2009-03-13 11 :13 AM 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc 

bce Cheryl Tremblay/HC-SC/GC/CA 

Subject Re: It's Your Health - Salvia divinorum - Draft OneCl 

Hi Jocelyn, 

I spoke to Sue this am regarding our comments on the IYH for Salvia and she is in agreement with the 
majority of our suggestions, but would like us to consider the following: 

(1) We had suggested removing the following paragraph from the Risks section as it was deemed too 
complicated for this document. We do address the fact that NHPs that have been approved by HC 
are labelled as ( ... ) and have undergone a rigorous review, however, Sue still thinks that it is important 
that we capture the "buyer-beware" notion. 

Also, since no S. divinorum products have been approved for sale in Canada, products that claim 
to contain this substance have not been reviewed by Health Canada. As such, they may be 
counterfeit or may contain other ingredients that pose risks to health. In cases like this, it is always a 
matter of "buyer beware". 

(2) We had suggesting moving the following paragraph from the Legal Status section to the HC's 
Role section. Sue has suggested that we either (1) re-consider the move as the paragraphs 
before this one speak to the scheduling factors and the fact that we don't have enough information to 

determine whether scheduling is the best option, and thus beg the question, "well then what is 
being done to get more information." and flows nicely, OR (2) move to HC's Role section and 
elaborate on what exactly HC's Role is with respect to these surveys (Le. funding, etc.) or how HC is going 
to use the information obtained from these surveys. 

Questions about the use of Sa/via divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results will 
help fill some of the information gaps, but the data will not likely be available until 2010. 

(3) We inserted the following sentence under the Risks section, h9we'{er, the termQ~-ychoactive 
-~--:--~~:::~ drBgsl1aS:nof5eerr-aeser ibed- elsewtTere"trrttTe document ancrSnel'la-s-suggE!steOlnateltfier(1 r 

change the term to hallucinogens, which has been described previously in the document, or (2) 
provide some examples of psychoactive drugs (Le. LSD and PCP perhaps) 

s. divinorum does not appear to cause the euphoria often associated with other psychoactive 
drugs, so many people who try it do not repeat the experience. 

Sue also wanted to let us know that her contract expires on March 31st and the RFP for the competition to 
refill the contract has not gone out yet. So ... .if we want to ensure that there is not a hiatus on the 
publication of this article she suggested that we request a rush to Lisa MacKay. 

I have attached the comments that we had sent to Sue below for your reference. 

IYH - Salvia Divinorum - Draft One_DSCSD _NHPD Comments.doc 

Thanks, 
Cheryl 

000201 



Jocelyn Kula/HC-SC/GC/CA 

Jocelyn Kula/HC-SC/GC/CA 

2009-03-11 05:35 AM To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

Subject Re: It's Your Health - Salvia divinorum - Draft Onel] 

Hi there pis make sure I see next draft before it goes back to Sue 
Cheryl Tremblay 

----- Original Message ----
From: Cheryl Tremblay 
Sent: 2009-03-10 08:09 AM EDT 
To: "Sue Lumsden" . 
Cc: Cheryl Tremblay; Jocelyn Kula; Valerie Hurry; Brittany Sauve 
Subject: Re: It's Your Health - Salvia divinorum - Draft One 

Hi Sue, 

Sorry for the delay in getting back to you with our suggestions/revisions on the It's Your Health Article on 
Sa/via Divinorum. I was out of the office all of last week and yesterday 

[attachment "IYH - Salvia Divinorum - Draft One_DSCSD_NHPD Comments.doc" deleted by Jocelyn 
Kula/HC-SC/GC/CA] 

-~-.~===-=-::- WERmfhappy t~discussaCly of tile cbanges we have suggesterl Please do not hesitate to call me if~u 
have any questions, Jocelyn willJ:>e away trom_March 5- t5th. 

Thanks, 
Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 

"Sue Lumsden" 

"Sue Lumsden" 

2009-02-05 12:47 PM 
To "Jocelyn Kula" <jocelyn_kula@hc-sc.gc.ca> 

cc "Cheryl Tremblay" <CheryL Tremblay@hc-sc.gc.ca> 

Subject Re: It's Your Health - Salvia divinorum - Draft One 
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Hi Jocelyn and Cheryl, 

Please do whatever works best for you. I'd be happy to deal with either a 
list of comments or direct edits to text. I do like your idea of 
streamlined feedback, however. That would be very helpful. 

Sue 

Original Message -----
From: "Jocelyn Kula" <jocelyn kula@hc-sc.gc.ca> 
To: "Sue Lumsden" 
Cc: "Cheryl Tremblay" <Cheryl Tremblay@hc-sc.gc.ca> 
Sent: Thursday, February OS, 2009 12:40 PM 
Subject: Re: It's Your Health - Salvia divinorum - Draft One 

Hi Sue, 

Thanks for this. Can I ask how you would like to receive feedback, i.e., a 
list of comments to be addressed or edits to the text directly? FYI, I 
have also suggested to the others that we ,try and collate comments so that 
the feedback is more streamlined ..... 

Jocelyn 

Jocelyn Kula 
Manager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

"Sue Lumsden" 

2009-02-05 12:34 
PM 

To 
"Jocelyn Kula" 
<jocelyn_kula@hc-sc.gc.ca>, "Cheryl 
Tremblay" 
<Cheryl Tremblay@hc-sc.gc.ca>, 
Brittany Sauve 
<brittany sauve@hc-sc.gc.ca>, 
"Valerie Hurry" 
<valerie_Hurry@hc-sc.gc.ca> 

<Scott_Jordan@hc-sc.gc.ca> 
cc 

Subject 
It's Your Health - Salvia divinorum 
- Draft One 
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Hi Jocelyn, 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-03-19 03:42 PM 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Re: It's Your Health - Salvia divinorum - Draft One811 

Have you had a chance to look at this yet? I know that you've been CRAZY (or should I say CRAZIER) 
busy since you've been back, but I told Sue that we would try and get back to her as soon as possible and 
then she'll forward the revised version back to us for our review. 

Thanks, 
Cheryl 

Cheryl Tremblay/HC-SC/GC/CA 

Hi Jocelyn, 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-03-1311 :13 AM 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc 

Subject Re: It's Your Health - Salvia divinorum - Draft One0 

I spoke to Sue this am regarding our comments on the IYH for Salvia and she is in agreement with the 
majority of our suggestions, but would like us to consider the following: . 

(1) We had suggested removing the following paragraph from the Risks section as it was deemed too 
complicated for this document. We do address the fact that NHPs that have been approved by HC 
are labelled as ( ... ) and have undergone a rigorous review, however, Sue still thinks that it is important 

_u.:.==.: ... t~~~;'!~:~£tu~~.~bUyer~.be~ar~"not~o~.::~~~ ¥ s~., L-~~crr-~J~ ~:~n 
Also,=-ee no S. divinorum products have bl'>~pprovedf() ... ~alein Canada, products that all ilIA· 

~ contain this substance have not been reviewed T' ':':'~8Y W881t~ QeIFHiI~a. As such, they may be 
~ CQ"ctsts·· 01" may contain other ingredients that pose risks to health)I" 11188 liha ti:li5;=it is always a I \' I 
~., ~atter =f ":8"~!WF UW"'ilFW" o..-..J.- <:...oY\..$u N'-Q.j"'""5 S ~ LO'-

'.J).A- '1- h<U:-cl ~ ~ a..r bLv' ~ . 
~~ (2) We had suggesting moving the following paragraph from the Legal Status section to the HC's FY'\. ¥ te. 
c:..Q..L~ Role section. Sue has suggested that we either (1) re-consider the move as the paragraphs 

, , "t.k3 before this one speak to the scheduling factors and the fact that we don't have enough information to rtvur determine whether scheduling is the best option, and thus beg the question, "well then what is 
rr" +-~ being done to get more information." and flows nicely, OR (2) move to HC's Role section and 
,nh1 lrN'. elaborate on what exactly HC's Role is with respect to these surveys (Le. funding, etc.) or how HC is going . ~ I I 
~ I to use the information obtained from these surveys. "/ ~ 

~ Questions about the use of Salvia divinorum have been included in the 2008-2009 Youth Smoking • 5;; 1.'I?Jr 
'J.)J'\ ~ Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results will , .U 

help fill some of the information gaps, but the data will not likely be available until 2010. r-ILCt;/"1V\ 
~ -I~,? (3) We inserted the following sentence under the Risks section, however, the term psychoactive 

drugs has not been described elsewhere in the document and Sue has suggested that either (1) 
change the term to hallucinogens, which has been described previously in the document, or (2) 
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liintormatlorl ~ 
~ .. ~ 
~ ¥ 

~ u oJ ?'( 
provide some examples of psychoactive drugs (Le. LSD and PCP perhaps) ~ U ~ ~ 

S. divinorum does not appear to cause the euphoria often associated with other psychoactive l?:(; 
drugs, so many people who try it do not repeat the experience. 0> • V 

Sue also wanted to let us know that her contract expires on March 31st and the RFP for the competition to 'J\ 
refill the contract has not gone out yet. So .... if we want to ensure . ot a hiatus on the 
publication of this article she suggested that we request a rush 0 Lisa MacKay. ~~', <; ~s ~ 

I have attached the comments that we had sent to Sue below for your reference. I 

IYH - Salvia Oivinorum - Draft One_OSCSO-,NHPO Comments.doc 

Thanks, 
Cheryl 

Jocelyn Kula/HC-SC/GC/CA 

Jocelyn Kula/HC-SC/GC/CA 

2009-03-11 05:35 AM 

5.19(1) 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

Subject Re: It's Your Health - Salvia divinorum - Draft One~ 

_._------_. __ ..... --- --------~-.""-".-.--.. ----".-- - ----- - ------ .. _----.--_. __ .. --------_. __ ._------ --""" --"----_ .. 
- - ---~'--""-'----~~" 

~:_o_~ __ ---~~_.~~- - _ ~ ____ ~= ______ .~"~~~_-___ .:"~ _____ ~" "._._ --~-~~ _____ - ____ ._. _______ ~ ________ " 0--- ---- -~_~ ____ ~ .--- ---

Hi there pis make sure I see next draft before it goes back to Sue 
Cheryl Tremblay 

----- Original Message ----
From: Cheryl Tremblay 
Sent: 2009-03-10 08:09 AM EDT 
To: "Sue Lumsden" 
Cc: Cheryl Tremblay; Jocelyn Kula; Valerie Hurry; Brittany Sauve 
Subject: Re: It's Your Health - Salvia divinorum - Draft One 

Hi Sue, 

Sorry for the delay in getting back to you with our suggestions/revisions on the It's Your Health Article on 
Sa/via Divinorum. I was out of the office all of last week and yesterday 

[attachment "IYH - Salvia Divinorum - Draft One_DSCSD_NHPD Comments.doc" deleted by Jocelyn 
Kula/HC-SC/GC/CA] 

We are happy to discuss any of the changes we have suggested. Please do not hesitate to call me if you 
have any questions. Jocelyn will be away from March 5-15th. 
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Salvia Divinorum 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (S. divinorum) specifically for its ability to produce 
hallucinations (i.e., "seeing" objects that are not there). Certain Web sites are also promoting the 
use of S. divinorum as a "legal" alternative to street drugs. 

Health Canada recommends that you avoid using this substance because very little is known 
about the effect it has how it ttCt.,; (we know how it acts on the brain .... salvinorin A on the k
opioid receptor) on the brain and there is no way to predict how it will affect you. 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have psychotropic 
effects, which means it affectsis capable of ttCting on the mind and mental processes. 

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for 
medicinal and spiritual purposes. Traditional use involves chewing the leaves or using them to 
make a tea to treat such conditions as headache or stomach upset, or to induce a "mystical" or 
hallucinogenic experience for spiritual purposes. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores, etc. 
The products are sold in a number of formats, including seeds and plant cuttings for growing 
purposes. Fresh or dried leaves are intended to be chewed, swallowed or smoked, and liquid 
preparations are also available for consumption. Street names for S. divinorum include: Sally 0, 

-==---=ccccc_ bady:SaUF.Mafia:::pastfay=ska:~Ma.ritFpasT()fa,sl«fpasfofa,-diViher' s sage~ magic mmt, pull encens
special, and salvia. 

Risks of using Salvia Divinorum 

S. divinorum acts as a hallucinogen, which means that it distorts reality. The effects, which vary 
from person to person, are often described as unpleasant and may include the following: 
• hallucinations 
• out-of-bodyexperiences 
• loss of consciousness 
• short-term memory loss 
• uncontrollable laughter 
• impaired ability to speak 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 
• the potency of the product 
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• how much is used 
• how it is taken (e.g., ingested or smoked) 
• the user's mood and expectations 

S. di l1imJ1 1:1111 doe~ not appeat to emt~e the euphoria often a~~oeiated vv ith other hallueinogenie 
,lrug~, 30 !natty people "",ho try it do not repeat the e,(perienee. (While this is true, due to some of 
the scary experiences some people have, I don't think it's a good idea to put it. People may 
understand that they can tty this drug once without consequence ... ) 

A major concern about S. divinorum is the fact that there have been so few scientific studies 
about the way it affects the body and the brain. For example, very little is known about the 
following: 
• how it affects the brain and if it causes permanent damage 
• whether it causes physical dependence or addiction 
• how it interacts with other substances (including other drugs and alcohol) 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk 
to them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug'is plant-based or "natural" does not mean it is safe. S. 
divinorum meets the definition of a "natural health product" (NHP) under Health Canada's 
Natural Health Products Regulations, but no NHPs containing this substance have been 
approved for sale in Canada. This means that products which thttt-contain S. divinorum have not 
been reviewed by Health Canada for safety, efficacy or quality. As such, they may contain other 

.... ::::=~cc~in.gre-die~ tfuitpose .nsks··iirlteaftlirmldeomtmteIS> "hkl"-heett=l'"tiec:'htt"er. M@\i\ rus;;2' pfin$ipie'~~5i~ 

Natural health products that have been approved by Health Canada will be labelled with one of . \...~ 
the following: \_. 
• a Natural Product Number (NPN) or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM) 

These numbers let you know that a product has undergone a rigorous review of formulation, 
labelling and instructions for use. 

The Legal Status of Salvia Divinorum 

Neither S. divinorum nor salvinorin A is controlled in Canada under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to regulate a substance under the CDSA, 
Health Canada considers the following factors: 

• international requirements and trends in controlling the substance 
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• similarity to other substances already regulated under the CDSA 
• whether there may be legitimate uses of the substance (e.g., potential health benefits) 
• the potential for addiction and abuse/misuse of the substance 
• the extent of actual abuse and misuse of the substance in Canada and elsewhere 
• overall risk to public health and safety posed by the substance 

In the case of S. divinorum, there is simply not enough information available to determine 
whether prohibition is the best option to manage the potential risks associated with its use. 
Questions about the use of S. divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results will help 
fill some of the information gaps, but the data will not likely be available until 2010. 

Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of S. divinorum. In the United States, S. 
divinorum is not regulated under the Controlled Substances Act, although a number of individual 
states have placed restrictions on its sale and/or import. For example, several states have made it 
illegal to manufacture, distribute, import/export, possess, use, buy and/or sell S. divinorum and/or 
salvinorin A to various degrees, while others have placed restrictions on distribution (e.g., no 
sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Need More Info? 

For information __ a.bout Heal~h Can~<ia'sDrug_Strategyand Controlled Substances Directorate,-go
to: http://www.hc-sc.gc.calahc-asc/branch-dirgenlhecs-dgsescldscsp-psasc/index-eng.php 

Also, see the section on Prevention on the Government of Canada's National Anti-Drug Strategy 
Web site at: http://www.nationalantidrugstrategy.gc.cal.This site has a number of helpful 
resources for parents, including "Tips on Talking to Your Teenager" and "What to do if Your 
Teen is using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be 
found at: http://www.hc-sc.gc.caldhp-mps/prodnatur/index -eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssite app/controller/index.cfm and 
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The Ontario Student Drug Use and Health Survey, at: http://www.carnh.net/Research/osdus.html 

Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoLgov/drugsconcern/salviadisalviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.sarnhsa.gov/2k8Ihallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/index-eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2009 

Catalogue# 
ISBN# 

Writer: 

----- 0 -----

Sue Lumsden 

Version/date: Draft Two, March 25,2009 

Contacts: Jocelyn Kula, Cheryl TremblaYi Brittany Sauve (HECSB) 
Valerie Hurry (NHPD - HPFB) 
No input from MHPD, but draft is being sent to Scott Jordan for review 
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Salvia Divinorum 

The Issue I 
r!J 

Recently there have been reports suggesting that Canadian teens and young adults are L __ . ..., 

substance called Salvia divinorum (S divinorum) specifically for its ability to produce 
hallucinations (i.e., "seeing" objects that are not there). Certain Web sites are also promoting the 
use of S divinorum as a "legal" alternative to street drugs. 

Health Canada recommends that you avoid using this substance because very little is known 
about how it acts on the brain and there is no way to predict how it will affect you. 

Background 

S divinorum is a species of sage that belongs to the mint family. It is known to have psychotropic 1.0 

effects, which means it is capable of acting on the mind. eN l ~ ~ s. a...c..., r.I p.-c.!s ~._ .. :rR~ 
~ - ~.,'=? J )~st ~LZ-

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for -P . 
medicinal and spiritual purposes. Traditional use involves chewing the leaves or using them to c.... tlh"f 
make a tea to treat such conditions as headache or stomach upset, or to induce a "mystical" or ~ ~ 
hallucinogenic experience. ~ 

Products that claim to contain S. divinorum - or its main active ingredient. salvinorin A - are ~ 
widely available on the Internet and are sold in various "head shops" and natural food stores, etc. ~ 
The products are sold in a number of formats, including seeds and plant cuttings for growing 1 ... _. . . 

purposes. Fresh or dried leaves are intended to be chewed, swallowed or smoked,liquid """"'\tltAJjII\ 

preparations are also available. . Street names for S. divinorum inclu e: Sally D, 
Lady Sally, Maria pastra, ska Maria pastora, s a pastora, diviner's sage, magic mint, puff encens______ 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 
• the potency of the product 
• how much is used 
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• how it is taken (e.g., ingested or smoked) 
• the user's mood and expectations 

S. divinorum does not appear to cause the euphoria often associated with other hallucinogenic 
drugs, so many people who try it do not repeat the experience. 

A major concern about S. divinorum is the fact that there have been so few scientific studies 
about the way it affects the body and the brain. For example, very little is known about the 
following: 
• how it affects the brain and if it causes permanent damage 
• whether it causes physical dependence or addiction 
• how it interacts with other substances (including other drugs and alcohol) 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk 
to them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 

this.) ~ i 

Also, remember that just because a drugE·s lant-based or "natural::'~ not mean it is safe. S. 
divinorum meets the definition of a "nat al health product" (NHP) under Health Canada's 
Natural Health Products Regulations, b no NHPs containing this substance have been 
approved for sale in Canada. This means products that contain S. divinorum have not been 
reviewed by Health Canada for safety, efficacy or quality. As such, they may contain other 
ingredients that pose risks to health, and consumers should heed the "buyer beware" principle. 

Natural health products that have been approved by Health Canada will be labelled with one of 
=:c-=:~=-=-tne fOllowihg~- . 

• a Natural Product Number (NPN) or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM) 

These numbers let you know that a product has undergone a rigorous review of formulation, 
labelling and instructions for use. 

The Legal Status of Salvia Divinorum 41\. ~ ~ t-e. ~ 1 _...L_ I 

~ cJlrr::--: J ~ ~ 
Neither S. divinorum nor salvinorin A Wo_nlli. iIi CWldcht under~he Controlled Drugs and 
Substances Act (CDSA). When assessing whether to r~ substanc~""" the CDSA, 
Health Canada considers the following factors: -J...& 6"(UL.1 ~f ~lQA 
• international requirements and trends in controlling the substance --(--&- .~ 

similarity to other substances already regulated under the CDSA 
• whether there ma~es of the substance (e.g., potential health benefits. lIs-e--'~ 
•. - the potential for a lction and abuse.ill Iii _of the substance ~JL I! N ~J 

/r y ~ ~. ~~ \"~~\o\''"1 J~-
/' 1/0/_ f ~-1 _\.:P'-"- (O __ ~ Q J.r. ) 

;> y::.v c/v? fJ'-'4_:.... ~~U-:'; -~ _- ,-_,,,0/\. ~ U2...-' 000211 ~ ,-
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• 
• overall risk to public health and safety posed by the substance 

~ 
re.;J ~()\.... t.J t'\...~ ~ Cb sA 

In the case O,y' divinorJln, there is simply not enough information available to determine 
whether -... is the best option to manage the potential risks associated with its use. 
Questions about the use of S. divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results will help 
fill some of the information gaps, but the data will not likely be available until 2010. 

Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of S. divinorum. In the United States, S. 
divinorum is not regulated under the Controlled Substances Act, although a number of individual 
states have placed restrictions on its sale and/or import. For example, several states have made it 
illegal to manufacture, distribute, import/export, possess, use, buy and/or sell S. divinorum and/or 
salvinorin A to various degrees, while others have placed restrictions on distribution (e.g., no 
sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Need More Info? 

For information about Health Canada's Drug Strategy and Controlled Substances Directorate, go 
to: http://www.hc-sc.gc.ca/ahc-asclbranch-dirgenlhecs-dgsesc/ dscsp-psasc/index -eng.php _________ _ 

---,------------ ------=::~:.:=:.:-==---:=:=--'==::::-=.::.:::=:. - -..s~-- _===--------::c:::::=c:.. ---------------------:::.=-------------- - ---

Also, see the 8io*lln 9BPrevention on the Government of Canada's National Anti-Drug Strategy 
Web site at: http://www.nationalantidrugstrategy.gc.ca/.This site has a number ~ful 
res~~rnr parents, including "Tips on Talking to Your Teenager" and "Wh~ifYour 
TeeT~Ilg Drugs." 

Information on natural health products and the Natural Health Products Regulations can be 
found at: http://www.hc-sc.gc.ca/dhp-mps/prodnatur/index -eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.ca/ysssiteapp/controller/index.cfin and 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.netlResearch/osdus.html 

Additional Resources: 
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u.s. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 

u.s. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov12k8/hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/index-eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2009 

Catalogue# 
ISBN# 

Writer: 

----- 0 -----

Sue Lumsden 

Version/date: Dral1 Two, March 25, 2009 

Contacts: Jocelyn Kula, Cheryl Tremblay, Brittany Sauve (HECSB) 
Valerie Hurry (NHPD - HPFB) 
No input from MHPD, but draft is being sent to Scott Jordan for review 
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"Sue Lumsden" 

2009-03-2502:11 PM 

Good afternoon, 

To "Jocelyn Kula" <jocelyn_kula@hc-sc.gc.ca>, "Cheryl 
Tremblay" <CheryL Tremblay@hc-sc.gc.ca>, Brittany Sauve 
<brittany-sauve@hc-sc.gc.ca>, "Valerie Hurry" 

cc <ScotCJordan@hc-sc.gc.ca> 

bcc 

Subject It's Your Health - Salvia Divinorum - Draft Two 

Thank you for your thoughtful comments on the first draft of this IYH article. Some of the comments could 
not be incorporated due to IYH format issues, but I've discussed matters with Cheryl, and we think this 
version, Draft Two, is a good compromise in terms of the order in which various bits of information are 
presented. Valerie, you'll see that I added a link to HC's NHP Web site in the "Need More Info?" section. 

If you have any questions about why a specific comment was not incorporated, please contact me directly 
so we can chat about it. 

Otherwise, I look forward to hearing back from you with your thoughts on this version. 

The draft article will not be sent into the formal IYH approvals process until you are satisfied with the 
content and tone. 

Thanks again, 
Sue 

IYH - Salvia Divinorum - Draft Two.wpd 

----_ .. ,- -~-- --- ---- -------
.--- .~"----
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Salvia Divinorum 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (S. divinorum) specifically for its ability to produce 
hallucinations (i.e., "seeing" objects that are not there). Certain Web sites are also promoting the 
use of S. divinorum as a "legal" alternative to street drugs. 

Health Canada recommends that you avoid using this substance because very little is known 
about how it acts on the brain and there is no way to predict how it will affect you. 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have psychotropic 
effects, which means it is capable of acting on the mind. 

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for 
medicinal and spiritual purposes. Traditional use involves chewing the leaves or using them to 
make a tea to treat such conditions as headache or stomach upset, or to induce a "mystical" or 
hallucinogenic experience. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores, etc. 
The products are sold in a number of formats, including seeds and plant cuttings for growing 
purposes. Fresh or dried leaves are intended to be chewed, swallowed or smoked, and liquid 
preparations are also available for consumption. Street names for S. divinorum include: Sally D, 
Lady Sally, Maria pastra, ska Maria pastora, ska pastora, diviner's sage, magic mint, puff encens 
spe£Ial,'-and:safVHF.=-----=------~--

Risks of using Salvia Divinorum 

S. divinorum acts as a hallucinogen, which means that it distorts reality. The effects, which vary 
from person to person, are often described as unpleasant and may include the following: 
• hallucinations 
• out-of-bodyexperiences 
• loss of consciousness 
• short-term memory loss 
• uncontrollable laughter 
• impaired ability to speak 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 
• the potency of the product 
• how much is used 
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• how it is taken (e.g., ingested or smoked) 
• the user's mood and expectations 

S. divinorum does not appear to cause the euphoria often associated with other hallucinogenic 
drugs, so many people who try it do not repeat the experience. 

A major concern about S. divinorum is the fact that there have been so few scientific studies 
about the way it affects the body and the brain. For example, very little is known about the 
following: 
• how it affects the brain and if it causes permanent damage 
• whether it causes physical dependence or addiction 
• how it interacts with other substances (including other drugs and alcohol) 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk 
to them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural" does not mean it is safe. S. 
divinorum meets the definition of a "natural health product" (NHP) under Health Canada's 
Natural Health Products Regulations, but no NHPs containing this substance have been 
approved for sale in Canada. This means products that contain S. divinorum have not been 
reviewed by Health Canada for safety, efficacy or quality. As such, they may contain other 
ingredients that pose risks to health, and consumers should heed the "buyer beware" principle. 

Natural health products that have been approved by Health Canada will be labelled with one of 
tne:ftlllewmgE 
• a Natural Product Number (NPN) Of 

• a Drug Identification Number - Homeopathic Medicine (DIN-HM) 

These numbers let you know that a product has undergone a rigorous review of formulation, 
labelling and instructions for use. 

The Legal Status of Salvia Divinorum 

Neither S. divinorum nor salvinorin A is controlled in Canada under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to regulate a substance under the CDSA, 
Health Canada considers the following factors: 

• international requirements and trends in controlling the substance 
• similarity to other substances already regulated under the CDSA 
• whether there may be legitimate uses of the substance (e.g., potential health benefits) 
• the potential for addiction and abuse/misuse of the substance 
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• the extent of actual abuse and misuse of the substance in Canada and elsewhere 
• overall risk to public health and safety posed by the substance 

In the case of S. divinorum, there is simply not enough information available to determine 
whether prohibition is the best option to manage the potential risks associated with its use. 
Questions about the use of S. divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results will help 
fill some ofthe information gaps, but the data will not likely be available until 2010. 

Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of S. divinorum. In the United States, S. 
divinorum is not regulated under the Controlled Substances Act, although a number of individual 
states have placed restrictions on its sale and/or import. For example, several states have made it 
illegal to manufacture, distribute, import/export, possess, use, buy and/or sell S. divinorum and/or 
salvinorin A to various degrees, while others have placed restrictions on distribution (e.g., no 
sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Need More Info? 

For information about Health Canada's Drug Strategy and Controlled Substances Directorate, go 

n to: http://~ .h~-,s~.~c._~~~~;~~~~c~~d!r~;~~~~_~-~~~~sc~~~SB~%~_~~~i!12~;-_e~g.php__ ___ _ 

Also, see the section on Prevention on the Government of Canada's National Anti-Drug Strategy 
Web site at: http://www.nationalantidrugstrategy.gc.cal.This site has a number of helpful 
resources for parents, including "Tips on Talking to Your Teenager" and "What to do if Your 
Teen is using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be 
found at: http://www.hc-sc.gc.caldhp-mps/prodnatur/index -eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssiteapp/controller/index.cfin and 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.net/Research/osdus.html 

Additional Resources: 
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u.s. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoLgov/drugsconcern/salviadisalviad.htm 

u.s. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www .oas.samhsa.gov I2k8/hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/index-eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2009 
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Valerie Hurry (NHPD - HPFB) 
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Cheryl 
Tremblay/HC-SC/GC/CA 

2009-03-27 11 :35 AM 

Hi Stephanie, 

To Stephanie Mitchell/HC-SC/GC/CA@HWC 

cc Bronwyn Cline/HC-SC/GC/CA@HWC, Jay 
Jacobson/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

bcc Cheryl Tremblay/HC-SC/GC/CA 

Subject Re: Fw: Media Lines for Salvia Divinorum8!l 

We're fine with the changes that HPFB has proposed to the media lines on Sa/via divinorum. One more 
small change on our end under the Background section ... 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. While no validated data exist regarding usage in Canada, data from a 2006 
National Survey on Drug Use and Health Report, published by the U.S. Substance Abuse and 
Mental Health Services Administration has estimated that: 

• 1.8 million persons aged 12 or older have used Salvia divinorum at least once in their 
lifetime, and approximately 750,000 did so in the past year. 

Just wondering what the next step is approval process wise? To our ADM via communications? 

Thanks, 
Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 

Stephanie MitcheIl/HC-SC/GC/CA 

Stephanie 
MitcheIl/HC-SC/GC/CA 

2009-03-25 03:46 PM 

Hi Jocelyn and Cheryl, 

To Jocelyn Kula/HC-SC/GC/CA@HWC, Cheryl 
Tremblay/HC-SC/GC/CA@HWC 

cc Jay Jacobson/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC 

Subject Fw: Media Lines for Salvia Divinorum 

HPFB has come back with one major change for the salvia lines. Could you please see below and let me 
know whether you approve? 

Thanks, 

Stephanie Mitchell 

Communications Advisor 
Conseillere des communications 
Health Canada I Sante Canada 
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OSCSO's Comments: March 31,2009 

Salvia Divinorum 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (S. divinorum) specifically for its ability to produce 
hallucinations (Le., "seeing" objects that are not there). Certain Web sites are also promoting the 
use of S. divinorum as a "legal" alternative to street drugs. 

Health Canada recommends that you avoid using this substance because very little is known 
about the effect it ha~on the brain and there is no way to predict how it wilJ affect you. . 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affect~tl1~ll1it1d an~ mental wocesse.s~. 

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for 
medicinal and spiritual purposes. Traditional use involves chewing the leaves or using them to 
make a tea to treat such conditions as headache or stomach upset, or to induce a "mystical" or 
hallucinogenic experience for spiritual purposes. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores, etc. 
The products are sold in a number of formats, including seeds and plant cuttings for growing 
purposes. Fresh or dried leaves are intended to be chewed, swallowed or smoked, ~liqui<i 
preparations are also available" . 

:Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. I 

Risks of llsing§a!vi{l.J)i"ilu!ru", .. 

II Comment: We know how it acts 
on the brain ... salvinorin A on the 

l k-opioid receptor 

r Deleted: how it acts 

(I COmment: "capable" sounded 
probable rather than known. 

.. ( Deleted: is capable of acting on 

l Deleted: and 

~eted: for consumption J 

( Comment: New paragraph 

. CDeleted: u 

. -----~ . S~dfviiroFiiiiracfs-as_a haHUCiriogen, wlftctftrteanstnat Itdl§ibris~eallty.TneefreCts,which-vary .-~---~-. ~-.. -- .... - ... --.--.~ 
from person to person, are often described as unpleasant and may include the following: 

hallucinations I. 
• out-of-bodyexperiences 

loss of consciousness 
short-term memory loss 
uncontrollable laughter 

• impaired ability to speak 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 
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• the potency of the product 
how much is used 
how it is taken (e.g., ingested or smoked) 
the user's mood and expectations 

or. __ ~ _ _ _ _ _ _. ___ ~ _ _ _ ,_ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ " " _ _ _ _ . _ _ _ __ ~ __________ . .. ____ _ 

A major concern about S. divino rum is the fact that there have been so few scientific studies 
about the way it affects the body and the brain. For example, very little is known about the 
following: 

how it affects the brain and if it causes permanent damage 
• whether it causes physical dependence or addiction 

how it interacts with other substances (including other drugs and alcohol) 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk 
to them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural",j1 does not mean it is safe. 
S. divinorum meets the defmition of a "natural health product" (NHP) under Health Canada's 
Natural Health Products Regulations, but no NHPs coritaining this substance have been 

I Comment: May be 
misinterpreted as drug could be 

" , tried once without consequence, 
"~,I' 

I Deleted: s. divinorum does not 

I 

appear to cause the euphoria often 
associated with other 
hallucinogenic drugs. so many 

I people who try it do not repeat Ihe 
, experience,~ 

approved for sale in Canada. This means that products whicl\.c()ntail1.S"udivillo!1l1l'l,hav€:not,~eetl, ,,(~De_leted __ :_that _____ _ 

reviewed by Health Canada for safety, efficacy or quality. As such, they may contain other 
ingredients that pose risks to health, and consumers should heed the "buyer beware" principle. 

Natural health products that have been approved by Health Canada will be labelled with one of 
the following: 

a Natural Product Number (NPN) or 
a Drug Identification Number - Homeopathic Medicine (DIN-HM) 

These numbers let you know that a product has undergone a rigorous review of formulation, 
labelling and instructions for use. 

fThe L~g~I'StatusofsajviaDiVlirorummCan'ada ,~~~--~ ~:~"~- '..:~~,~:::-,-::~-'-~:;:.-:-:;;;,---~=-::' _.:c=-_',':,:,_~,::_ 

Neither S. divinorum nor salvinorin A is currently regulated,.lmder th,e C(Jntrolledi:)rugs, (11~U!, u , ' 
Substances Act (CDSA). When assessing whether to.. aM:! Stibstance. to one, of.theSc:hedule~ to . 
the CDSA, Health Canada considers the following factors: 

international requirements and trends in controlling the substance 
similarity to other substances already regulated under the CDSA 
whether there may be legitimate uses of the substance (e.g., potential health benefits, use 
in manutacturing, etc.) 
the abuse liability and potential for addiction, of the substance 
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I • the extent of actual abusepfthe substance in Canada and elsewhere 
overall risk to public healthanrlsafetyposed-bythe substance -- - - ---

In the case of S. divinorum, there is simply not enough information available to determine 

--L Deleted: and misuse 

whether regulation under the CDSA J~ t~~ _lJesto~tiC!Il_t~_~~~g~ _~Jte_ RC!t~I1tiaLrislg; _ ~s<?ciat~~ __________ ---( Deleted: prohibition 

with its use. Questions about the use of S. divinorum have been included in the 2008-2009 Youth 
Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results 
will help fill some of the information gaps, but the data will not likely be available until 2010. 

Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of S. divinorum. In the United States, S. 
divinorum is not regulated under the Controlled Substances Act, although a number of individual 
states have placed restrictions on its sale and/or import. For example, several states have made it 
illegal to manufacture, distribute, import/export, possess, use, buy and/or sell S. divinorum and/or 
salvinorin A to various degrees, while others have placed restrictions on distribution (e.g., no 
sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Need More Info? 

For information about Health Canada's Drug Strategy and Controlled Substances Directorate, go 
to: http://www.hc-sc.gc.calahc-asclbranch-dirgenlhecs-dgsescldscsp-psasc/index-eng.php 

Also, see the.,_~~~~~_~~~~~ ~~_~~!~~_'?~_!h~_9o_~~~~~!_~f_~~~~~_~_~~~~<?_~~L~_~~~~P~g __ ~~~!~gy___ . __ -
Web site at: http://www.nationalantidrugstrategy.gc.cal.This site has a number of helpful 
resources for parents, including "Tips on Talking to Your Teenager" and "What to D.oJf)'C!~~ __ _ 
Teen is ~il1g.I)!llgs:,' __ ___ ____ ___ _____ ____________________________ ___ __ ___ _____ __ _ 

Information on natural health products and the Natural Health Products Regulations can be 
found at: http://www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssite app/controlleriindex.cfm and 
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The Ontario Student Drug Use and Health Survey, at: http://www.camh.netiResearchlosdus.html 

Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov/2kSihallucinogensihallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/index-eng.php 
http://www.hc-sc.gc.ca/englishliyhlindex.html 
You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Tobacco and Drugs Directorate 

[DD/MMl2009] 
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Health Canada has received a number of enquiries from various municipalhies and members of 
the public asking why Health Canada has not taken steps to control the availability of Salvia 
divinorum (s. divinorum), particularly given reports from scientific and media sources suggesting 
that S. divillorum is being used by adolescents and oung adults specifically for its hallucinogenic 
properties. Health Canada has also a steady crease in the amount of media interest 
regarding the availability of S. divi orum in . 
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1. APPROVALS 

This Issue Analysis Summary is approved. 

vY ~GQR<I<aIt. AlDirector 
Office of Controlled Substances 
Tobacco and Drugs Directorate 

[DD/MM/2009] 
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Health Canada has received a number of enquiries from various municipalhies and members of 
the public asking why Health Canada has not taken steps to control the availability of Salvia 
divinorum (s. divinorum), particularly given reports from scientific and media sources suggesting 
that S. divinorum is being used by adolescents and oung adults specifically for its hallucinogenic 
properties. Health Canada has also a steady· crease in the amount of media interest 
regarding the availability of S. divi orum in . 
~..... .... . ----~~t~~t~ 



3. PURPOSE 

To assess Salvia divinorum against the criteria for the addition of a substance to one of the 
Schedules to the Controlled Drugs and Substances Act (CDSA), in order to detennine whether or 
not S. divinorum, and/or its psychoactive ingredient, salvinorin A, should be regulated as 
controlled substances in Canada. 

4. CONTEXT 

Sal:via- divinOl'U11l-is--a-speGies- of-sage-which-bciongs-to--the-mintfamity;-arrd-wl1iclr is Iound In tne--
fonn of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum, which is also referred to chemically as a neoclerodane 
diterpene, is found primarily in the leaves, and to a lesser extent in the stems.' 

S. divinorum is widely touted as a "legal" alternative to street drugs on the Internet, and has also 
been reported to be one of the most prevalently marketed herbal dietary supplements available 
for use as an alternative to illicit drugs of abuse among adolescents and young adults.2 

oJ\~ 
~~ ~ _n·-In,....--Canada, neither the herb S. divinorum nor its main active ingredient, salvinorin A, are 

~
~ .t,..t controlled under the CDSA. S. divinorum does however meet the definition of a natural health 
(,40 pro uc un er e atural Health Product Regulations (NHPR). This means that 

products containing S. divinorum must be approved by Health Canada prior to sale in Canada and 
'7 tha~ products that are not in compliance with the NHPR may be subject to compliance and \ ' _,\_ 

enforcement actions. Health Canada has yet to receive and/or approve any applications for I t) J~' /I ;ts ~'flaturaI1iealth prodticts containing S. divivorum for sale on the Canadian market, itS sach, it is " ~ ~o 
difficult to ascertain how much S. divinorum is currently sold or consumed in Canada at the " ) -- ~ 
present time. Several challenges also arise with respect to the importation and domestic ~I/ IA C!"-'-

. movement of such products as they are often declared as incense and therefore cannot be ~ 1,/'-

~~f 5 considered non-market natural health products. In addition, compliance and enforcement 1-1 ~,v.)<J-
C ODd actions, such as voluntary stop-sales, forfeiture, destruction, and administrative seizure, cannot Vko--J-( 

I' (;; ,,, t-- be implemented unless the labeling clearly indicates that the product is to be used for (\'> 
../ c;.V\;f1'Ai\. consumption and/or pharmacological effects (ie. statements regarding contraindications or rtv~ 
h eA-t- restrictions on use) upon which the product will no longer meet the definition of a consumer h ~~ 

product (i.e. incense) and will meet the definition ofa NHP. The NHPR are therefore limited in r\--
/{)J r their ca acity to control the availability of S. divinorum beyond the scope of scenarios listed if I'--l 
~ above. While very little is known about how and where S. divinorum is sold in Canada, it is !J' 

'A r __ _ t suspected that it is mainly purchased over the Internet and/or bought at head shops, and 4 ~r1\.H 
v",,( 'f e.6\ alternative life style stores, etc. ()'(,. ~ Y\) ~ 

J f fA C (Y'-' . ~~ 

~ __ ~____ ~,~;~~~;~~~7:;~~:~~t~:~;~ ~{y~~e~~~~~nistr:ion~~~~ __ ~:_:~~d_~~~ __ ~~~~::~~_~~~~~ ____ ~a~:~~ __ ~ D I 

"", http://www.deadiversion.usdoj.gov/drugsconcenv.salvia d/salvia d.htm Nov 2008 -----5; -cA~ if) )1 2 Dennehy CE, Tsou.rounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
( Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(lO):1634-9. 

~(L -t?~ C)/ £,J~ ff;Lt) Jek~·~i( re. 000227 2 
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The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction event reports (ADRs) associated 
with the use of S. divinorum as a hallucinogen, with three being considered non-serious 
(requiring no medical attention) and the fourth being considered serious (medical intervention 
was required) and involving the concomitant use of alcohol 3;'113 the copeomitapt eetUiitioIi ef __ 
Attention Deficit Disorder. V'- c::... f ~ ~ ":f"\..cl J<..J.- '--J ,I e... 
Further to the receipt of the aforementioned ADRs.aRE:i-witb due regam to th.81iffiitations of the 

-~t'ith:fegftfEls,je.tb.e rOgYlatisB sf 8. tii'lilffjl tu", the--Marketed-Health-Pr oducts DirectoraW--
(MHPD) and the Natural Health Products Directorate (NHPD), of the Health Products and Food 
Branch (HPFB), prepared an issue analysis summary (lAS), which recommended that S. 
divinorum be regulated as a controlled substance. This recommendation was maintained when 
the lAS was updated in November 2006. 

Later, in June 2007, MHPD and NHPD developed a Signal Assessment (SA) that eventually led 
to the preparation of a Health Risk Assessment (HRA), which concluded that products containing 
S. divinorum should be restricted from over the counter sale because they constitute a Type II 
health risk (reasonable probability that the use of or exposure to the product will have mild or I 
moderate adverse health consequences). BJ)-; f-J' "" o.r-<- j i-r.: J-o S" ~ /l. k, ') 0> 

\!2- }-o L~ J-e. ~ ~ , i L. re.c.- J.f2 cJ 
Legislative Frameworks for Drug Control in Canada rCj J 7. ~ CA.....:1 c. ~ 1---. .5 u b s J- . 4.1 

-+ ~.,{..~'/""fJ ~-tA.- I-I-PFB 
'\ I I' 4.1.1 Food and Drug Regulations _ _. -1 I l.,..-:? L' f. I . 
it"" ~ ~'- (Irt; ,-5 8 . £r ~ '1' L-<.A,' " 

t;1'" 1 The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 1 u? sA
J/-vy health products offered for sale in Canada, including drugs and medical devices. Prior to being ~ 

U given market authorization, a manufacturer must present substantive scientific evidence of a 
product's safety, efficacy and quality and Health Canada reviews this information carefully. If C1Jrt.~ 
the review is satisfactory, a Notice of Compliance (NOC) is issued and appropriate Drug ).-,j c1..e 
Identification Numbers (DINs) are assigned. ).BJ.~ 0~d. 

4.1.2 Natural Health Product Regulations 

~J- '7. 
~~ 

2;.1'...>- The definition of a natural health product (NHP) under the Natural Health Product Regulations 
rv-- vl ~NHPR) has both a function and substance component. 

The function component refers to those substances that are manufactured, sold or represented for 
usem: . 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
------.---- --pnyslcaIslare -of i tssymptoms iIi humans;--- --- .. ---

(b) restoring or correcting organic functions in humans; or 

3 



(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to whether the product or medicinal ingredient therein, is safe 
for consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

un ___ ~_-___ m_The C'"4Y'YIiiI'hi OfJlfj6 €lHg ~Hn' V .~GDS-A)rprevities-a-Iegislative framework-forthe-· --.. ----
control of substances that can alter mental processes and that may produce harm to the health of 
an individual or to society when diverted or misused. Except as authorized under its regulations, 
activities such as possession, possession for the purposes of trafficking, trafficking, importation, 
exportation, possession for the purposes of exportation and production of controlled substances 
are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each }hedule is 
associated with particular penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule to the CDSA is should be placed, Health Canada considers the following factors: 

• International requirements and trends in control/scheduling; 
• Chemical and pharmacological similarity to other substances already scheduled under the 

CDSA; 
• Legitimate uses of the substance (i.e. therapeutic, industrial or commercial); 
• Abuse liability and potential for addiction of the substance; 
• Extent of actual abuse in Canada and internationally; and 
• Overall risk to public health and safety of Canadians. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in Control/Scheduling 

At the present time, neither Salvia divinorum nor salvinorin A ~ ~e~under the United Nations 
Drug Control Conventions and therefore do not have to be reg~rated as controlled substances in 
any of the countries (including Canada) that are signatories to these conventions. 

S. divillorum and salvinorin A are not included in the SChedules to the United States Controlled 
Substances Act, although some individual states have implemented laws restricting its use, sale 
and/or distribution. As of November 2008, thirteen states have enacted legislation placing 

_ reg~to~ controlUJll S. divinorum~nd/or ~~!~i~~~i?_~_~ __ ~e~~~~r~,--~~~t:i~~~u~1~~i9_s,-~a!?sas:.._-___ _ ___________ ..... 
... ~5--;- ----MisSiSSIppI, Mlssoun;NorfhDaKota, Oklahoma, and Virginia have placed S. divinorum and/or 

W l~ '75norin A into Schedule I of stat::':::;i~mia, Louisiana, Maine and Tennessee have 

W~ 000229 
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f2A.s u~ '1 RAY:! A' NiLMJ ~ aflr 
/ ~ 6'f~fV- () 

enacted other fonns oflegiskttion restricting the distribution of the plant. ~or example, effective 
January 1, 2009, the sale distribution of S. divinorum or salvinorin A, or any substance or ___ -,--.;\f!.,V' 
material containing S. di inorum or salvinorin A, to any person under 18 years of age b e a () ~ 
misdemeanor in the sta of California that is now punishable by imp . 0 . a county jail r 
for not more than 6 m nths'~~fno more than $1,000, or both. In 2005, Louisiana p~sed 

_ a bill, which ~ 40 plants: .' I S. divinoru~ll~gal if sold for uman consumption. In .,....~ 
bs ~e--Jdl Q\,.---. Mame, S. dlvmorum nd salvmon ~ are regulated SImIlar to how tobacco products are ~ 
01 '/ controlled. Adult 18 aft&: 0' crcan legally purchase and use the material, bu ing or providing 

J ~. .S .. ' .divi~oru~ ~r S~lvl~orin A t~ anyone under the age of.18 is a ~rim:::a~~ n ,Possession by a , 
"'_ _ __ l1!IDor IS ~~IV1LYlQlation>-pumshahleh)La-fine,-rommumty-sefVwe,· . M). rB~H-:~~r---~~ 
)~ Tennessee classified the . production, manufacture, distribution, or ssession of the 
- ()-~ active chemical in ient in the hallucinogenic plant S. divinorum as a Class A misdemeanor. It 
~ ~ J i however a criminal offense to possess, pI t, cultivate, grow, or harvest S. divinorum for.-;J . (] 

aesth . ,landscaping, or decorative purposes s no ap . y' I (Nl.. j....OJ-

tainable from a retail establishment without a prescription when it is reco ized by the FD rAJ So 
/' jhomeopathic drug:.. Legislative bills proposing regulatory controls are pending in Mich.Igan, ? 

~'b New Jersey, New York, Ohio, Pennsylvania, Texas and Wisconsin. In addition, the u.s.} ." 
( U-A.,~epartment of Justice Drug Enforcement Agency (DEA) has also placed S. divinorum and 1,rJ \~ ~ 

salvinorin A on a list of drugs and chemicals "of concern," without leg~implication. ~ \IV if> \~ 

In June, 2002, Australia became the first country t ~~ and salvinorin A. th ~ 1,e"J'-
S. divinorum and salvinorin A are listed on Sched~t~alia's Standard for the Unifo C(}l'""~~ 
Scheduling of Drugs and Poisons Oll the basis of "high potential for abuse and risk to public r 

health and safety'; iM no substantiation of this risk was provi1£ff; !f!ct ~ J..~ S" ,. V1J I. l!.../ U-

. r l~hortfl~ after, in 2B~?3, Dtenm
11 

ar
d 

k Pbrothibited S. divinorumhdhd slalv~nolrind A b~laddibn1themhrto heir ~., 
X" 1St 0 category con ro e su s ances, a category w 1C a so mc u es pSI ocy m mus 0 (jV" I 

cyJ ~ cocaine, amphetamine, and several others substances that are only legal for medicinal and U S~ . 
~ (~ ~ntific purposes.,fossession carries a penalty of up to two years in prison. 
~ '"v yll~ tIL 
J rl- N ~ On Ju~e 25, 2004,.the It~<flan Mi~istry ofH~alt~ issued an ordinance prohibiting t~e. sale of 6 
>J! b' S. divmorum, and Its active constituent salvmonn A. On January 11,2005, the Mmlstry of 
~/ Health made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" 
U of the Tabelle Sostanze Stupefacenti 0 Psicotrope. L ~ Pl)J J e.4-4 " "'-~ ) 

) 0 ..Jl On January 28,2004 the Spanish Ministry of Health and Consumption issued an order 
~0 ~ prohibiting the sale of S. divinorum, along with a long list of other aUeged "toxic" herbs. The 

,.,IY regulation went into effect on May 6, 2004 and only prohibits activities related to commerce. 
cj~ ~ Possession and/or us~ not ~t te-criminal offepces. 
~ I' ~ ~s,Jv-~cA -to ~ t\ L.. A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 

\) 1 controlled substances. 

~ ~;:~~~v~~:er ~, ~~~~,-;;;e-J~~~~s: ~oV=::d:~ ~up :ft~i~~-t:e :;, tOit~list ~f . - - - .... -.. -
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;~vWj;~ 
controlled substance9.~alvinorin A . . The drugs will be I D j,.. 
banned under a revised pharmaceu6callaw, under which thei import, production, and sale.l (~f.,.'1 ~ 
em~E't t fur medical treatment or research purpose7will be subject to up to 5 years imprisonment ) ~~QN' 
or to a fine of up to five million yen. . \~ / 

S. divinorum (plant and plant parts) was added to Appendix I ofth~otics }\din Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

~~~-LJstonia.-and-lce1andS-.-div-inorom-is-tf€ate<i-as--a-medieinal-herb-and-it-ig---------

ithout a relevant prescription from a doctor. 
foS(e4d;~ -J-r;6 ? 

4.2.2 Chemical and Pharmacological Similarity to Other Substances Listed in the CDSA 

The psychoactive ingr~nt in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoi Artemisia absinthium (wormwood) and Cannabis sativa. Salvinorin 
A is considered by so as the most potent natural hallucinogen ever isolated.3 

If} . 
y~5 

Unlike all other hallucinogens, salvinorin A is structurally distinct and doe~nteract with the 
serotonin-2A receptor or any other molecular target of classical hallucinogen~ ffects the brain in 
a way that is quite unique.4 Recent pharmacological screenings of receptors have found it to be a 
highly potent and selective K-opioid receptor (KOR) agonist.5 

The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
LSD or PCp.6 Yet, it is said to have only weak influence on the prevailing mood of the user L 
which differentiates it from other hallucinogens such as LSD and psilocybin.~ Vl~ 
dissociative effects are often compared to those ofketamine. Users fIit1Ilafthe psychedelic r:--tJ)tY.J-e...d 
effects of S. divinorum were most similar t:Jsilocybin mushrooms.s However, users familiar ' -,-
with the effects of other hallucinogens agree chat despite certain similarities to classical 

~SL-~~~ 

3 Ott J. Ethnopharmacognosy and human pharmacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdomorg/ott2.htrnl 

4 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
5 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Nat! Acad Sci USA. 2002 Sep 
3;99( 18): 11934-9. 
6 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(1): 1-5. 

_____________ 7 .s.it:b~rt. Q.L~al\j<J...4i:yi!to.ru~~ng_ ~a.LvinoriIlA:!l~~ph~IJ!ll!~ologic. fl!l.~ings!.l ~tlmQP..l1l!n}1ac._oL192~ J Uffi:U{1UJ: _______ ... __ _ 
6. 
R Gonzalez D, Riba J, Bouso JC, Gomez-larabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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(tJ-J ~ ~ "'" f )...L:.h 1ft... vLi!e.. 1-I'-fA- / 
hallucinogens, the visions and overall experience s quite uniqUe.9'k. psychedelic effects of S. 
divinorum are similar to those of classical psych elics regarding changes in perception, mood 
and somatic sensations. tIowenI, S. divinoru unusually high degree of sedation, 
weakness and fatigue,'r Ii J3s,eitedehc WhICh is usually reported in inffi.idttcrls after alcohol, 

_ Q8H~e6i~eJ3iH8S Of opiojd '1Be: 10 the increased de-realization is not commonly 
reported for classical psychedeli 'nation of these effects seems to correlate with that 

of other KOR agonists such as p ~ \ e". ~ S ~~ ~( .. -: 
Reliable, systematic and controlled observations on the psyc opic activities of S. divinorum _ ~l 
are scarce~Although-the--various--modes-ef--aaministr-atie tHo-vanable onset and-doratmffOr 
the effects, the effects of S. divinorum"'8W"-;'ePIi~;be:sal~_IMEM~;iesioWlb.ic:b..illCll~ 
becoming objects, visions of various two-dimensional surfaces, films and membranes, revisiting 
places of the past(particularly childhoo4) loss of the body and/or identity, various sensations of 
motion (being pulled or twisted by a force of some kind), uncontrollable hysterical laughter, and 
overlapping realities (perceptions of being in more than one place). 12 

Laughter, happiness, sense of well-being and dissociative effects were deemed the best aspects of 
S. divinorum by users, second only to the "trip" that the drug elicits. 13 Depersonalization, 
speaking gibberish, widening of consciousness, subjective illusions of rapid movements, flying 

or hovering have also been reportecr:.L CJl,.}VJ Lr (AJ 61-..c lJ/""C... ~ +-j=>L ~ c. ~ {-

4.2.3 Legitimate Uses of Salvia Divinorum ~ Ht> L GvOr-f (yfJ)..{) hI c~ 
, v.:>~ r ~~ $U-V\A- fb ~ WIJ{ 

Sa/via divinorum has tradition,ty been used for spiritual and medicinal pu~ose~by tht;, Mazatec ~ 
Indians in Oaxaca, Mexico';s~ infusion of the leaves or ingestion of the leaves le (S 'h.-oJ"l\<' 
if_¢' H? €iSR used to treat gastrointestinal problems, headaches, rheumatism, anemia and +-f ' \~ 
9 Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic fmdings. J EtImophannacol. 1994 Jun;43(1 ):53- S -\ ~ <7 
6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia ' 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 

10 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
II Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
12 Siebert OJ. Salvia divinorum and salvinorin A: new phannacologic findings. J Ethnophannacol. 1994 
Jun;43( 1 ):53-6. 

13 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
14 Biicheler R, Gleiter CH, Schwoerer P, Gaertner l. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 

___ . ____ . ___ P~ar~<l __ ~op§Yfhiat!Y, 2092Jan.J..SLn:l-~_and..S~bert DLSalvia.-diyinQruID andsalYinoriaA: new pharmacologic---____~________ 
findings. J Ethnophannacol. 1994 Jun;43( 1 ):53-6. 
15 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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swelling of the stomach. 16 Its main useCitr its psychoactive properties in the aid oi'!!!'ititwi '. • () A 

"';PII1l5o produc~ "mystical" or hallucinogenic experience!j>.~ po...v-L-{ ~tr' t-->~ ~MJ(/.L-
Although selecti~appa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use. IS 

o There are no legitimate medical or industrial uses for S. divinorum in Canada. 
\Y ~~<-.e... ~ AbJ$L - ~ , < ,-~ -- • 

1.2.4 F'6G&vnvm8J/otential1jj1 I if IbA~ ~~.{i7-~~~-.. -c---_--_~~-__ ,-~- ___ _ 

The onset and intensity of the effects of Salvia divinorum ~ related to the route of administration by 
I which it is taken. Traditional uses generally produce mild effects because the leaves are rolle~ 

~~~8:S~iellfe8 ad J J llo'Jti8 or crushed and prepared as a foamy infusion whereby the salvinorin A is _ 
degraded in the gastrointestinal system before being absorbed into the bloodstream. These methods 
rely on _ contact with the oral mucosa for absorption and the level of effect relates quite closely to 
the length of time the material spends in the mouth. Onset of effect' generally takes 5-10 minutes 
which build over the next hour and last for another hour before the effects begin to subside. 19 

Routes that avoid the hepatic first-pass effect are the quickest and most intense.2o Salvinorin A 
can be isolated from the plant to make a powder which can be vaporized and inhaled. This 
method of administration is the most powerful an~quires 200-500JLg of salvinorin A 
powder to ~ aM tffat. 1fu. effects af9 iS911ti ose of bI fresh leaves. The onset of 

,.----- effect felt from vaporizing ~ salvinorin A powder is about 30 seconds an<Jtlast for about 5-10 
Jt..-e- minutes and subside over the next 30 minutes.

21 ef1~ ~ ~J 1( 

J~ . king is by far the most popular method ofadministratiou.;2 Peel'le tA.LC.~J. 
MIICd;e the dried leaves or a concentrated extract using a pipe or bong. .ed (eaves may' be h--- c ~ 

"A -7.>~ I 
16 Munro, T, The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327/01IMunro2006thesis.pdfFebruary 2007. 

~ ~, 

17 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-3 L 
18 Error! Main Document Only.Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on 
the role of newer antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 
6th edition, Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Error! Main Document Only.Tidgewell et 
aI., 2004. A facile method for the preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry 
Letters, 14: 5099-5102. 
19 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
20 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9):1268-72. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1):53-6. 

J 

_~ _____ =19()11Z1J!.z DLRjb~}L~ouso_J~ (}o_meJ::.Ja.la.QQ.(].1. ~a~pal!Qi¥J.!P~f1~l1!J~fl!~~J!_I!4~ll:bil!~liY~ eff~is 9LS_<!lYL ____ .. __________ .. 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
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fortified wit a con~~ct of salvinorin J;., concentrated extract can 'Ie also ~d 
sub lingually. It is aCJt'""injected because the powder is insoluble in water?3 

~~J~? 
Most clinically used opioid analgesics (e.g. codeine, oxycodone, morphine) are selective for ~~ 
J.t-opioid receptor (MOR) and can be habit-forming~refole, ~hile these 6pioid tinlgs ar~ bLc.a..lJ ~ 

. . . , activation ofthe MORs causes euphoria which i~eftte8 these at Ugi ig,"":;>-V-A ... ,J..e.4. 
th@- de v elepment of d.weg,dence. A:rr-inei:ease jg, oopamine release ifl the braifl' Slew ttl d pathway ~ 
.mediated-by MOR actjvatioa is thOHght to play a I=ole ig, the procesi of tttldictio~ As ilreviously U ~ 
mentioned, s~lvinorin A is a potent, sel~ctive agonist ofth~ K-opioid rec.eptor (~.oR)t=rast \,Jev.,...)
tQlhe-euphona-produced-~R-agGmsts,the-KQR-ageftlSts-~negattvely-remfOIclllg an OQN;kF-~ 

vaversive.26 In addition, KOR agonists have analgesic properties but are not associated with ~ 
respiratory depression like MOR agonists. Initially, these effects provided hope for the 
development of an analgesic absent of addiction liability and respiratory depression, however, it 
was soon discovered that KOR agonists produced dysphoria and psychomimetic effects such as 
confusion, hallucinations and depersonalization.27 Finally, while MOR increases the release of 
dopamine, the activation ofKOR decreases dopamine release in the nucleus accumbens.28 J('( ~/l 

)l:\<J % ~ Few studies have looked at salvinorin A and its abuse liability. ecent animal studies have attempted 
.x:o ~ v-r to address the aversive and dysphoric effects that are induced from salvinorin A use, however, there 

\' ~re some inconsistencies as these studies were performed in different animal models and various 
::-jY\ ,,~ evaluation tools were used, therefore, it is difficult to assess the nature of the conflicting result . 
~ as'. \ 1 Further studies on the mediated decrease of dopamine as well as the impact of dose on the reward 

(j ~nd aversive effects are warranted. 

Human studies on the use of S. divinorum are scarce and their attempt to elucidate addiction liability 
and abuse potential are poor and inconsiste The aversive effects of previously studied KOR 

V~ c.nh~ 
23 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
24 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lith Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
25 Herz A. Opioid reward mechanisms: a key role in drug abuse? Can J Physiol Pharmacol. 1998 Mar;76(3):252-8. 
2o Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann N Y Acad Sci. 1992 Jun 
28;654:347-56. 
27 Pfeiffer A, Brand V, Herz A, Emrich HM. Psychotomimesis mediated by kappa opiate receptors. Science. 1986 
Aug 15;233(4765):774-6, Rimoy GH, Wright DM, Bhaskar NK, Rubin PC. The cardiovascular and central nervous 
system effects in the human ofU-62066E. A selective opioid receptor agonist. Eur J Clin Pharmacol. ~ 
1994;46(3):203-7, and Walsh SL, Strain EC, Abreu ME, Bigelow GE. Enadoline, a selective kappa opioid agonist: 

.. _______ ~0!l1p-ans()I1-\~-t~~u!~l:"phal1:01~I1~hydr~Ill~rp-h0!1~il!~':l~l1s: .. !'~Y£1I<?PJ111fIl1!l~ologyfE3_e!1L70Q.!_Sep;.1"1C.~2J~L·§~., __ ~ ___ _ 
-I) Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547- q t> 
590. (1 . I 
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agonists would predict that the risk of addiction to S. divinorum is negligible. However, there is 
conflicting information around the addiction liability of S. divinorum in both animals and humans. 
Therefore it is sometimes difficult to predict abuse liability in humans from animal studies. More 
controlled, systematic research in this area is needed. 

S. divinorum' s KOR -mediated aversive and dysphoric effects do not appear to be hampering its use. 
Young adults have begun smoking the leaves and leaf extract recreationally.29 It can be purchased 
through online botanical companies and other drug promotional sites and is often touted as a legal 
alternative to substances such as cannabis and mescaline.30 Interestingly though, after being widely 
, -ailable.f.Qrover-a-decade,the-Gmghas not had any extreme-soeiahmpact as did LSfrurMDM.k.3Ln 

Unfortunately, to our knowledge, there is no current prevalence data on S. divinorum use. 

t ~'$- Originally the concerns for the abuse potential were minimal since it was concluded that 1 kg of 
U~ '0 dried leaves yielded only 3 to 6 humans doses of salvinorin A. However, it was discovered that 

~ 
vaporizing and inhaling 200-500 Ilg had profound hallucinogenic effects.32 The extraction of 
salvinorin A from the plant is very easy and with care, approximately 1.5 grams of pure salvinorin A 

. ~ per kilogram of dried leaves (8kg of fresh leaves) can be isolated. Therefore, even poor yields of a 
gram per kilograms of dried leaves would provide a dose for 2000 human doses.33 

bJ)-

f~ 
7 This easy isolation makes buying the drug quite affordable. S. divinorum leaves sell for $0.50-7 

per gram, plants for $20-45 and the liquid extract for $4-10 per millilitre.34 

4.2.5 Extent of Actual Abuse in Canada and Internationally 

G Health Canada does not currently have statistics on the actual population use of Salvia divinorum 
across the Canadian population. In an effort to address this lack of data, questions regarding the 
use of S. divinorum have been included in the (~2009 Youth Smoking Survey and the 2009 
Ontario Student Dru Use and Health SurveYfP~ta from these surveys will not likely be 

AJ Q(2j 

~~~ 
w~ 
~4... 

available until 201 addition, a general open-ended question about the use of other 
,_~ .1e;JQI(, substances has een included in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 
y-e'JIJ Results from that survey will be available in the summer of 2009. 

Health Canada has only received a limited number of communications regarding S. divinorum 

29 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
10 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinomm herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
31 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.auiarchive/00002327/0I/Munro2006thesis.pdfFebmary 2007. 
32 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
lun;43( 1 ):53-6. 
33 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Dl~g?~122~~lu!:~ep;.~_~(~)~~}_?~.~~.~ ..... ________ . ____ ~~ ___ . __ .~ ________ . _________ ~_~ ___ ... __ ~_. ___ ._ .. _.~_~~. ______ . __ . ___ --- _____ . -.---------.---.. - -.--.--.--- .. - ... 

.. - -- --- --~r,rWolowich WR, Perkins AM, Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 

divinomm herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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from law enforcement agencies, and none has advised that the use of S. divinorum poses any 
particular threat to public safety . 

. \~ 
\ ~ <~~ As mentioned above, Health Canada received four adverse drug reaction event reports (ADRs) in 
yJ..r-' 2004 associated with the use of S. divinorum as a hallucinogen, with three being considered non-
~ serious (requiring no medical attention) and the fourth being considered serious (medical 

\. ,')'(' condition of Attention Deficit Disorder. \ 0 .~ 5 ~ 
intervention was required) and involving the concomitant use of alcohol and the concomitant 

~ ~~ ~ ~ 
-~---..... In-the-United States, a-2QOG--NatiGl1~en-I)rug-T:Jse-and-Health-Rep6ft;-pubfished-in- r::J~~ rf'J »-
< ,,(.,) fjruary 2008 by the Substance Abuse and Mental Health Administration estimated that: ~ U, \ ) \9>Y 

rJ"1.{\~·. 1.8 million persons aged 12 or older used Salvia divinorum in their lifetime, with < ~ ~ 
r..DY . approxImately 750,000 havmg done so m the past year; rJ:>" . (~ ...... 

J • Use was more common among young adults (18 to 25 years old) as opposed to older c r.P yb 
~ rI0 adults (> 26 years of age); 7 Y\o 
~\) 0" C( • Young adults were nearly three times more likely than youths, aged 12 to 17, to have use \ ~s&-
(,"":\ ~ Salvia divinorum in the past year; and cJj;tY. 
J0-~ • Use was more common in males than in females. ~ ~ 

j Qjf'v if Two reports regarding the abuse of S. divinornm have been published in the academic literature. ~ e!\ ) 
dJ The fir~t was an i~tem~tional case report in w~i~h a young man (19 years of a~e) described his j'1 ~.'~ 

cJ . I V perceptIOns after mhalmg the smoke from S. dzvlnorum. The peak psYChotroPIC effects, ~~'U\b ) ... 
'{)..J' including pric~ling ofthe skin, ~ever-like ho.t flash~s, muscular tremor, and deperso.nalization, ~ e..e.JJ '-

jJ~ () were reached m less than five mmutes after mhaiatlon of an unknown amount of dned leaves.35 .1 \ 
. / The second case involved a 15-year-old male who presented to psychiatric emergency services o-.b J se-? 

, with acute onset of paranoia, deja VU, blunted affect, thOUght blocking and slowed speech, after 
smoking Salvia divinorum over an unknown period of time. During his hospitalization all 
symptoms improved significantly except the feeling of deja vu. Based on this case presentation, 
the author suggested that the feelings of deja vu may be considered long-term effects of Salvia 
use.36 However, given that this is the only case report in which deja vu was associated with the 
use of S. divinorum, more reports are needed to substantiate this finding. 

In addition to the above-mentioned case reports, in 2006, a case 1i3p'. was reported in the U.S. in 
which a 17-year-01d boy committed suicide after smoking S. divinorum for unknown period 
oftime.37 It should be noted that alcohol and general depression were the main confounders in 
this case. This case did, however, result in the state of Delaware passing a law outlawing 
S. divinorum, and classifying it as a Schedule I controlled substance with other hallucinogenic 
substances. 

i5 Error! Main Document Only.Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited 
hallucinog~Ilic .p!~Il.t~:iI!~~t:a~ingJe!~~.anc_eJ~!pl.M.tc .. heal!111A<.:~~~!~Q.rta!1QJi!~ra!.ll!.e!~yi~~Qnth.~ cQIls.uQ1ptiotl .. _ ... __ ._ . ___ _ 
ofS~Llvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-S. 
10 Error! Main Document Only.Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102,823-824. 
17 htfp:llwww.kvbc.com/Globallstoryasp?S=4893692 
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It has been suggested that S. divinorum is the most marketed herbal substances available for use " ""---'~) 
as a legal alternative to illicit drugs of abuse, among adolescents and young adults.38 In 2000, a ?:R J->. (.IL.., 

large number of S. divinorum plants were seized at a large scale plantation in Switzerland, which /\QJ 
may suggest that its use as a recreational arug~~E~e increaSing~ +-0 ft(j\;J ~ 
4.2.6 Overall Risk to Public Health and Safety oCeanadians ~l Je;1 ~ ~1-7 

_I . 
The increase in the number of enquiries from various municipalities and members of the pu lie 

~~~ ~.~~ __ .. ~ .. afl(lilLth~amount. ofmedi.a.interest.regarding..the.availability-G!'SaJiva~divinornm-in-&anada-may-~~- ... ~~ .... 
be an indication that the recreational use of S. divinorum as a hallucinogen may be on the rise in 
Canada. It is, however, premature to make this assumption as Health Canada presently does not 
have any viable statistics on the actual popUlation use of S. divinorum across the Canadian 

popUlation. D W \ ___~) ) e..G\.-.) 0'--- ~ 
Part of S. divinorum' ~~niial ste~om its availability. As previously mentioned it is 
widely available for purchase on 1IieInternet through drug promotional sites and is also sold in 
various "head shops" and corner stores. In addition, the potential for high yields and ease of 
extraction may make buying and selling the drug quite affordable and attractive. 

It is difficult to determine the abuse liability of S. divinorum as human studies on its use are 
scarce, and while most websites tout the drug as being "nothing for beginners", recommend that 
one has a 'sitter' to watch himlher while on the-drug due to its profound dissociative effects,40 
and experiences are described by users as being "intense", "very intense" or "extremely 
intense,,41 there appear to be inconsistencies in the literature regarding risk aversion. For 
example, one author states: "Many who have used salvinorin A find the experience extremely 
unnerving, frightening and overly intense and most have no desire to repeat the experience.,,42, 
however, this aversion to the drug is not an effect being echoed in other studies and reports.43 

Moreover, over eighty percent of users surveyed on a web-based questionnaire about their 

38 Error! Main Document Only.Siemann et ai., Salvia divinorum-representation of a new drug in the internet. 2006; 
Gesundhetswesen, 68(5):323-7 and Error! Main Document Only.Dennehy CE, Tsourounis C, Miller AE. 2005. 
Evaluation of herbal dietary supplements marketed on the internet for recreational use. Ann Pharmacother. 
Oct;39( 10): 1634-9. Epub 2005 Sep 13. 
39 Error! Main Document Only.Giroud C, Felber F, Augsburger M, Horisberger B, Rivier L, Mangin P. 2000. 
Salvia divinorum: an hallucinogenic mint which might become a new recreational drug in Switzerland. Forensic 
Science International 112: 143-150. 
~o http://www.sagewisdom.org 
~l Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
~1 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

~ ___ ~41.J:'~_~~ t~~ D:-RtbItJ:-BottSO-.K> Gomez-Jaraoo.tr. Baf~Mf· Pattern ofuse-llnd-~ive effeets-tlfSalvia---~· .. ~.--- .. -UOTIZaJt:Z;, " , vu.u.VJ • ~uUJ""'"''' 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Bticheler R, Gleiter CR, 
Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
J an;3 8(1): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 000237 



S. divinorum u said they would probably or definitely use S. divinorum again.44 Therefore, 
despite the f: t that users have reported the negative effects of S. divinorum as: the short duration 
of action, I k of control over the experience, persisting negative effects (most often anxiety)45 
sweating, hills, increased diuresis, impaired vigilance,46 and negative after-effects including 
tirednes , feeling head heavy, dizziness, physical exhaustion, and some degree of malaise or 
'hango er' as they 'comedown' from the drug,47 it is difficult to determine the influence these 
effects n the use of S. divinorum. 

"GO' -IJi tlt1dFffo~e potential for harm to the user and/or other individuals may be increased as users 
____ maJ'-geLup-aruLwalk-around without-app~nt-awafeness-of.theirmovements,behaviolllOl------- ------- -----

surroundings, distinction between self and surroundings is lost, and at doses greater than 1 mg of 
salvinorin A, out of body experiences are frequent and loss of consciousness has been reported.48 

As stated earlier, there are no approved medical uses for S. divinorum in Canada. Health Canada 
has also not received nor approved any submissions for natural health products for sale in 
Canada. Therefore, products that claim to contain this substance have not been extensively 
reviewed by Health Canada and as such, may be counterfeit or may contain other ingredients that 
may pose risks to health. For example, like all drugs of abuse, the users are often unaware of the 
potency and adulterants in the products they are purchasing. A study by Wolowich et al. 
(2006)49, showed that the salvinorin A content in five out of five S. divinorum products were 
falsely indicated on the label and 4 out of 5 products contained unidentified adulterants (i.e. 
vitamin E, caffeine). 

Health Canada has only anecdotal information about the use of S. divinorum in Canada and the 
risk of abuse and/or risk that S. divinorum poses to the health and safety of Canadians. Although 
reports of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have 
been received through the Canada Vigilance database, it is important to note that the number of 
reports and the nature of reactions reported are not adequate to characterize the risk to the general 
popUlation. These data cannot be used to determine incidence of use in the general population, as 
Health Canada does not have any information about the number of individuals using or who have 
used S. divinorum. 

5. ASSESSMENT OF RISKS AND BENEFITS (OPTIONAL) 

~~ Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
~5 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
-16 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5 . 

. ------ 4-7-GoiiZatez D~- RiOa J, -S-ollso JC;" GC)1riez-.Jaiaoo-U-:-a-aroanoj MJ~ Pattern--or-use ancrsubje·c"fiVe-effectsol Safvla-- ._-. - ---- --.. ------.. ---
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
48 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
lun;43( 1 ):53-6. 
-19 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinomm herbal products. Pharmacotherapy. 2006 Sep;26(9):1268-72. 000238 
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DRAFT 
April 7, 2009 

Issue 

Media Lines 
Regulatory Control of Salvia Divinorum 

Since 2006, Health Canada has observed a steady increase in the amount of media 
interest regarding the availability of Salvia divinorum on the Canadian market. Health 
Canada has also received a number of enquiries from various municipalities and members 
of the public asking why Health Canada has not taken steps to control the availability of 
Salvia divinorum, particularly given reports from scientific and media sources suggesting 
that Salvia divino rum is being used by adolescents and young adults specifically for its 
hallucinogenic properties. 

Key Messages: 

• Health Canada continues to collect relevant information about Salvia divinorum 
and its active ingredient, Salvinorin A, from both national and international sources 
in order to determine what, if any, regulatory controls are needed. 

• While the media have reported that use of Salvia divinorum is on the rise in certain 
parts of the country, Health Canada does not currently have statistics on its use 
across the Canadian populc:\tion. 

• Health Canada is taking steps to address this lack of data. Questions regarding the 
use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. A general open
ended question about the use of other substances was also been included in the 
2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
Salvinorin A, are controlled under the Controlled Drugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and 
South Korea) have placed controls on the import and/or sale of Salvia divino rum. 
Although some individual U.S. states have implemented laws restricting its use, 
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sale andlor distribution, Salvia divino rum is not federally regulated under the 
Controlled Substances Act in the United States. 

• Salvia divino rum, when associated with health claims, could meet the definition of 
a natural health product under the Natural Health Product Regulations (NHPR). 
This means that Salvia products that are not in compliance with the NHPR may be 
subject to compliance and enforcement actions. 

• As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divinorum products. 

If asked for specifics on when the survey data will be available: 

• Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available 
in summer 2009, while the results of the Youth Smoking Survey and the Ontario 
Student Drug Use and Health Survey likely will not be available until 2010. 

Questions and Answers 

QI-If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
Al - Very few controlled scientific studies of the physical and psychotropic effects of 
Salvia divinorum on humans have been carried out, and using these studies to predict the 
potential for addiction and abuse associated with Salvia divino rum is difficult. More 
controlled systematic research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none of these has advised that the use of 
Salvia divinorum poses any particular threat to public safety. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself! 
A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divino rum. 

Q3 - What will Health Canada do if it fmds products containing Salvia divinorum 
on the market? 
A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Product Regulations and/or are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. An import target for 
products with Salvia divinorum has already been placed with Canada Border Services 
Agency. 
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Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
A4 - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: ' 
• International requirements and trends in control and scheduling; 
• Chemical and pharmacological similarity to other substances already scheduled 

under the CDSA; 
• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Abuse liability and addiction potential of the substance; 
• Extent of actual abuse and misuse of the substance in Canada and internationally; 

and 
• Overall risk to public health and safety posed by the substance. 

Health Canada has only anecdotal information about the last three of the above
mentioned factors, and thus is not yet convinced that the controls imposed by the CDSA 
are an appropriate strategy for managing the risks associated with the use of Salvia 
divinorum. 

Health Canada will, however, continue to collect and consider information regarding 
Salvia divino rum as it becomes available. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
A5-SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 
A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are not adequate to characterize the 
risk to the general population. These data cannot be used to determine incidence of use in 
the general population, as Health Canada does not have any information about the 
number of individuals using or who have used Salvia divinorum. 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are often described as 
unpleasant. 
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The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 
from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 
• 1.8 million persons aged 12 or older used Salvia divinorum at least once in their 

lifetime, and approximately 750,000 did so in the past year. 
• Use was more common among young adults (18 to 25 years old) as opposed to 

older adults (>26 years of age). 
• Young adults were three times more likely than youths aged 12 to 17 to have used 

Salvia divinorum in the past year. 
• Use was more common in males than females. 

Salvia divinorum is widely advertised and promoted on the Internet as a "legal" 
alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique. Salvia divino rum does not appear to cause 
the euphoria often associated with other psychoactive drugs, so many people who try it 
do not repeat the experience. 
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DRAFT 
April 7,2009 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has noted ongoing Jlledia interest regarding the availability of ,,' 
Salvia divinorum on the Canadian market. Health Canada has also received a number of 
enquiries from various municipalities and members of the public asking why Health 
Canada has not taken steps to control the availability of Salvia divinorum, particularly 
given reports from scientific and media sources suggesting that Salvia divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. 

Key Messages: 

Health Canada continues to collect and consider Jnformation about $alvia 
divinorum and its active ingredient, ;;.alvinoriIlA, from both nati()nal and 
international sources in order to determine what, if any, regulatory controls are 
needed. 

• While the media have reported that use of Salvia divinorum is on the rise in certain 
parts of the country, Health Canada does not currently have statistics on its use 
across the Canadian population. 

• Health Canada is taking steps to address this lack of data. Questions regarding the 
use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Canadian Alcohol anq,[)ruglJse iv'Ionitoring,Sllrvey.A , uuu' 

general open-ended question about the use of other substances was also been 
included in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
;?alvinorin A, are regu late<i under the Controlledprugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and 
South Korea) have placed controls on the import and/or sale of Salvia divinorum 
lOll/or salvinorin A. Although some individual U.S. states have implemented laws 
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I • 

restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are,. . 
not federally regulated under the Controlled Substances Act in the United States. 

Salvia divinorum )l1eet~ the definiti()n of a natllral health product uncier tile Natural. _. 
Health Product Regulations (NHPR). This means that Salvia products that are not 
in compliance with the NHPR may be subject to compliance and enforcement 
actions. 

• As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divinorum products. 

If asked for specifics on when the survey data will be available: 

• Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available 
in summer 2009, while the results of the Youth Smoking Survey and the Canadian 
Alcohol and. Drug Use ty10l1it()ring.5urvey likely will not. be a\,aila~le UIltil201 o. 

Questions and Answers 

Ql - If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
Al - Very few controlled scientific studies of the physical and psychotropic effects of 
Salvia divinorum on humans have been carried out, and using these studies to predict the 
potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none of these has advised that the use of 
Salvia divinorum poses any particular threat to public safety. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 
A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 
A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Product Regulations and/or are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. An import target for 
products containin&,Salvia divinorum has already been placed with Canada Border 
Services Agency. 
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Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
A4 - Health Canada considers several factors in detennining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

I 
· International requirements and trends inlegulatorY,statu~ .. _, 

Chemical and phannacological similarity to other substances already regulated,. _ , 
under the CDSA; 

• Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 

I 
. Potential for ajJuse .,and, ris,k ()f addiction associated 'vVith J~e substance; 

Extent of actual abuse.of the su~stal1ct! jn Caml~a andjnternationally; ,aIld 
Overall risk to public health and safety posed by the substance. 

Health Canada has only anecdotal infonnation about the last three of the above
mentioned factors, and thus is not yet convinced that the controls imposed by the CDSA 
are an appropriate strategy for managing the risks associated with the use of Salvia 
divinorum. The survey results from the 2008-2009 Youth Smoking Survey and the 2009 
(::anadian Alcohol and Drug Use Monitoring Survey will help fill some of the 
information gaps. The data, however, will not likely be available until 2010. In the 
interim, Health Canada will;:ontinue to collec.t and consider infofl11!itioIlrt!gardingS'alvia 
divinorum as it becomes available. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
AS -See A4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 
A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are not adequate to characterize the 
risk to the general population. These data cannot be used to detennine incidence of use in 
the general popUlation, as Health Canada does not have any infonnation about the 
number of individuals using or who have used Salvia divinorum. 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, dysphoria, out-of-body experiences, unconsciousness 
and short-tenn memory loss. The effects, which vary from person to person, are often 
described as unpleasant. 
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The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 
from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 

I • 1.8 million persons aged 12 or older have used Salvia divinorum at least once in 
their lifetime, and approximately 750,000 did so in the past year. 
Use was more common among young adults (18 to 25 years old) as opposed to 
older adults (>26 years of age). 

• Young adults were three times more likely than youths aged 12 to 17 to have used 
Salvia divinorum in the past year. 

• Use was more common in males than females. 

Salvia divinorum is widely advertised and promoted on the Internet and sold in various 
"head shops" and natural food stores as a "legal" alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique ... 
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Jocelyn Kula/HC-SC/GC/CA 

2009-04-1404:19 PM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: CP - B.C. survey of teens shows marijuana use down but 
prescription drug abuse up 

may want to look up the report of this survey- hopefully on BC MoH website?? 

just be interesting to see what is in report reo increased incidence of hallucinogenic intake 

JK 

Jocelyn Kula 
Manager/ Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-04-14 04:18 PM ----

HC_Media_SC/HC-SC/GC/C 
A 
Sent by: Gabriel Barbeau 

2009-04-1404:17 PM 

To 

cc 

Subject CP - B.C. survey of teens shows marijuana use down but 
prescription drug abuse up 

Apr 14 2009 15:37:00 - Source: HEA [The Canadian Press] 

B.C. survey of teens shows marijuana use down but prescription drug abuse up 
(Adolescent-Health) 

VANCOUVER A survey of B.C. teens suggests fewer are using 
marijuana but more are abusing prescription and hallucinogenic drugs 
such as ecstasy. 

The study by the McCreary Centre Society suggests pot smoking 
among teens has fallen for the 10th year in a row down to 30 per 
cent from 37 per cent in 2003. 

But according to the survey of 29,000 students, there's been a 
six per cent jump in adolescents trying prescription drugs without a 
doctor's supervision and a nine per cent increase in use of 
hallucinogens since 2003. 

Executive director Annie Smith says the survey of Grades seven to 
12 students doesn't explain why more are abusing prescription drugs 
and hallucinogens. 

She says recent studies in other provinces have found a similar 
trend and the society will explore that further in future workshops 
with teens. 

The 2008 survey of physical and emotional health also suggests 
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that the majority of B.C. youth are in good health, feel connected 
to their family, school and community and are smoking and drinking 
less than teens in 2003. 

Media Monitoring Unit I Unite de surveillance des medias 
Health Canada I Sante Canada 
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Salvia divinorum '.~ 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (S. divinorum) specifically for its ability to produce 
hallucinations. Certain Web sites are also promoting the use of S. divinorum as a "legal" 
alternative to street drugs. 

Health Canada recommends that you avoid using this substance because very little is known 
about the effect it has on the brain and there is no way to predict how it will affect you. 

Background 

Salva divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 

-

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for many 
years. Traditional use involves chewing the leaves or using them to make a tea for medicinal 
purposes (e.g., to treat such conditions as headache or stomach upset), or to induce a "mystical" or 
hallucinogenic experience for spiritual purposes. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing purposes. 
Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid preparations are 
also available. 

_______ • ___ • ____ 0 ___ ._.~ ___ _ 

Street names forS:-divlnorumiiiClude:Sally D, Lady~Saffy,-Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Risks of Using Salvia divinorum 

Saliva divinorum's effects, which vary from person to person, are often described as unpleasant 
and may include the following: 
• hallucinations; 
• out-of-bodyexperiences; 
• loss of consciousness; 
• short-term memory loss; 
• uncontrollable laughter; 
• impaired ability to speak. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 
• the potency of the product; 
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• how much is used; 
• how it is taken (e.g., ingested or smoked); 
• the user's mood and expectations. 

A major concern about S. divinorum is the fact that there have been so few scientific studies about 
the way it affects the body and the brain. For example, very little is known about the following: 
• how it affects the brain and if it causes permanent damage; 
• whether it causes physical dependence or addiction; 
• how it interacts with other substances (including other drugs and alcohol). 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, Salvia divinorum may meet the definition 0 f a "natural health 
product" (NHP) under Health Canada's Natural Health Products Regulations, but no NHPs 
containing this substance have been approved for sale in Canada. This means products that 

'\()Q~ ontain S. divinorum have not been reviewed by Health Canada for safety, efficacy or quality. As 
:,...'" ~ ..... ~such, they may be counterfeit or contain other ingredients that pose risks to health, and consumers 

o 
k """"'~should heed the "buyer beware" principle. ' 

Natural health products that have been reviewed and approved by Health Canada will be labelled 
with one of the following: 
• a Natural Product Number (NPN); or 
• . ~--=--aDrug-'tdentification NmlIbe:t-.. -HomeoPa1:mt:~J:e(J:tefH:e::t±lW-:H:l\4t.: 

The Legal Status of Salvia divinorum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to oneofthe Schedules to 
the CDSA, Health Canada considers the following factors: 

• international requirements and trends in controlling the substance; 
• similarity to other substances already regulated under the CDSA; 
• whether there may be legitimate uses of the substance (e.g., potential health benefits, use 

in manufacturing, etc.); 
• the abuse liability of the substance and the potential for addiction; 
• the extent of actual abuse of the substance in Canada and elsewhere; 
• overall risk to public health and safety posed by the substance. 
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In the case of S. divinorum, there is simply not enough information available to determine whether 
regulation under the CDSA is the best option to manage the potential risks associated with its use. 
Questions about the use of S. divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results will help 
fill some of the information gaps, but the data will not likely be available until 2010. 

In Other Countries 
Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of S. divinorum. In the United States, it is 
not regulated under the Controlled Substances Act, but a number of individual states have placed 
restrictions on its sale and/or import. For example, several states have made it illegal to 
manufacture, distribute, import/export, possess, use, buy and/or sell S. divinorum and/or 
salvinorin A to various degrees, while others have placed restrictions on distribution (e.g., no 
sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

? 
Need More Info? ~-coD . 

~ . 

For information about Health Canada's Drug Strategy and Controlled Substances Directorate, go 
to: http://www.hc-sc.gc.ca/ahc-asclbranch-dirgenlhecs-dgsesc/ dscsp-psasc/index-eng.php 

Also, see the Prevention section on the Government of Canada's Nati0l!~l ~ti-Drug Str(lte~_ 
Website at: htip:77www:natl0ilalahtidi1igstrategy$~.-This 'site has a nuinberofhelpfur- ._ ... 
resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if Your 
Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.ca/dhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.ca/ysssite app/controller/index.cfm and 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.netlResearchlosdus.html 

Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
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Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov/2k8lhallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/index-eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Salvia divinorum - Draft Three 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (s. divinorum) specifically for its ability to produce 
hallucinations. Certain Web sites are also promoting the use of S. divinorum as a "legal" 
alternative to street drugs. 

Health Canada recommends that you avoid using this substance because very little is known 
about the effect it has on the brain and there is no way to predict how it will affect you. 

Background 

Salva divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for many 
years. Traditional use involves chewing the leaves or using them to make a tea for medicinal 
purposes (e.g., to treat such conditions as headache or stomach upset), or to induce a "mystical" or 
hallucinogenic experience for spiritual purposes. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing purposes. 
Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid preparations are 
also available. 

Street names for S.-divil'lOrum include: Sally D, LadySally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Risks of Using Salvia divinorum 

Saliva divinorum's effects, which vary from person to person, are often described as unpleasant 
and may include the following: 
• hallucinations; 
• out-of-body experiences; 
• loss of consciousness; 
• short-term memory loss; 
• uncontrollable laughter; 
• impaired ability to speak. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 
• the potency of the product; 
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• how much is used; 
• how it is taken (e.g., ingested or smoked); 
• the user's mood and expectations. 

A major concern about S. divinorum is the fact that there have been so few scientific studies about 
the way it affects the body and the brain. For example, very little is known about the following: 
• how it affects the brain and ifit causes permanent damage; 
• whether it causes physical dependence or addiction; 
• how it interacts with other substances (including other drugs and alcohol). 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with \r--~~ 
this.) nOJ..tl~_ 

e;c- - ~--l)'" 

I k ) Also, remember that just because a drug is plant-b ed or "f!a \ al," it does not mea 
_ Under certain conditions of use, Salvia divinoru tna¥ meefN: definition of a "n _ 

"' ....... \K product" (NHP) under Health Canada's Natural alth P {fucts Regulations, no NHPs -~ 
"'-?o.-....-" i ~is substance have been approved for sale in Canada. This mean ro ucts4hat-
:-t:'..~ .. :c....'~vinorum have not been reviewed by Health Canada for safety, efficacy or quality. As 
<A.. ~ (SUCh, they may as 88Wftt&fwit Qf contain other ingredients that pose risks to health, ~ansumers 
~~ should heed the "buyer beware" principle. . ' t"" ~, ~~ 
lL~...I..,;:...'c.....) bc;...".~ -\---"-.lL o.--~ ~ ~. 0 _. I ~c-. 

Natural health products that have been reviewed and approved by Health Canada will be labelled oli",,{\..KV 
with one of the following: tIV Sc.J.N)1\J1't 

: .. --: ~:~~~::~~~~~~::U:~~~opatlriLrMedicine-tDIN-HMF·,---,·---,-,--.. ----Jt~ 
The Legal Status of Salvia divinorum ~....--~"'--'-~ (jhrt:~~ 
In Canada ~7 ,Xc,.3 c~~- "5w.W~ 
Neither S. divinorum nor salvinorinc.a.j~~i±:?e~ly regulated under the Controlled Drugs and ~ c...k.iI 
Substances Act (CDSA). When assessing whether to add a substance to one ofthe Schedules to 1 {ec,..J .j 

the CDSA, Health Canada considers the following factors: I\ttJSull\.P\.t1',. 

• international requirements and trends in controlling the substance; 
• similarity to other substances already regulated under the CDSA; 
• whether there may be legitimate uses of the substance (e.g., potential health benefits, use 

in manufacturing, etc.); 
• the abuse liability ofthe substance and the potential for addiction; 
• the extent of actual abuse of the substance in Canada and elsewhere; 
• overall risk to public health and safety posed by the substance. 
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In the case of S. divinorum, there is simply not enough information avai Ie to determine whether 
regulation under the CDSA is the best option to manage the potential sks associated with its use. 
Questions about the use of S. divinorum have been included in the 2 08-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drur.& Use and Health Survey,·urvey results will help 
fill some ofthe information gaps....eat the.Jsolata will nol\ikely be av.ailable until 2010a ! 

. .) hNeN'W" r- .. \ ,,/\ e-
In Other Countries I~" 
Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, sga~n'lI!nl~d\~l).d.S?(. l-1l.fYJ 
Korea) have placed controls on the import and/or sale of S. divinorumf-.In the Unitea state.lf v~ 

,::'not regulated under,the Controlled Substances Act, but a number of individual states have paced 1, ~~ 
restrictions o~~re and/or import. For example, several states have made it illegal to ~ W'. ~ 
manufacture, distribute, import/export, possess, use, buy and/or sell S. divinorum and/or ('-r--r 

"l'-, salvinorin A to various degrees, while others have placed restrictions on distribution (e.g., no / 
sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Need More Info? 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.caldhp-mps/prodnatur/index -eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssiteapp/controller/index.cfin and 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.netlResearchlosdus.html 

Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum and 
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Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

u.s. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www .oas.samhsa. gOY 12k8lhallucinogenslhallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/index-eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Salvia divinorum - Draft Three - NHPD Comments 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (8. divinorum) specifically for its ability to produce 
hallucinations. Certain Web sites are also promoting the use of S. divinorum as a "legal" 
alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, putf encens special, and salvia. 

Health Canada recommends that you avoid using this substance because very little is known 
about the effect it has on the brain and there is no way to predict how it will affect you. 

Background 

Salva divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for many 
years. Traditional use involves chewing the leaves or using them to make a tea for medicinal 
purposes (e.g., to treat such conditions as headache or stomach upset), or to induce a "mystical" or 
hallucinogenic experience for spiritual purposes. 

Products that claim to contain 8. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing purposes. 
Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid preparations are 
also available. 

Risks of Using Salvia divinorum 

Saliva divinorum's effects, which vary from person to person, are often described as unpleasant 
and may include the following: 
• hallucinations; 
• dysphoria (feeling unwell, uneasy or unhappy); 
• out-of-body experiences; 
• uncontrollable laughter; 
• loss of consciousness; 
• short-term memory loss; 
• ; ncoordination; 
• impaired ability to speak. slurred speech. 
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There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 
• the potency of the product; 
• how much is used; 
• the purity of the product (it may be adulterated with other substances); 
• how it is taken (e.g., ingested or smoked); 
• the user's mood and expectations. 

A major concern about S. divinorum is the fact that there have been only a few scientific studies 
about the way it affects the body and the brain. For example, it is known which brain receptors are 
targeted by the active ingredient, Salvinorin A, but very little is known about the following: 
• how it affects the brain overall, what are the long-term effects, and if it causes permanent 

damage; 
• what effects it has on physical dependence or addiction; 
• how it interacts with other substances (including other drugs and alcohol). 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, Salvia divino rum may meet the definition of a "natural health 
product" (NHP) under Health Canada's Natural Health Products Regulations, but no NHPs 
containing this substance have been approved for sale in Canada. This means products that 
contain S. divinorum have not been reviewed by Health Canada for safety, efficacy or quality. As 
such, they maybe counterfeit or contain other-ingredients that pose risks- to health, and consumers 
should heed the "buyer beware" principle. 

Natural health products that have been reviewed and approved by Health Canada will be labelled 
with one of the following: 
• a Natural Product Number (NPN); or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divinorum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one ofthe Schedules to 
the CDSA, Health Canada considers the following factors: 

• international requirements and trends in controlling the substance; 
• similarity to other substances already regulated under the CDSA; 
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• whether there may be legitimate uses of the substance (e.g., potential health benefits, use 
in manufacturing, etc.); 

• the abuse liability of the substance and the potential for addiction; 
• the extent of actual abuse of the substance in Canada and elsewhere; 
• overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine whether 
regulation under the CDSA is the best option to manage the potential risks associated with its use. 
Questions about the use of S. divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results will help 
fill some of the information gaps, but the data will not likely be available until 2010. 

In Other Countries 
Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of S. divinorum. In the United States, it is 
not regulated under the Controlled Substances Act, but a number of individual states have placed 
restrictions on its sale and/or import. For example, several states have made it illegal to 
manufacture, distribute, import/export, possess, use, buy and/or sell S. divinorum and/or 
salvinorin A to various degrees, while others have placed restrictions on distribution (e.g., no 
sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Need More Info-r------

For information about Health Canada's Drug Strategy and Controlled Substances Directorate, go 
to: http://www.hc-sc.gc.calahc-asc/branch-dirgen/hecs-dgsesc/dscsp-psasc/index -eng.php 

Also, see the Prevention section on the Government of Canada's National Anti-Drug Strategy 
Web site at: http://www.nationalantidrugstrategy.gc.cal.This site has a number of helpful 
resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if Your 
Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssite app/controller/index.cfm and 

000265 



The Ontario Student Drug Use and Health Survey, at: http://www.camh.netJResearch/osdus.html 

Additional Resources: 

U.s. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 

U.s. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov/2k8lhallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv lindex -eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Salvia divinorum - Draft Three - MHPD Comments 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (S. divinorum) speeifically! for its ability to produce 
hallucinations. Certain Web sites are also promoting the use of S. divinorum as a "legal" 
alternative to street drugs. 

Health Canada recommends that you avoid using this substance because very little is known 
about the effect it has on the brain, specifically with respect to permanent damage. There is also 
and thete is no way to predict how it will affect you with each us~. 

Background 

Salva divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for many 
years. Traditional use involves chewing the leaves or using them to make a tea for medicinal 
purposes (e.g., to treat such conditions as headache or stomach upset), or to induce a "mystical" or 
hallucinogenic experience for spiritual purposes. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing purposes. 
Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid preparations are 
also available. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Risks of Using Salvia divinorum 

Saliva divinorum's effects, which vary from person to person, are often described as unpleasant 
and may include the following: 
• hallucinations; 
• out-of-body experiences; 
• loss of consciousness; 
• short-term memory loss; 
• uncontrollable laughter; 
• impaired ability to speak. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 
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• the potency of the product; 
• how much is used; 
• how it is taken (e.g., ingested {For consideration - tile term 'eaten' may be easily 

!lmlerstood by the publicl or smoked); 
• the user's mood and expectations. 

A major concern about S. divinorum is the fact that there have been so few scientific studies about 
the way it affects the body and the brain. For example, very little is known about the following: 
• how it affects the brain and if it causes permanent damage; 
• whether it causes physical dependence or addiction; 
• how it interacts with other substances (including other drugs and alcohol). 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, Salvia divinorum may meet the definition of a "natural health 
product" (NHP) under Health Canada's Natural Health Products Regulations, but no NHPs 
containing this substance have been approved for sale in Canada. This means products that 
contain S. divinorum have not been reviewed by Health Canada for safety, efficacy or quality. As 
such, they may be counterfeit or contain other ingredients that pose risks to health, and consumers 
should heed the "buyer beware" principle. 

Natural health products that have been reviewed and approved by Health Canada will be labelled 
with one of the following:-
• a Natural Product Number (NPN); or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divinorum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one of the Schedules to 
the CDSA, Health Canada considers the following factors: 

• international requirements and trends in controlling the substance; 
• similarity to other substances already regulated under the CDSA; 
• whether there may be legitimate uses of the substance (e.g., potential health benefits, use 

in manufacturing, etc.); 
• the abuse liability of the substance and the potential for addiction; 
• the extent of actual abuse of the substance in Canada and elsewhere; 
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• overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine whether 
regulation under the CDSA is the best option to manage the potential risks associated with its use. 
Questions about the use of S. divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. The survey results will help 
fill some of the information gaps, but the data will not likely be available until 2010. 

In Other Countries 
Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of S. divillorum. In the United States, it is 
not regulated under the Controlled Substances Act, but a number of individual states have placed 
restrictions on its sale and/or import. For example, several states have made it illegal to 
manufacture, distribute, import/export, possess, use, buy and/or sell S. divinorum and/or 
salvinorin A to various degrees, while others have placed restrictions on distribution (e.g., no 
sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Need More Info? 

For information about Health Canada's Drug Strategy and Controlled Substances Directorate, go 
to: http://www.hc-sc.gc.calahc-asc/branch-dirgenlhecs-dgsesc/ dscsp-psasc/index -eng.php 

Also, see the Prevention section on the Government of Canada's National Anti-Drug Strategy 
Web site at: http://www.nationalantidrugstrategy.gc.cal.This site has a number of helpful 
resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if Your 
Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.caldhp-mps/prodnatur/index -eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssite app/controller/index.cfm and 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.net/Research/osdus.html 

Additional Resources: 
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U.S. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www .oas.samhsa. gOY 12k8/hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/index-eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Salvia divinorum 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (S. divinorum) for its ability to produce hallucinations. Certain 
Web sites are also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Health Canada recommends that you avoid using this substance because very little is known 
about the damage it may cause to the body, including the brain. There is also no way to predict 
how it will affect you with each use. 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have psychotropic 
effects, which means it affects the mind and mental processes. 

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for many 
years. Traditional use involves chewing the leaves or using them to make a tea for medicinal 
purposes (e.g., to treat such conditions as headache or stomach upset), or to induce a "mystical" or 
hallucinogenic experience for spiritual purposes. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing purposes. 
Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid preparations are 
also available. 

Risks of Using Salvia divinorum 

S. divinorum's effects, which vary from person to person, are often described as unpleasant and 
may include the following: 
• hallucinations; 
• dysphoria (feeling unwell, uneasy or unhappy); 
• out-of-bodyexperiences; 
• uncontrollable laughter; 
• loss of consciousness; 
• short-term memory loss; 
• lack of physical coordination; 
• slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
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may differ from one use to the next, depending on factors such as: 
• the potency of the product; 
• how much is used; 
• the purity of the product (it may be mixed with other substances); 
• how it is taken (e.g., chewed, swallowed or smoked); 
• the user's mood and expectations. 

A major concern about S. divinorum is the fact that there have only been a few scientific studies 
about the way it affects the body and the brain. Scientists know which brain receptors are targeted 
by the active ingredient, salvinorin A, but very little is known about the following: 
• how it affects the brain overall, including whether there are any long-term effects or 

permanent damage; 
• how it interacts with other substances, including other drugs, natural health products and 

alcohol. 

The information regarding physical dependence or addiction to S. divinorum is unclear, although 
it appears the potential for either is low. 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, S. divinorum meets the definition of a "natural health product" 
(NHP) under Health Canada's Natural Health Products Regulations. However, no NHPs 
containing this substance have been approved for sale in Canada. This means that products 
claiming to contain S. divinorum have not been reviewed by Health Canada for safety, efficacy or 
quality. As such, they may be counterfeit or contain other ingredients that pose risks to health, and 
consumers should heed the "buyer beware" principle. 

Natural health products that have been reviewed and approved by Health Canada are labelled with 
one of the following: 
• a Natural Product Number (NPN); or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divinorum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one of the Schedules to 
the CDSA, Health Canada considers the following factors: 
• international requirements and trends in controlling the substance; 
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• similarity to other substances already regulated under the CDSA; 
• whether there may be legitimate uses of the substance (e.g., potential health benefits, use 

in manufacturing, etc.); 
• the potential for abuse and the risk of addiction associated with the substance; 
• the extent of actual abuse of the substance in Canada and elsewhere; 
• overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine whether 
regulation under the CDSA is the best option to manage the potential risks. Questions about the 
use of S. divinorum have been included in the 2008-2009 Youth Smoking Survey and the 2009 
Canadian Alcohol and Drug Use Monitoring Survey, and these survey results will help fill some 
ofthe information gaps. The data, however, will not likely be available until 2010. 

In Other Countries 
Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. In the 
United States, S. divinorum and salvinorin A are not regulated under the Controlled Substances 
Act, but a number of individual states have placed restrictions on their sale and/or import. For 
example, several states have made it illegal to manufacture, distribute, import/export, possess, 
use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, while others have placed 
restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Reporting Adverse Reactions 

You can report any adverse reactions to the Canada Vigilance Program by one of the following 
three ways: 

• Report online at the MedEffect™ Canada Web site 
• Call toll-free at 1-866-234-2345 
• Complete a Canada Vigilance Reporting Form and either: 
• Fax toll-free to 1-866-678-6789 
• Mail to: Canada Vigilance Program 

Health Canada 
AL 0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ Canada Web 
site. The Canada Vigilance Reporting Form and the adverse reaction reporting guidelines may 
also be obtained via this Web site. 
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Need More Info? 

For information about the Government of Canada's Anti-Drug Strategy, go to: 
http://www.nationalantidrugstrategy.gc.ca/.The Prevention section on this site has a number of 
helpful resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if 
Your Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.ca/dhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.ca/ysssite app/controller/index.cfm and 

The Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://www.hc-sc.gc.calhl-vs/drug-drogues/cadums-esccad-eng.php 

Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoLgov/drugsconcern/salviadisalviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov/2k8lhallucinogenslhallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/index-eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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5.19(1) .. . " .. 
"Sue Lumsden" 

2009-05-21 03:35 PM 

To Brittany Sauve <brittany-sauve@hc-sc.gc.ca>, "Cheryl 
Tremblay" <Cheryl_ Tremblay@hc-sc.gc.ca>, "Jocelyn Kula" 
<jocelyn_kula@hc-sc.gc.ca>, "Mano Murty" 

cc 

bcc 

Subject IYH - Salvia divinorum - Draft Six 

Good afternoon to all, 

I've attached Draft Six of the IYH on Salvia divinorum, which incorporates the latest comments and 
revisions received from you. 

Through discussions and e-mail communications, we have been able to reach a consensus on a number 
of proposed revisions and/or deletions suggested in Draft Five. For example, Draft Six accepts the 
insertion of "awkward sentence patterns" as an effect of using Salvia divinorum and puts back the bullet 
indicating that "the user's mood and expectations" playa role in the way the effects may differ from one 
use to the next. 

Based on comments from R. Maries and B. Sauve, Draft Six also removes the reference to "abuse" in the 
sentence stating that the potential for physical dependence or addiction appears to be low. 

There is no highlighter marking changes/items on which consensus has been reached. 

In the attached version, there are a couple of minor but important proposed revisions. So that you can 
find these quickly and easily, the proposed insertions are highlighted in green, while proposed deletions 
are highlighted in yellow. 

Please let me know whether you accept the proposed revisions. If so, I will clean up the draft and send it 
to the IYH Manager for the formal approvals process. 

Thank you very much for all of the work you have put into this article to date. 

Best regards, 
Sue 

it 
IYH • Salvia di .... inorum - Draft SIX (May 21. 2(09).wpd 

000276 



Salvia divinorum 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (S. divinorum) for its ability to produce hallucinations. Certain 
Web sites are also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Health Canada recommends that you avoid using this substance because 
about the the 

. . is also no. way to pre4ict how it will atfectyou with each use: 

Background 

Salvia divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 
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The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for many 
years. Traditional use involves chewing the leaves or using them to make a tea for medicinal 
purposes (e.g., to treat such conditions as headache or stomach upset), or to induce a "mystical" 
or hallucinogenic experience for spiritual purposes. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing 
purposes. Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid 
preparations are also available. 

Risks of Using Salvia divinorum 

Saliva divinorum's effects, which vary from person to person, are often described as unpleasant 
and may include the following: 

hallucinations; 
dysphoria (feeling unwell, uneasy or unhappy); 
out-of-body experiences; 
uncontrollable laughter; 
loss of consciousness; 
short-term memory loss; 
lack of physical coordination; 
slurred speech and awkward sentence pattern~. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 
• the potency of the product; 

how much is used; 
the purity of the product (it may be mixed _bvitll()tller_~U\)st.allces)L 
how it is taken swallowed o~ 

• 

A major concern about S. divinorum is the fact that there have only; been .~Xewsc}elltific_ 
studies about the way it affects the body and the brain. Scientists know which brain receptors are 
targeted by the active ingredient, salvinorin A, but very little is known about the following: 
• how it affects the brain overall, including whether there are any long-term effects or 

permanent damage; 
how it interacts with other substances, including other drugSh natural health product$ ~nd 
alcohol. 

!he information reg~ding p~y~ical dep1endence or addiction~f§'cii:V~1t.o~~_is~cll'!~,~lthollgh[ 
It appears the potentlalJortllls_ISJOW; ._. _ . __ u_u_ d _. d _.. _ .. u. _ ___ d_ _ __ _ __ 
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Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, Salvia divinorum meets the defmition of a "natural health 
product" (NHP) under Health Canada's Natural Health Products Regulations. However, no 
NHPs containing this substance have been approved for sale in Canada. This means that products 
claiming to contain S. divinorum have not been reviewed by Health Canada for safety, efficacy or 
quality. As such, they may be counterfeit or contain other ingredients that pose risks to health, 
and consumers should heed the "buyer beware" principle. 

Natural health products that have been reviewed and approved by Health Canada are labelled with 
one of the following: 

a Natural Product Number (NPN); or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divinorum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one of the Schedules to 
the CDSA, Health Canada considers the following factors: 

• 

international requirements and trends in controlling the substance; 
similarity to other substances already regulated under the CDSA; 
whether there may be legitimate uses of the substance (e.g., potential health benefits, use 
in manufacturing, etc.); 
the abuse liability ,flnd the potential for addiction associated with the substance; 
the extent of actual abuse of the substance in Canada -an<felsewhere; - -.. - .... --
overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine 
whether regulation under the CDSA is the best option to manage the potential risks. Questions 
about the use of S. divinorum have been included in the 2008-2009 Youth Smoking Survey and 
the 2009 Ontario Student Drug Use and Health Survey, and these survey results will help fill 
some of the information gaps. The data, however, will not likely be available until 2010. 

In Other Countries 
Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. In the 
United States, S. divinorum and salvinorin A are not regulated under the Controlled Substances 
Act, but a number of individual states have placed restrictions on their sale and/or import. For 
example, several states have made it illegal to manufacture, distribute, import/export, possess, 
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use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, while others have placed 
restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Need More Info? 

For information about the Government of Canada's Anti-Drug Strategy, go to: 
http://www.nationalantidrugstrategy.gc.cal. The Prevention section on this site has a number of 
helpful resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if 
Your Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssite app/controller/index.cfm and 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.netiResearch!osdus.html 
Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdo;.gov/drugsconcern/salviad/salviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov/2k8/hallucinogenslhallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/index-eng.php 
http://www.hc-sc.gc.calenglish! iyh! index.html 
You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2009 
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Salvia divinorum 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (s. divinorum) for its ability to produce hallucinations. Certain 
Web sites are also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Health Canada recommends that you avoid using this substance because very little is known 
about the datl1ag~'ij';ai~~~:J~fth~i$()JY~~m~~ffiI effect it has on the brain. There is also no 
way to predict how it will affect you with each use. 

Background 

Salvia divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for many 
years. Traditional use involves chewing the leaves or using them to make a tea for medicinal 
purposes (e.g., to treat such conditions as headache or stomach upset), or to induce a "mystical" or 
hallucinogenic experience for spiritual purposes. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing purposes. 
Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid preparations are 
also available. 

Risks of Using Salvia divinorum 

Saliva divinorum's effects, which vary from person to person, are often described as unpleasant 
and may include the following: 
• hallucinations; 
• dysphoria (feeling unwell, uneasy or unhappy); 
• out-of-bodyexperiences; 
• uncontrollable laughter; 
• loss of consciousness; 
• short-term memory loss; 
• lack of physical coordination; 
• slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
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may differ from one use to the next, depending on factors such as: 
• the potency of the product; 
• how much is used; 
• the purity of the product (it may be mixed with other substances); 
• how it is taken (e.g., chewed, swallowed or smoked); 
• the user's mood and expectations. 

A major concern about S. divinorum is the fact that there have only been a few scientific studies 
about the way it affects the body and the brain. Scientists know which brain receptors are targeted 
by the active ingredient, salvinorin A, but very little is known about the following: 
• how it affects the brain overall, including whether there are any long-term effects or 

permanent damage; 
• how it interacts with other substances, including other drugs, natural health products and 

alcohol. 

The information regarding physical dependence or addiction to S. divinorum is unclear, although 
it appears the potential fOl~tmiJ of sueh issues is low. 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, Salvia divinorum meets the definition of a "natural health 
product" (NHP) under Health Canada's Natural Health Products Regulations. However, no NHPs 
containing this substance have been approved for sale in Canada. This means that products 
claiming to contain S. divinorum have not been reviewed by Health Canada for safety, efficacy or 
quality. As such, they may be counterfeit or contain other ingredients that pose risks to health, and 
consumers should heed the "buyer beware" principle. 

Natural health products that have been reviewed and approved by Health Canada are labelled with 
one of the following: 
• a Natural Product Number (NPN); or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divinorum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one of the Schedules to 
the CDSA, Health Canada considers the following factors: 
• international requirements and trends in controlling the substance; 
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• similarity to other substances already regulated under the CDSA; 
• whether there may be legitimate uses of the substance (e.g., potential health benefits, use 

in manufacturing, etc.); 
• the poteiili~(ql abuse liabilit, of the sttbstanee and the potential for d~~:ql addiction 

assQcla.~~a(witijjtlt~:'sql1~Hin~~; 
• the extent of actual abuse of the substance in Canada and elsewhere; 
• overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine whether 
regulation under the CDSA is the best option to manage the potential risks. Questions about the 
use of S. divinorum have been included in the 2008-2009 Youth Smoking Survey and the 2009 
Ontario Student Drug Use and Health Survey, and these survey results will help fill some of the 
information gaps. The data, however, will not likely be available until 2010. 

In Other Countries 
Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. In the 
United States, S. divinorum and salvinorin A are not regulated under the Controlled Substances 
Act, but a number of individual states have placed restrictions on their sale and/or import. For 
example, several states have made it illegal to manufacture, distribute, import/export, possess, 
use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, while others have placed 
restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Need More Info? 

For information about the Government of Canada's Anti-Drug Strategy, go to: 
http://www.nationalantidrugstrategy.gc.cal. The Prevention section on this site has a number of 
helpful resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if 
Your Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssi te app/ controller/index.cfm and 
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The Ontario Student Drug Use and Health Survey, at: http://www.camh.netJResearch/osdus.html 

Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov/2k8/hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/index -eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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To Brittany 
Sauve/HC-SC/GC/CA 

2009-05-0503:54 PM 
cc "Cheryl Tremblay" <Cheryl_Tremblay@hc-sc.gc.ca>, 

"Jocelyn Kula" <jocelyn_kula@hc-sc.gc.ca>, "Sue Lumsden" 

bcc 
"Mano Murty" 

Subject Re: IYH - Salvia divinorum - Draft Five!) 

Dear Sue, 

I agree with Robin's comment below. I think that its abuse is well-known. 

I do not agree with the proposed deletion of "the user's mood and expectations." This is common 
knowledge for any substance of abuse-legal or illicit. It plays a role in the experience and consequently, 
the abuse potential of a drug. I have a number of references which state this ... I have added one below: 
Potential factors associated with prescription drug 

abuse and addiction 

From a pharmacological perspective, prescription drugs 

fit into the same drug classes as the usual illicit drugs. 

Methylphenidate and amphetamines fit into the stimulant category, 

like cocaine and methamphetamine, while hydrocodone 

and oxycodone fit into the category of opioids, like heroin. Thus, 

the same general pharmacological factors associated with abuse 

and addiction to non-prescription drugs apply to prescription 

drug abuse. Key variables that influence the abuse and addiction 

potential of these agents are: dose, route of administration, 

co-administration with other drugs, context and expectations. 
Compton WM, Volkow NO. Abuse of prescription drugs and the risk of addiction. Drug Alcohol Depend. 2006 

Jun;83 Suppl I:S4-7. 

The deletion 'in regards to permanent damage' - I feel with this removed we are back to sounding like we 
don't know how the drug exerts its effects, when we do. Perhaps, we could write it slightly differently to 
include the word damage ... so it is clear that we are talking about the damage that it causes to the brain. 

Health Canada recommends that you avoid using this substance because very little is known 
about the damage it may cause to the body, including the brain., speeifieally 'Nith respeet to 
permanent damage. 

Thank you again, I know that it has been more than challenges incorporating all these comments. 

Sincerely, 
Brittany 
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Robin 
MarJes/HC-SC 

IGC/CA 

2009-05-01 

05:29 PM 

To "Sue Lumsden". 

cc Brittany Sauve <brittany-sauve@hc-sc.gc.ca>, "Cheryl Tremblay" <CheryLTremblay@hc-sc.gc.ca>, "Jocelyn 
Kula" <jocelyn_kula@hc-sc.gc.ca>, -::: - "Mano Murty" <Mano_Murty@hc-sc.gc.ca>, 
RoberCLeitch@hc-sc.gc.ca, "Robin Maries" <robin_marles@hc-sc.gc.ca>, ''Valerie Hurry" 

<Valerie_Hurry@hc-sc.gc.ca> 

SUb
t
i Re: IYH - Salvia divinorum - Draft FiveLink 

ec --

Dear Sue, 

Thank you for your patience in dealing with all the changes we have been suggesting. It must seem like 
herding cats to get us all going in the same direction. 

Most of these changes I agree with -- just one exception: 

"The information regarding physical dependence or addiction or abuse to S. divino rum IS 

unclear, although it appears the potential of such issues is low." 

I think it is clear that S. divinorum is being abused, it is just that the potential for dependence or 
addiction is low. 

Robin 

"Sue Lumsden" 

2009-05-01 10:20 

AM 

To "Valerie Hurry" <Valerie_Hurry@hc-sc.gc.ca>, "Robin Maries" <robin_marles@hc-sc.gc.ca>, 
<Robert_Leitch@hc-sc.gc.ca>, "Mano Murty" <Mano_Murty@hc-sc.gc.ca>, "Jocelyn Kula" 
<jocelyn_kula@hc-sc.gc.ca>, "Cheryl Tremblay" <CheryLTremblay@hc-sc.gc.ca>, Brittany Sauve 

<brittany _sauve@hc-sc.gc.ca> 

cc. 

Subj IYH - Salvia divinorum - Draft Five 
ect 

Good morning all, 

I've attached Draft Five of the IYH on Salvia divinorum , which incorporates a series of comments received 

regarding Draft Four. 
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To make the proposed changes apparent, I've used yellow highlighter to mark proposed additions, and 
green highlighter to mark proposed deletions. 

Some of the proposed changes are minor (although important), but two proposed changes appear to be 
more significant in terms of altering the content: 

1) MHPD has proposed the addition of a sentence regarding the potential for physical dependence, 
addiction and abuse. This sentence is found at the end of the "Risks" section. 

2) MHPD has proposed the deletion of a bullet in the "Risks" section describing why the effects of using 
the substance may differ from one use to the next. The proposed deletion is "the user's mood and 
expectations." The reason given for deleting the text is lack of evidence. 

Thank you for the time you have spent to date reviewing drafts and providing comments. I think we are 
close to having a version to submit for formal approvals, and I look forward to seeing/hearing your 
comments on Draft Five. 

Thanks, 
Sue 

[attachment "IYH - Salvia divinorum - Draft Five.wpd" deleted by Robin 
Marles/HC-SC/GC/CA] 
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"Sue Lumsden" 

2009-05-01 10:20 AM 

Good morning all, 

5.19(1) 

To "Valerie Hurry" <Valerie_Hurry@hc-sc.gc.ca>, "Robin 
Maries" <robin_marles@hc-sc.gc.ca>, 
<~obe~_L!itc~@hc::-s~.~?ca>, "Mano Murty" 

cc 

bcc 

Subject IYH - Salvia divinorum - Draft Five 

I've attached Draft Five of the IYH on Sa/via divinorum , which incorporates a series of comments received 
regarding Draft Four. 

To make the proposed changes apparent, I've used yellow highlighter to mark proposed additions, and 
green highlighter to mark proposed deletions. 

Some of the proposed changes are minor (although important), but two proposed changes appear to be 
more significant in terms of altering the content: 

1) MHPD has proposed the addition of a sentence regarding the potential for physical dependence, 
addiction and abuse. This sentence is found at the end of the "Risks" section. 

2) MHPD has proposed the deletion of a bullet in the "Risks" section describing why the effects of using 
the substance may differ from one use to the next. The proposed deletion is "the user's mood and 
expectations." The reason given for deleting the text is lack of evidence. 

Thank you for the time you have spent to date reviewing drafts and providing comments. I think we are 
close to having a version to submit for formal approvals, and I look forward to seeing/hearing your 
comments on Draft Five. 

Thanks, 
Sue 

Et 
IYH - Salvia divinorum - Draft Rve.wpd 
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-
Salvia divinorum \==~ ~G< 

~ ~..jc:a-\.. 
The Issue ~ ~--s., ~ St, 
Recently there have been reports suggesting that Canadian teens and young adults are using a 2f' 
substance called Salvia divinorum (s. divinorum) for its ability to produce hallucinations. Certain 
Web sites are also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Health Canada recommends that you avoid little is known 
about the effect it has on the ~BlIi.rR~Eiji 11ISiIi. There is also 
no way to predict how it will affect you with each use. 

Background 

Salvia divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for many 
years. Traditional use involves chewing the leaves or using them to make a tea for medicinal 
purposes (e.g., to treat such conditions as headache or stomach upset), or to induce a "mystical" or 
hallucinogenic experience for spiritual purposes. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing purposes. 
Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid preparations are 
also available. 

Risks of Using Salvia divinorum 

Saliva divinorum's effects, which vary from person to person, are often described as unpleasant 
and may include the following: 
• hallucinations; 
• dysphoria (feeling unwell, uneasy or unhappy); 
• out-of-body experiences; 
• uncontrollable laughter; 
• loss of consciousness; 
• short-term memory loss; 
• lack of physical coordination; 
• slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
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may differ from one use to the next, depending on factors such as: 
• the potency of the product; 

how much is used; / 
the purity of the product (it may be mixed ~ilIIil with other substances); 
how it is taken (e.g., chewed, swallowed or smoked).1 X .... ~ ---+ltilwoly ..... 'tiBiiIft~:~!!I!"t~ji:.:n:m~:iilii\.I"I!ll]Mmjl:?<M'i'¥!;i2J"'~:'~iiiI"'1~itll~~~_~~,g"':n·.1 

/ 
A major concern about S. divinorum is the fact that there have onl~ been onI a few scientific 
studies about the way it affects the body and the brain. Scientists know which brain receptors are 
targeted by the active ingredient, salvinorin A, but very little is known about the following: 
• how it affects the brain overall, including whether there are any long-term effects or 

permanent damage; 
• how it interacts with other substances, including other drugs, natural health products and 

alcohol. 

/ 
The information regarding physic ~, .' d~nce or addic~iotG:"abuse»f S. divinorum is unclear; 
although it appears the potenti tOf such issues is low.~ 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 

• reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, Salvia divinorum meets the definition of a "natural health 
product" (NHP) under Health Canada's Natural Health Products Regulations. However, no NHPs 
containing this substance have been approved for sale in Canada. This means that products 
claiming to contain S. divinorum have not been reviewed by Health Canada for safety, efficacy or 
quality. As such, they may be counterfeit or contain other ingredients that pose risks to health, and 
consumers should heed the "buyer beware" principle. 

Natural health products that have been reviewed and approved by Health Canada are labelled with 
one of the following: 
• a Natural Product Number (NPN); or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divinorum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one of the Schedules to 
the CDSA, Health Canada considers the following factors: 
• international requirements and trends in controlling the substance; 
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• 

• 
• 
• 

c::;. cSlc::J.-- ·<:........:'c_ \, <.. ~t_ ... ··l(_"·~ 
... "-- ...... '- ~ r • ~ 'l;? q'"","- ''<-,-"",- .~ <~""---~ __ 

similarity to other substances already regulated under the CDSA; 
whether there may be legitimate uses of the substance (e.g., potential health benefits, use: . , .. 

in manufacturin~ t\ I , 

the abuse liabili~9nd the potential for addictio~()-(A;~ 
the extent of actual abuse ofte substance in Canada and elsewhere; ~ J.e-~ 
overall risk to public health and safety posed by the substance. 5J~~({L.::::"" 

In the case of S. divinorum, there is simply not enough information available to determine whether 
regulation under the CDSA is the best option to manage the potential risks. Questions about the 
use of S. divinorum have been included in the 2008-2009 Youth Smoking Survey and the 2009 
Ontario Student Drug Use and Health Survey, and these survey results will help fill some ofthe 
information gaps. The data, however, will not likely be available until 2010. 

In Other Countries 
Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import andlor sale of S. divinorum andlor salvinorin A. In the 
United States, S. divinorum and salvinorin A are not regulated under the Controlled Substances 
Act, but a number of individual states have placed restrictions on their sale andlor import. For 
example, several states have made it illegal to manufacture, distribute, import/export, possess, 
use, buy andlor sell S. divinorum andlor salvinorin A to various degrees, while others have placed 
restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Need More Info? 

For information about the Government of Canada's Anti-Drug Strategy, go to: 
http://www.nationalantidrugstrategy.gc.cal. The Prevention section on this site has a number of 
helpful resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if 
Your Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssite app/controller/index.cfm and 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.netiResearch/osdus.html 
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Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov/2kSlhallucinogenslhallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.ca!hl-vs/iyh-vsv/index-eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
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"Sue Lumsden" 

2009-04-21 04:02 PM 

To 'Valerie Hurry" <Valerie_Hurry@hc-sc.gc.ca>, "Robin 
Maries" <robin_marles@hc-sc.gc.ca>, "Jocelyn Kula" 
<joeelyn_kula@hc-sc.ge.ca>, "Cheryl Tremblay" 

ee 

bec 

Subject IYH - Salvia divinorum - Draft Four 

Good afternoon, 

Thank you everyone for your thoughtful comments on Draft Three of the IYH on Salvia divinorum. I've 
attached Draft Four for review. 

Please note that in the section on "Risks of Using Salvia divinorum," the bullet referring to physical 
dependence and addiction has been removed. 

I removed the bullet for the following reasons: 

- Robin Maries pOinted out that it is not true to state that very little in known about whether or not use of S. 
divinorum causes physical dependence or addiction. There is information about the brain receptors it acts 
on, and since use of the sUbstance causes dysphoria, the likelihood of the substance being addictive is 
relatively low. There is apparently some evidence that use of S. divinorum may have effects on addictions 
to other substances, but this would be very complicated to explain. 

- Brittany Sauve agreed that it would not be credible to state that little is known about whether or not use of 
S. divinorum causes physical dependence or addiction. She further stated that, "The information 
regarding physical dependence or addiction is unclear, although it appears the potential is low." 

It would seem that if we want to reference addiction as a risk, we would have to qualify that based on what 
is known, the potential for physical dependence and addiction is low, although it cannot be ruled out 
entirely. This may not be a message that He wants to convey, so for now, I've left out any reference to the 
potential for addiction. Both R. Maries and B. Sauve have agreed with this approach, although they would 
be open to other suggestions. 

I'm interested in feedback and perhaps suggested wording if someone thinks that the IYH should contain 
messages about the potential for addiction. If a message about addiction is going to be put into the article, 
it would probably fit in best as a separate sentence at the very end of the "Risks of Using Salvia 
divinorum" section. 

When you've had a chance to review this draft, please send back comments or a thumbs up to put this 
version into the formal approvals process. I am happy to work with you via e-mail or telephone, whichever 
you prefer. 

Thank you very much. 
Sue 

IYH - Salvia divinorum - Draft Four.wpd 
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Salvia divinorum - Draft Four 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (s. divinorum) for its ability to produce hallucinations. Certain 
Web sites are also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Health Canada recommends that you avoid using this substance because very little is known 
about the effect it has on the brain, specifically with respect to permanent damage. There is also 
no way to predict how it will affect you with each use. 

Background 

Salva divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for many 
years. Traditional use involves chewing the leaves or using them to make a tea for medicinal 
purposes (e.g., to treat such conditions as headache or stomach upset), or to induce a "mystical" or 
hallucinogenic experience for spiritual purposes: 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing purposes. 
Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid preparations are 
also available. 

Risks of Using Salvia divinorum 

Saliva divinorum' s effects, which vary from person to person, are often described as unpleasant 
and may include the following: 
• hallucinations; 
• dysphoria (feeling unwell, uneasy or unhappy); 
• out-of-bodyexperiences; 
• uncontrollable laughter; 
• loss of consciousness; 
• short-term memory loss; 
• lack of physical coordination; 
• slurred speech. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
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may differ from one use to the next, depending on factors such as: 
• the potency of the product; 
• how much is used; 
• the purity of the product (it may be adulterated with other substances) 
• how it is taken (e.g., chewed, swallowed or smoked); 
• the user's mood and expectations. 

A major concern about S. divinorum is the fact that there have been only a few scientific studies 
about the way it affects the body and the brain. Scientists know which brain receptors are targeted 
by the active ingredient, salvinorin A, but very little is known about the following: 
• how it affects the brain overall, including whether there are any long-term effects or 

permanent damage; 
• how it interacts with other substances, including other drugs and alcohol. 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, Salvia divinorum meets the definition of a "natural health 
product" (NHP) under Health Canada's Natural Health Products Regulations. However, no NHPs 
containing this substance have been approved for sale in Canada. This means that products 
claiming to contain S. divinorum have not been reviewed by Health Canada for safety, efficacy or 
quality. As such, they may be counterfeit or contain other ingredients that pose risks to health, and 
consumers should heed the "buyer beware" principle. 

Natural health products that have been reviewed and approved by Health Canada are labelled with 
one ofthe following: 
• a Natural Product Number (NPN); or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divinorum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one of the Schedules to 
the CDSA, Health Canada considers the following factors: 

• international requirements and trends in controlling the substance; 
• similarity to other substances already regulated under the CDSA; 
• whether there may be legitimate uses of the substance (e.g., potential health benefits, use 

in manufacturing, etc.); 
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may differ from one use to the next, depending on factors such as: 
• the potency of the product; 
• how much is used; 
• the purity of the product (it may be adulterated with other substances) 
• how it is taken (e.g., chewed, swallowed or smoked); 
• the user's mood and expectations. 

A major concern about S. divinorum is the fact that there have been only a few scientific studies 
about the way it affects the body and the brain. Scientists know which brain receptors are targeted 
by the active ingredient, salvinorin A, but very little is known about the following: 
• how it affects the brain overall, induding whether there are any long-term effects or 

permanent damage; 
• how it interacts with other substances, including other drugs and alcohol. 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
tIl is.) 

'0, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
·nder certain conditions of use, Salvia divinorum meets the definition of a "natural health 

product" (NHP) under Health Canada's Natural Health Products Regulations. However, no NHPs 
containing this substance have been approved for sale in Canada. This means that products 
claiming to contain S. divino rum have not been reviewed by Health Canada for safety, efficacy or 
quality. As such, they may be counterfeit or contain other ingredients that pose risks to health, and 
consumers should heed the "buyer beware" principle. 
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• the abuse liability of the substance and the potential for addiction; 
• the extent of actual abuse of the substance in Canada and elsewhere; 
• overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine whether 
regulation under the CDSA is the best option to manage the potential risks. Questions about the 
use of S. divinorum have been included in the 2008-2009 Youth Smoking Survey and the 2009 
Ontario Student Drug Use and Health Survey, and these survey results will help fill some of the 
information gaps. The data, however, will not likely be available until 2010. 

In Other Countries 
Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. In the 
United States, S. divinorum and salvinorin A are not regulated under the Controlled Substances 
Act, but a number of individual states have placed restrictions on their sale and/or import. For 
example, several states have made it illegal to manufacture, distribute, import/export, possess, 
use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, while others have placed 
restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divino rum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Need More Info? 

For information about the Government of Canada's Anti-Drug Strategy, go to: 
http://www.nationalantidrugstrategy.gc.ca/. The Prevention section on this site has a number of 
helpful resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if 
Your Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.ca/dhp-mps/prodnatur/index -eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.ca/ysssite app/ controller/index.cfm and 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.netiResearch/osdus.html 

Additional Resources: 
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U.S. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www .oas.samhsa. gOY 12k8/hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv lindex -eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Cheryl 
Tremblay/HC-SC/GC/CA 

2009-04-17 08:45 AM 

To mccreary@mcs.bc.ca 

cc 

bcc 

Subject 2008 BC Adolescent Health Survey 

Good morning, 

I was just reading through the highlights from the 2008 BC Adolescent Health Survey and would like to if 
you have any more information with respect to the"following key findings, particularity with respect to 
whether you have a break down on the i"ncr~C3"~~,()fw~(3L~Jlecific hallucinogens are being abused. 

Alcohol and marijuana use declined over the past decade, as did the use of some drugs such as 
cocaine, amphetamines andmushrooms. However, the useof other drugs, including hallucinogens, 
rose. (Page 7) , 
Aowever, there was a rise in the use of hallucinogens, prescription pillS without a doctor's consent, 
steroids and a small rise in heroin use. (Page 33) 
Ever Used Other Drugs Chart - Hallucinogens rose from 7% in 2003 to 9% in 2008 (Page 36) 

Thank you, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 
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W'''''Tfwn.'''' 

Hi Cheryl, 

Brittany 
Sauvll/HC-SC/GC/CA 

2009-04-15 10:22 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Re: Fw: It's Your Health - Salvia divinorum - Draft ThreeC] 

I was just havinga look at everyone's comments. I am okay with the comments made by Mano's group. 
think that there may be a simplified way to say "specifically with regards to permanent damage ... " but that 
is for plain language I guess. 

As for NHPD, I am okay with most...1 trust that what they have added can be found in a reference 
somewhere. I have a couple of comments on the text below. 

A major concern about S. divinorum is the fact that there have been eH1y--a (seems unecessary- if 
to keep ... I would say, there have only been a few) few scientific studies about the way it affects 
the body and the brain. For example, it is known which brain receptors are targeted by the active 
ingredient, 8salvinorin A, but very little is known about the following: 

• hOI+\, it affeets the amiD overall, what aTe the,:rtther~ are anj'-long-term effects on the brain 
and if it causes permanent damage; I.fl~ 

• vihat effects it has on whether or not it causes physical dependence and/or addiction; 
• how it interacts with other substances (including other drugs and alcohol). 

Other than that I am satisfied with the text.... 
If you have any questions about my comments just give me a call 948-9405. 

THanks, 
Brittany 

Cheryl Tremblay/HC-SC/GC/CA 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-04-15 08:50 AM 

To Brittany Sauve/HC-SC/GC/CA@HWC 

cc 

Subject Fw: It's Your Health - Salvia divinorum - Draft Three 

Are you okay with the changes that NHPD is proposing to the Risks section? (see below) 

Thanks, 
Cheryl 
----- Forwarded by Cheryl Tremblay/HC-SC/GC/CA on 2009-04-15 08:49 AM -----

,_~; Valerie Hurry/HC-SC/GC/CA 
tl'..,.-.,.""~_,,, 

//,/"_ •• - 2009-04-1403:42 PM To Cheryl Tremblay/HC-SC/GC/CA@HWC 

'~ ".... f ~~ .--._"-. 

-',< ••• -.;. ... } i./ 
• w~ " 

""''''''/ 

cc 

Subject Fw: It's Your Health - Salvia divinorum - Draft Three 
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----- Forwarded by Valerie Hurry/HC-SC/GC/CA on 2009-04-14 03:42 PM ----

Robin Marles/HC-SC/GC/CA 

2009-04-1403:36 PM To "Sue Lumsden" < 

cc Valerie Hurry/HC-SC/GC/CA@HWC, Stephanie 
Lessard/HC-SC/GC/CA@HWC 

Subject Fw: It's Your Health - Salvia divinorum - Draft Three 

Here are the further comments from NHPD, in blue and red. 

Robin 

~ 
IYH . Salvia divinorum . Draft Three_NHPD.wpd 

----- Forwarded by Robin Marles/HC-SC/GC/CA on 2009-04-1403:34 PM ----

/<'":--::.::: Valerie HurryIHC-SC/GC/CA 

.-:,/,/;:::::::.: 2009-04-1401:20 PM 
~, 'r".-~. 

\ '0 ,.,,--_. 
. ".:."" ) i.' ,0 
. , " -I 

~ 

"'-.../' 

Hi Robin, 

In case you are interested in draft 3 ... 

To Robin Marles/HC-SC/GC/CA@HWC 

cc Stephanie Lessard/HC-SC/GC/CA@HWC 

Subject Fw: It's Your Health - Salvia divinorum - Draft Three 

5.19(1) 

There doesn't appear to be agreement with moving the street names to the first paragraph of the 
Background section. I suggested a more specific description of the effects on speech (i.e. slurred speech) 
as mentioned in this DEA document: 
http://www.deadiversion.usdoj.gov/drugs_concernlsalvia_d/salvia_d.htm. 

Please send your comments to Cheryl Tremblay. 

[attachment "IYH - Salvia divinorum - Draft Three_NHPD.wpd" deleted by Robin Marles/HC-SC/GC/CA] 

Thanks. 

Valerie 

----- Forwarded by Valerie Hurry/HC-SC/GC/CA on 2009-04-14 01 :06 PM -----

\~ ~::::d~:~8 AM To "Valerie Hurry" <Valerie_Hurry@hc-sc.gc.ca>, "Robin 
Maries" <robin_marles@hc-sc.gc.ca>, Brittany Sauve 
<brittany-sauve@hc-sc.gc.ca>, "Jocelyn Kula" 
<jocelyn_kula@hc-sc.gc.ca>, "Cheryl Tremblay" 
<CheryL Tremblay@hc-sc.gc.ca> 
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Salvia divinorum - Draft Three - TOO Comments (April 14,2009) 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (S. divinorum) specifically for its ability to produce 
hallucinations. Certain Web sites are also promoting the use of S. divinorum as a "legal" 
alternative to street drugs. 

Health Canada recommends that you avoid using this substance because very little is known 
about the effect it has on the brain and there is no way to predict how it will affect you. 

Background 

Salva divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for many 
years. Traditional use involves chewing the leaves or using them to make a tea for medicinal 
purposes (e.g., to treat such conditions as headache or stomach upset), or to induce a "mystical" 
or hallucinogenic experience for spiritual purposes. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing 
purposes. Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid 
preparations are also available. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner'S sage, magic mint, puff encens special, and salvia. 

Risks of Using Salvia divinorum 

Saliva divinorum's effects, which vary from person to person, are often described as unpleasant 
and may include the following: 
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• hallucinations; 
out-of-bodyexperiences; 
loss of consciousness; 
short-term memory loss; 

• uncontrollable laughter; 
impaired ability to speak. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 
• the potency of the product; 

how much is used; 
how it is taken (e.g., ingested or smoked); 
the user's mood and expectations. 

A major concern about S. divinorum is the fact that there have only been ~ few scientific studies 
about the way it affects the body and the brain. For example, !it is known whlchbrairireceptors .. 
are targeted by the active ingredient, salvinorin A, but ~ery little is known about the following: 
• ~vhether there are any long-term qfects Qlk'the brainandPifit causes permanent damage;· I '. .- _. __ ... PP_ .. PP;---.-PPP_._ .... P. P.p"pp- .... ·p.P" 

,whether or not ilt caus~sph)'sl(;a.l<i~p.end.ellceor.a<i<ilctl()n;p .. _ .. , .... ,._ 
how it interacts with other substances (including other drugs and alcohol). 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, Salvia divinorum.meet!i the defmition of a "natural health ,_
product" (NHP) under Health Canada's Natural Healihpr()ducis·ReiUi(iiions,h(;wever .. ~o}iHPs 
containing this substance have been approved for sale in Canada. This means that products,. 
containiDg S. divinorum have not been reviewed by Health Canada for safety, efficacy or qualitY: 
As such, they maY,.c()ntaul ()therillgre.dients thllt pose ri*s to h~altll, Of 111l1Y. not. <:ontain~. 

f

-Comment: Prefer over "have 
been only a few" proposed by 

, NHPD, 
I~ 
I Deleted: so 

r Comment: We're fine with 

I 
NHPD addition, just changed 
capital "s" in salvinroin to 
lowercase. 

Comment: Prefer 

Deleted: how it a 

"( Comment: Prefer 

. (, Deleted: may 

( Deleted: but 

( Deleted: that 

. . .. (Deleted: be counterfeit or 

{ Formatted: Font: Italic divinorum or saivinorin A at all,.r.ons\lIlle!ssll()uldhee<ithe"l:)llye~\)~ware"priIlciple._ 

Natural health products that have been reviewed and approved by Health Canada will be labelled 
with one of the following: 

·'--,·-~:and 
-'( Deleted: c 

a Natural Product Number (NPN); or 
a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divinorum 

In Canada 
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Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one of the Schedules to 
the CDSA, Health Canada considers the following factors: 

international requirements and trends in controlling the substance; 
• similarity to other substances already regulated under the CDSA; 
• whether there may be legitimate uses of the substance (e.g., potential health benefits, use 

in manufacturing, etc.); 
• the abuse liability of the substance and the potential for addiction; 

the extent of actual abuse of the substance in Canada and elsewhere; 
overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine 
whether regulation under the CDSA is the best option to manage the potential risks associated 
with its use. Questions about the use of S. divinorum have been included in the 2008-2009 Youth 
Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey, andlJtesesurveYu_n 
results will help fill some of the information gaps~, Q.atawill not, however. likely be available until 2010. --- .--- - - .... ... . ... --- .. -. - - --

In Other Countries 
Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. In the 

(Deleted: . T 

-[ Deleted: but the d 
--------

United States, g .. (/ivi.n()rurn .. a!1dsal.vino.ri~.A _ are ,Jl()tregulated UJl<ler. the (o.ntrolled Su~st(lrtce.s . _. 1,=D=e=leted==: i=t i=s ======< 

Act, but a number of individual states have placed restrictions on thei~sale an<llorimp()~)~~O!·· (Formatted: Font: Italic 

example, several states have made it illegal to manufacture, distribute, import/export, possess, . --. -( Deleted: its 

use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, while others have placed 
restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Need More Info? 

l'_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ ~ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ ______ . _ _ _ _ _ _ _ _ __ -

For infonnation abouUhe(}o~errun€:nt ofCal1ada'sNatiomtli\nti-Drug.~trategy,.g().to,; _n 
http://www.nationalantidrugstrategy.gc.ca/. The Prevention section on this,. site has a nUmber of n. 
helpful resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if 
Your Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.ca/dhp-mps/prodnatur/index-eng.php 
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For more on the surveys that are collecting infonnation about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.ca/ysssite app/controller/index.cfrn and 

The Ontario Student Drug Use and Health Survey, at: http://www.camh.netiResearchlosdus.html 

Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum and 
Salvinorin A at: http://www.deadiYersion.usdoj.gov/drugsconcern/salviad/saIYiad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www .oas.samhsa. gOY 12k8ihallucinogensihallucinogens. pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.caihl-vs/iyh-vsv/index-eng.php 
http://www.hc-sc.gc.caienglishliyhlindex.html 
You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Diane Allan/HC-SC/GC/CA 

2009-06-08 09:27 AM 

To "Jennifer Nicholson" <jennifer_nicholson@hc-sc.gc.ca> 

cc 

bcc 

Subject Fw: Fw: For your approval- It's Your Health - Salvia D 

Please print. 
Ronald Denault 

----- Original Message ----
From: Ronald Denault 
Sent: 2009-06-08 08:27 AM EDT 
To: Jocelyn Kula 
Cc: Diane Allan; Carmen Berube 
Subject: Re: Fw: For your approval - It's Your Health - Salvia D 

Hi Diane 

For your approval, I have no concern to approve this note 

Ronald 

Jocelyn Kula/HC-SC/GC/CA 

Hi Ronald, 

Jocelyn Kula/HC-SC/GC/CA 

08/06/2009 08:09 AM To Ronald DenauIVHC-SC/GC/CA@HWC 

'cc "Diane Allan" <diane_allan@hc-sc.gc.ca> 

Subject Re: Fw: For your approval- It's Your Health - Salvia D[J 

I was just about to ask you if this had crossed your desk because I was talking with Lisa Mackay (IYH 
coordinator for HC) about another IYH document and had asked her where the salvia document was at. In 
any case, there is no need for me to verify anything, Cheryl Tremblay and I were intimately involved in all 
stages of the document during development and I am very comfortable with its content, as is Suzanne 
Desjardin and many different parts of HPFB. If you or Diane can indicate your approval, this should move 
quite quickly through the approvals process until at least ADM level, where I suppose there may be a need 
for discussion. 

Diane, since you are here now, is there a need to make Paul's office aware that this is coming? In theory, 
Paul knows because he signed off on the concept paper way back when, but I have just realized that 
technically, we (as in CSTD) have not communicated with him about this specifically? I will ask Stephanie 
and see what advice she has. 

Jocelyn 

Jocelyn Kula 
Manager/ Gestionnaire 
Policy and Regulatory Affairs Division/ Division des politiques et affaires reglementaires 
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Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Ronald DenaultlHC-SC/GC/CA 

Ronald 
DenaultlHC-SC/GC/CA To Jocelyn Kula/HC-SC/GC/CA 

2009-06-08 07:50 AM cc "Diane Allan" <diane_allan@hc-sc.gc.ca> 

Subject Fw: For your approval - It's Your Health - Salvia D 

Hi jocelyn 
I missed this email a while a go 
Please check from point of vieew if everything is correct 
Thank you 
Ronald 

Bronwyn Cline 

----- Original Message ----
From: Bronwyn Cline 
Sent: 2009-06-07 10:48 PM EDT 
To: Ronald Denault 
Cc: Carmen Berube; Christine Roush 
Subject: Re: For your approval - It's Your Health - Salvia D 

Hello Ronald,· 

Were you able to review the It's Your Health article below? Or should it go to Diane Allen for approval 
now? 

Thanks, 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile / telecopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada 1269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada 1 Gouvernement du Canada 

Bronwyn Cline/HC-SC/GC/CA 

m. :.:. Bronwyn 
. ..... . .... ..l •• ,.,. Cline/HC-SC/GC/CA 

~ .<> ~ 2009-05-27 11: 15 AM 

To Ronald DenaultlHC-SC/GC/CA 

::.AI:"~ 

Hello Ronald, 

cc Carmen Berube/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC 

Subject For your approval-It's Your Health - Salvia D 
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· ' 

Could I please get your approval of this for Tuesday, June 2? We're aiming to have this completely 
approved by June 12. 

Apps Slip DG&A.DM HECS Salvia May2009.wpd IYH· Salvia divinorum· Draft Seven (May 27. 2009).wpd 

Thank you, 

Bronwyn Cline 
Communications Officer / Agente des communications 

613-941-2511 / facsimile I tE~lEkopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada /269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada / 269 ave Laurier Ottawa ON K1A OK9 
Government of Canada / Gouvernement du Canada 
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Salvia divinorum 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (s. divinorum) for its ability to produce hallucinations. Certain 
Web sites are also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Health Canada recommends that you avoid using this substance because very little is known 
about the damage it may cause to the body, including the brain. There is also no way to predict 
how it will affect you with each use. 

Background == ~~~'--
Salvia divinorum is a species of sage that belongs to the mint family. It is known to have ~ 
psychotropic effects, which means it affects the mind and mental processes. 1:::)("... ... '-..J 

<=::-

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for many c:::..c::::.,~. 

years. Traditional use involves chewing the leaves or using them to make a tea for medicinal ~«.....~~ 
purposes (e.g., to treat such conditions as headache or stomach upset), or to induce a "mystical" or c::zs:~ 

hallucinogenic experience for spiritual purposes. ':-
de..~\....It..S:L - ~~ ..... o .. J, ~~ ~ 

Products that claim to contain S. divinorum - or its main edient, salvinorin A - are 
widely available on the Internet and are sold in various 'head shops' and natural food stores. The 
products are sold in a number of formats, including seeds an p ant cuttings for growing purposes. 
Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid preparations are 
also available. 

Risks of Using Salvia divinorum 

Saliva divinorum's effects, which vary from person to person, are often described as unpleasant 
and may include the following: 
• hallucinations; 
• dysphoria (feeling unwell, uneasy or unhappy); 
• out-of-bodyexperiences; 
• uncontrollable laughter; 
• loss of consciousness; 
• short-term memory loss; 
• lack of physical coordination; 
• slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 



may differ from one use to the next, depending on factors such as: 
• the potency of the product; 
• how much is used; 
• the purity of the product (it may be mixed with other substances); 
• how it is taken (e.g., chewed, swallowed or smoked); 
• the user's mood and expectations. 

A major concern about S. divinorum is the fact that there have only been a few scientific studies 
about the way it affects the body and the brain. Scientists know which brain receptors are targeted 
by the active ingredient, salvinorin A, but very little is known about the following: 
• how it affects the brain overall, including whether there are any long-term effects or 

permanent damage; 
• how it interacts with other substances, including other drugs, natural health products and 

alcohol. 

The information regarding physical dependence or addiction to S. divinorum is unclear, although 
it appears the potential for either is low. 

Minimizing Your Risk 

Health Canada r u avoid using S. divinorum. Also, if you have children, talk to 
them abou eer pressure and the risi( of using illegal drugs and other substances that distort 
reality. (S e the "Need More Info?" ction below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, Salvia divinorum meets the definition of a "natural health 
product" (NHP) under Health Canada's Natural Health Products Regulations. However, no NHPs 
containing this substance have been approved for sale in Canada. This means that products 

.. _ .. 0 claiming to contain S. divinorum have not been reviewed by Health Canada for safety, efficacy or 
~ quality. As such, they may be counterfeit or contain other ingredients that pose risks to health, and 
'\ .... ~ consumers should heed the "buyer beware" principle. 

~ '-':::::> ~~CL CL..~~ ~\-\~!3:. -'-"""->--~ \ ... 0. Y~~ ~~ \.. .... ~u 
Natural health products that have been reviewed and approved by Health Canada are labelled with ~ 
one of the following: ~~~ 
• a Natural Product Number (NPN); or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM). ~ 

The Legal Status of Salvia divinorum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one of the Schedules to 
the CDSA, Health Canada considers the following factors: 
• international requirements and trends in controlling the substance; 

000311 

--



• similarity to other substances already regulated under the CDSA; 
• whether there may be legitimate uses of the substance (e.g., potential health benefits, use 

in manufacturing, etc.); 
• the potential for abuse and the risk of addiction associated with the substance; 
• the extent of actual abuse of the substance in Canada and elsewhere; 
• overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine whether 
regulation under the CDSA is the best option to manage the potential risks. Questions about the 
use of S. divinorum have been included in the 2008-2009 Youth Smoking Survey and the 2009 
Canadian Alcohol and Drug Use Monitoring Survey, and these survey res . I help fill some 
of the information gaps. The data, however, will not likely be availabl until 2010. 

~ ~~ 0. .. ::0 :.~ ~ ~~b~ 
. I 

In Other Countnes '-'-:r ~\.'\::::: 
Several countries (e.g., Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have placed controls on the import andlor sale of S. divinorum and/or salvinorin A. In the 
United States, S. divinorum and salvinorin A are not regulated under the Controlled Substances 
Act, but a number of individual states have placed restrictions on their sale andlor import. For 
example, several states have made it illegal to manufacture, distribute, import/export, possess, 
use, buy andlor sell S. divinorum andlor salvinorin A to various degrees, while others have placed 
restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Need More Info? 

For information about the Government of Canada's Anti-Drug Strategy, go to: 
http://www.nationalantidrugstrategy.gc.cal. The Prevention section on this site has a number of 
helpful resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if 
Your Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.ca/dhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssiteapp/controlleriindex.cfin and 

The Canadian Alcohol and Drug Use Monitoring Survey, at: 
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http://www.hc-sc.gc.calhl-vs/drug-drogues/cadums-esccad-eng.php 

Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov/2k8/hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/index-eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2009 

Catalogue# 
ISBN# 

Writer: 

----- 0 -----

Sue Lumsden. 5.19(1) 

Version/date: Draft Seven. May 27. 2009. Removes highlighter mmking changes in Draft Six, 
which have been agreed to by the Program Contacts. Replaces reference (and link) 
to the Ontario Student Drug Use and Health Survey with a reference (and link) to 
the (national) Canadian Akohol and Drug Use Monitoring Survey. 

Contacts: HECSB: .locelynKula, Cheryl Tremblay,Brittany Sauve 
HPFB-NHPD: Valerie Hun·y. Robin Maries 
!IPFB-MTIPD: Scott Jordan (Draft Two only), Robcti Leitch. Mano Murty 
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Christine 
Roush/HC-SC/GC/CA 

2009-06-1010:21 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Bronwyn Cline/HC-SC/GC/CA@HWC 

bcc 

Subject Re: Media Lines for Salvia Divinorum~ 

Hi Cheryl, 
The lines are attached below and they went through all of program approvals, but were put on hold before 
they got to our DG, Comms and above for approval, as they were not deemed a priority at the time. 
Please let me know if you would like us to continue with the approval of these lines. I am aware that an It's 
Your Health article on Salvia will be posted soon on HC's Web site so perhaps it is a good time to finalize 
these lines now. 

~ 
Salvia ML v.7 April 2009. doc 

Christine Roush 
Senior Communications Advisor/ 
Conseilh~re principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelITel: (613) 954-07121Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

Cheryl Tremblay/HC-SC/GC/CA 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-06-10 09:42 AM 
To Christine Roush/HC-SC/GC/CA@HWC 

cc 

Subject Media Lines for Salvia Divinorum 

Hi Christine, 

I work with Jocelyn Kula in the Policy and Regulatory Affairs Division at CSTD and was advised that you 
have taken over the Salvia Divinorum file. I was just wondering if there are any updates with respect to the 
status of their progress through the approval process? 

Thank you, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division / Division des politiques et affaires reglementaires 
Office of Controlled Substances / Bureau des substances contralees 

. Controlled Substances and I obacco Directorate J Direction des sUDstances controlees et ae la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch / Direction generale de la sante environnementale et 
de la securite consommateurs 
Health Canada / Sante Canada 
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Tel: (613) 954-6527 Fax: (613) 946-4224 
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DRAFT 
April 7, 2009 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue ~.~ ~o,L.., 
Since 2006, Health Canada has observed a-steadymelea~ne..amGWlt of media 
interest regarding the availability of Salvia divinorum on the Canadian market. Health 
Canada has also received a number of enquiries from various municipalities and members 
of the public asking why Health.Canada has not taken steps to control the availability of 
Salvia divinorum, particularly given reports from scientific and media sources suggesting 
that Salvia dtvinorum is being used by adolescents and young adults sp@cifically for its a...t-.' \ '~'y .~;,. 
h 11 . ~~-:=:. . -a UCloogeRIC ~s. 

Key Messages: 
~.JL c..~. 'd). ..... 4iL.Joo· -

je 

/. 
Health Canada continues to collect reltwaRt information about Salvia divinorum 
and its active ingredient, Salvinorin A, from both national and international sources 

~ ~ .......... ""'~~"":'~ :;...~ ~ 
in order to determine ~y, regulato~ are needea. -~-:) 

.\-0 ~ ~ "---:'-':;"''-::-.'3., ~~s...c..c:.::.. c..~ ~;~':~.s.. "---'-~. 
While the media have reported that use of Salvia divinorum is on the rise in certain 
parts of the country, Health Canada does not currently have statistics on its use 
across the Canadian population. 

I 

./ 

e Health Canada is taking steps to address this lack of data. Questions regarding the 
use of Salvia cJi:~inorum ha~e been included in the 2008-2009 Youth Smoking 
Survey and the(£009 Ontano Student Drug Use and Health Survey.)A general open
ended question about the use of other substances was also been included in the 
2008 Canadian Alcohol and Drug Use Monitoring Survey . 

.7f ~ o""\. 
Supplementary Messages: 

On the classification of Salvia divinorum: 

e 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
Salvinorin A, arapontrolledAtnder the Controlled Drugs and Substances Act 
(CDSA).~£-'~"-:~~ 

Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 

Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and 
South Korea) have placed controls on the import andlor sale of Salvia divinorum. 
Although some individual U.S. states have implemented laws restricting its use, :~.'--
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,,/ 

/Y r- / 
sale andlor distribution, Salvia divinorum is-not federally regulated under the 
Controlled Substances Act in the United States. 

'.... ,Il __ ~._ L~~~~ ~ "'-'--~ 

Salvia divinorum,-when-associated with health elaims, eottkl mee~Jhe definition of 
a natural health product under the Natural Health Product Regulations (NHPR). 
This means that Salvia products that are not in compliance with the NHPR may be 
subject to compliance and enforcement actions. 

/ As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divinorum products. 

If asked for specifics on when the survey data will be available: 

I . Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available 
in summer 2009, while the results of the Youth Smoking Survey and the OntartoCe ... Sl.. ... '~ 

(":>." c.o~ \ c.--~ Drug Use cmtt-Health Survey likely will not be available until 2010. 

j 

k.--';~'-:S 

Questions and Answers 

Ql -If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
Al - Very few controlled scientific studies ofthe physical and psychotropic effects of 
Salvia divinorum on humans have been carried out, and using these studies to predict the 
potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. 

JIealth Canada has only received a limited number of communications regarding Salvia 
/ divinorum from law enforcement agencies, and none of these has advised that the use of 

Salvia divinorum poses any particular threat to public safety. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
jnot the sale of Salvia divinorum itself? 

J A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 

/

' on the market? 
" A3 - Salvia divinorum products that are not in compliance with the Natural Health 

Product Regulations andlor are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. An import target for 
products with Salvia divinorum has already been placed with Canada Border Services 
Agency. _--~. 
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Q4 - Past media reports have indicated that Health Canada is assessing the 

I 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
A4 - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 

Cinclude: , ,~ ~ S---'=---~ 
v/~ International requirements and trends in control ~dtdiftg; :;;:;; "'~ 

'f. ~~ \:.c..... , (Chemical and pharmacological)imilarity to other substances already scheduled 
';:VI under the CDSA; 

y-- • Legitim~te.~ses ofth~.su~s~~ce g.~.,~ ther'!£~t?in~~trial or commercial); 
~~ Abuse lIability an~di'ctlon pot~the su stance; ~ ~ 

<;0 ~ Extent of actual abuse aoo.misusi of the substance in Canada and internationally; 
and 

• Overall risk to public health and safety posed by the substance. 

J'« Health Canada has only anecdotal information about the last three of the above
mentioned factors, and thus is not yet convinced that the Jontrols imposed by the CDSA 
are an appropriate strategy for managing the risks associated with the use of Salvia 
divinorum.'Jt-:s;: ___ --\.-e..-. ~~ ~ 'S::..D .~, .. ...: ~ <:;..\.'~ 
'--o~ ~\...- \.',-~ c-....>.c..~ (.«::...L::::.LA-'1c-o ~~~ 

/
Health Canada will, however, continue to collect and consider information regarding . t \ 

Salvia divinorum as it becomes available. ~l L ,,~--

Q5 - Didn't an internal report from Health Canada's Marketed Health ~roducts 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
A5 -SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 

j A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are not adequate to characterize the 
risk to the general population. These data cannot be used to determine incidence of use in 
the general popUlation, as Health Canada does not have any information about the 
number of individuals using or who have used Salvia divinorum. 

Background 

j ",1 Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effe~ts. These effects are short-acting in 
nature and include hallucinations~\.(lAf!8f.:t,'ody ex~eriences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are often described as 
unpleasant. 

000318 

C ... ) 
"';;J----~ 

- . ..J 

v-c.-~ .......u.....~~;" 
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The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 
from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 
• 1.8 million persons aged 12 or older used Salvia divinorum at least once in their 

• 

• 

lifetime, and approximately 750,000 did so in the past year. 
Use was more common among young adults (18 to 25 years old) as opposed to 
older adults (>26 years of age). 
Young adults were three times more likely than youths aged 12 to 17 to have used 
Salvia divinorum in the past year. 

• Use was more common in males than females. J;l-"'- '---~\_-
d)- ..,.0' ~ .",,>~ '\ 

! Salvia divinorum is widely advertised and promoted on the Internet{~'legal" "'-., __ Ar::::"'.... .. -' \. 

alternative to street drugs. ~.Q 

While some users have reported that the psychotropic effects of Salvia divinorum ~ c- .--"""::». 

resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique.(Salvia divinorum does not appear to cause 
the euphoria often associated with other psychoactive drugs, so many people who try it 
do not repeat the experience.) l.f-.:l-~ ~' .......... ~ ~ \-C. -----.e ;;;._ 

Prepared by: Cheryl Tremblay, Policy and Regulatory Affairs Division, DSCSD 
Stephanie Mitchell, Communications Advisor (HECSB) 
Darrin Denne, Communications Officer (HPFB) 

Reviewed by: Mano Murty (MHPD - March 11, 2009) 
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DRAFT 
April 7, 2009 

Issue 

Media Lines 
Regulatory Control of Salvia Divinorum 

/ 
Since 2006, Health Canada has noted ongoing.Jllt!~iajI1terestreg~~<iing_the llyailll~ilityof/·
Salvia divinorum on the Canadian market. Health Canada has also received a number of 
enquiries from various municipalities and members of the public asking why Health 
Canada has not taken steps to control the availability of Salvia divinorum, particularly 
given reports from scientific and media sources suggesting that Salvia divinorum is bei 
used by adolescents and young adultsJor)t~_a~ili!X_~~_p!.odtlc_e_haJ.lu~iIlati0t1§.,u 

Key Messages: 

Deleted: specifically 

Deleted: ogenic properti 

• Health Canada continues to collect and consider jIlfol1ll11tiot1_11~_o\lt§Cllvi£l u u j / >=De=leted __ :_re_le_va_nl ___ .... =-~ 
divinorum and its active ingredient, ~lvin()riI1_A,Jr~tn __ b()thIlati()IlaJ all( 
international sources in order to determine the most appropriate strategy to manage 
the risks associated with its useyHu _uuwuummmH __ umUwmH_u/ 

• 

While the media have reported that use of Salvia divinorum is on the rise in certain 
parts of the country, Health Canada does not currently have statistics on its use 
across the Canadian population. 

Deleted: S 

Deleted: what. if any. regulatory 
controls are needed 

Health Canada is taking steps to address this lack of data. Questions regarding the / 
use of Salvia divinorum have been included in the 2008-2009 Youth Smoking / . 
Survey and the 2009 Canadian Alcohol an<ipr\lgVse_I\1_o_I1j~()ring,_~lll'\'e)':_i\_umuH</ >=De~leted~_: On=tan=·o~S_Iu=de=n_t ==< 
general open-ended question about the use of other substances was also been . Deleted: and Health 

included in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Supplementarv Messages: 

On the classification of Salvia divinorum: 

• 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and 
South Korea) have placed controls on the import and/or sale of Salvia divinorum 
md/or salvinorin A. Although some individual U.S. states have implemented laws 

7 
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I 
restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are,. .... / 
not federally regulated under the Controlled Substances Act in the United States. 

I .~ Under certain conditions of use, Salvia divinorumJ1leet~theAt!tillition()fll.n.atl1I1tLu 

US-
~. health product under the Natural Health Product Regulations (NHPR). This means 

"" I Y t.1 that Salvia products that are not in compliance with the NHPR may be subject to 
,.... ~ compliance and enforcement actions. 

~~II;k ! 
~~ 

As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divinorum products. 

i' () v),.,... 
~ .~ 

If asked/or specifics on when the survey data will be available: 

>~ • 
~ -/ 
t.(..U~r 

Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available 
in summer 2009, while the results of the Youth Smoking Survey and the Canadian 
Alcohol ancl Qrugllst! .l\1()llit()rillg.~\lrvI!Y }i~.el)'\Villl1()t. ~e.ll\,ailable l1ntil.~.ol Q: .. 

.J~I(jV' 
u~(i. 
2.-~'" Questions and Answers 

v-r~ 1-0 Ql- If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
'JJl-~ A I - Very few controlled scientific studies of the physical and psychotropic effects of 
N H"-P ~ Salvia divinorum on humans have been carried out, and using these studies to predict the 

. '5 potential for addiction and abuse associated with Salvia divinorum is difficult. More 
~10 /l... controlled systematic research in this area is needed . 
..j..vS:r:n sw 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none of these has advised that the use of 
Salvia divinorum poses any particular threat to public safety. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 
A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 
A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Product Regulations and/or are found to pose a risk to the health of Ca . s may be 
subject to compliance and enforcement action by Health Canada. n import targe or 
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Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
A4 - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 

:nclude~nternational requirements and trends in,,:a,=l~:t.t~;;lii[&,~,u 
-Chemical and pharmacological ~illlilarity t,o ~ther sllbsta.nc~s a.lready ,re,gllla.te51 V 

I : 
-

under the CDSA; ... -, 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for a.PllSl! jUl~ ris,~,~r a.d,di<;ti()l1 ass()ciat~d,,,,,!th ;he s\llJs,taIlce; u V"' u 
Extent of actual abuse .ofth~ s\l~sta.Ilc~, iIlC:a.na~a.a.Il(Unt~rna.tio,na.II)'~ an~ , 
Overall risk to public health and safety posed by the substance. 

Health Canada has only anecdotal information about the last three of the above
mentioned factors, and thus is not yet convinced that the controls imposed by the CDSA 
are an appropriate strategy for managing the risks associated with the use of Salvia 

leted: control 

Deleted: and scheduling 

comment: Removed in IYH -
but for laymans terms 
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Deleted: A 
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Deleted: potential of 
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will help fill some of the information gaps) J ~G0-4 _~ ~ 
Health Canada will, however, continue to collect and consider information regarding ~ Uf -"'-f/ ~ 
Salvia divinorum as it becomes available. I\,.e.,c ,r ~~<....e. 
Q5 - Didn't an internal report from Health Canada's Marketed Health Products ~;~ .; J-
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why ~ ~ ¥Jl7~J.{ 
has that recommendation not been acted upon? r -. 1 

AS-SeeA4 /? 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 
A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are not adequate to characterize the 
risk to the general population. These data cannot be used to determine incidence of use in 
the general population, as Health Canada does not have any information about the 
number of individuals using or who have used Salvia divinorum. 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, dysphoria, out-of-body experiences, unconsciousness 
and short-term memory loss. The effects, w'r vary from person to person, are often 
described as unpleasant. V 
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/ 
The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 
from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 

I • 1.8 million persons aged 12 or older have used Salvia divinorum at least once in 
their lifetime, and approximately 750,000 did so in the past year. 
Use was more common among young adults (18 to 25 years old) as opposed to 
older adults (>26 years of age). 
Young adults were three times more likely than youths aged 12 to 17 to have used 
Salvia divinorum in the past year. 

• Use was more common in males than females. 

Salvia divinorum is widely advertised and promoted on the Internet and sold in various ./ 
"head shops" and natural food stores as a "legal" alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique.~ 

Prepared by: Cheryl Tremblay, Policy and Regulatory Affairs Division, DSCSD 
Stephanie Mitchell, Communications Advisor (HECSB) 
Darrin Denne, Communications Officer (HPFB) 

Reviewed by: Mano Murty (MHPD - March 11,2009) 
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Pending 
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Pending 

Pending 
Pending 
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Andrew Adams, Director, OCS, DSCSD (March IS
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Products Bureau, MHPD (February 3, 2009) 

Cathy Sabiston, DO, TDD, HECS (April 7, 2009) 
Chris Turner, DO, MHPD (March 13, 2009) 
Michelle Boudreau, DO, NHPD (March 19, 2009) 
Sharon Mullins, NDO, HPFBI (April 3, 2009) 
Ken Polk, Communications Executive, HPFB (April 3, 2009) 
Kathleen Malone, Senior Media Relations, PACCB (April 7, 2009) 
Warren Braun, Director, Strategic Communications, PACCB 
Peter Yendall, Director, Public Affairs, P ACCB 

Paul Olover, ADM, HECSB 
Meena Ballantyne, ADM, HPFB 
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Jocelyn Kula/HC-SC/GC/CA 

2009-06-10 10:58 AM 

for the file pis 

Jocelyn Kula 
Manager! Gestionnaire 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: For your approval - It's Your Health - Salvia D 

Policy and Regulatory Affairs Division! Division des politiques et affaires reglementaires 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
---- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-06-1010:58 AM--

Diane Allan/HC-SC/GC/CA 

2009-06-1010:50 AM To Bronwyn Cline/HC-SC/GC/CA@HWC 

cc Jocelyn Kula/HC-SC/GC/CA@HWC 

Subject Fw: For your approval - It's Your Health - Salvia D 

Approved, the docket will be going to DGO this morning. 

Diane Allan 

Director! Directrice 
Office of Controlled Substances / Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: 613-952-2177 
Fax: 613-952-2196 

----- Forwarded by Diane Allan/HC-SC/GC/CA on 2009-06-10 10:49 AM -

'. Ronald 
To Jocelyn Kula/HC-SC/GC/CA :I."'.. . DenaultlHC-SC/GC/CA 

~ 2009-06-08 07:50AM cc "Diane Allan" <diane_allan@hc-sc.gc.ca> 

Subject Fw: For your approval-It's Your Health - Salvia D 

Hi jocelyn 
I missed this email a while a go 
~leaSe check flail! palm of VleeW If eVerytnlMg Is correct 
Thank you 
Ronald 

Bronwyn Cline 
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----- Original Message ----
From: Bronwyn Cline 
Sent: 2009-06-07 10:48 PM EDT 
To: Ronald Denault 
Cc: Carmen Berube; Christine Roush 
Subject: Re: For your approval - It's Your Health - Salvia D 

Hello Ronald, 

Were you able to review the It's Your Health article below? Or should it go to Diane Allen for approval 
now? 

Thanks, 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile I teh~copieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada 1269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1 269 ave Laurier Ottawa ON K1A OK9 
Government of Canada 1 Gouvernement du Canada 

Bronwyn Cline/HC-SC/GC/CA 

Bronwyn 
Cline/HC-SC/GC/CA To Ronald DenaultlHC-SC/GC/CA 

2009-05-27 11 :15 AM cc Carmen Berube/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC 

Subject For your approval- It's Your Health - Salvia D 

Hello Ronald, 

Could I please get your approval of this for Tuesday, June 2? We're aiming to have this completely 
approved by June 12. 

Apps Slip DG&.6.DM HECS Salvia May2009.wpd IYH· Salvia divinorum· Draft Seven (May 27, 2009).wpd 

Thank you, 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile I telecopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada 1269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada 1 Gouvernement du Canada 
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It's Your Health 
(A Health Canada Publication) 

Comments • Commentaires 

It's Your Health articles answer frequently asked questions from the general public and provide health 
protection advice. These publications are distributed to: doctors and their clients, teachers and students, 
magazine editors and their subscribers, other federal and provincial departments, private firms, and 
Health Canada employees. This publication is also posted on the Health Canada official Web site. 
Subject. Sujet: 

Approval deadline Echeance d I approbation 

Salvia divino rum June 12, 2009 

Branch: HECSB Comm: Judy Froome/Christine Roush 

Coordinator: Lisa Mackay 954-0105 Writer: Sue Lumsden 

Program Contacts: Jocelyn Kula, Cheryl Tremblay and Brittany Sauve 

Approvals Signing Authority Signature Date 
Approbations Autorise par 

1. Programme Director RO~ult <!::n~ 
b... '-, c:::.J'" 

2. Director General Cathy A. Sabiston 

3. HECSB Kathleen Malone 
Communications Exec 

4. ADM Paul Glover 

5. Risk Communications Kathy Howard 

Please return to • Veuillez retourner a : Room. Piece: 
Lisa Mackay 1273D Be 
954-0105 FAX: 952-8644 
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It's Your Health 
(A Health Canada Publication) 

Comments. Commentaires 

It's Your Health articles answer frequently asked questions from the general public and provide health 
protection advice. These publications are distributed to: doctors and their clients, teachers and students, 
magazine editors and their subscribers, other federal and provincial departments, private firms, and 
Health Canada employees. This publication is also posted on the Health Canada official Web site. 
SubJect. SUJet: 

Approval deadline Echeance d' approbation 

Salvia divinorum June 12, 2009 

Branch: HECSB Comm: Judy Froome/Christine Roush 

Coordinator: Lisa Mackay 954-0105 Writer: Sue Lumsden 

Program Contacts: Jocelyn Kula, Cheryl Tremblay and Brittany Sauve 

Approvals Signing Authority Signature Date 
Approbations Autorise par 

1. Programme Director Diane Allan Email June 10, 2009 

2. Director General Cathy A. Sabiston Email June 15,2009 

3. HECSB Kathleen Malone Signature June 16, 2009 
Communications Exec 

4. ADM Paul Glover 

5. Risk Communications Kathy Howard 

Please return to • Veuillez retourner a : Room. Piece: 

Lisa Mackay 1273D Be 
954-0105 FAX: 952-8644 
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It's Your Health 
(A Health Canada/Public Health Agency Publication) 

Comments • Commentaires 

It's Your Health articles answer frequently asked questions from the general public and provide health 
protection and promotion advice. The articles are distributed to: doctors and their clients, teachers and 
students, magazine editors and their subscribers, other federal and provincial departments, private firms, 
and Health Canada/Public Health Agency of Canada employees. This publication is also posted on the 
Health Canada and Public Health Agency Web sites. 

Subject. Sujet: 
Approval deadline Echeance d'approbation 

Salvia divino rum June 12, 2009 

Branch: HPFB Comm Contact: Blossom Leung 948-7799 

Coordinator: Lisa Mackay 954-0105 Writer: Sue Lumsden 

Program Contact: Valerie Hurry (NHPD), and Robert Leitch and Mano Murty (MHPD) 

Approvals Signing Authority Signature Date 
Approbations Autorise par 

1. Programme Director Robin MarIes Approved June 1,2009 

2. Programme Director DucVu Approved June 1,2009 

3. Programme DO Michelle Boudreau Approved June 1,2009 

4. Programme DO Chris Turner Approved June 4,2009 

4. Communications Jennifer Peddle for Ken Approved June 4,2009 
Executive Polk 

5. ADM Meena Ballentyne Approved June 5, 2009 

6. Risk/Crisis Kathy Howard 
Communications 

Please return to • Veuillez retoumer it : Room. Piece: 000328 
Lisa Mackay 1277D Be 
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Response to ADM Questions Regarding the IYH article on Salvia Divinorum 
June 23, 2009 

(1) Where are our standard lines around drug prevention? 

The standard lines on drug prevention were not incorporated in this IYH because 
the wording of those lines is oriented around illicit drugs which are already 
regulated as controlled substances. They do not translate well to Salvia divinorum 
in light of the fact that neither this plant nor its active ingredient are regulated as 
controlled substances at this time. The preliminary findings of our scheduling 
assessment are that information about the different factors considered, e.g., the 
potential for abuse and risk of addiction associated with the substance, the extent 
of actual abuse of the substance in Canada and internationally and the overall risk 
to public health and safety posed by the substance, is either missing or anecdotal 
in nature and thus, the controls imposed by the CDSA are likely not warranted. It 
is because of these preliminary findings that this IYH was contemplated. Salvia 
Divinorum continues to attract moderate media attention and it was thought that it 
would be beneficial to have information available on the internet that would better 
inform the general public about the issue, i.e., health effects and what they can do 
to safe guard their own health. In this regard, the language used in the article is 
focused on the fact that Health Canada does not know very much about how it 
acts on the brain and the body and thus does not recommend that people use it. 

Is it normal to include information with respect to the status in other . 
countries in an IYH article? (as written it seems to generate more questions 
than provide answers) 

The information regarding the status of Salvia divinorum and its active ingredient 
salvinorin A in other countries was included as it pertains to one of the factors 
that Health Canada considers when assessing whether to add a substance to one of 
the schedules to the CDSA, i.e., international requirements and trends in 
controlling the substance. This information could however be removed from the 
document without disrupting the flow of the article if there are concerns with its 
inclusion. The content of the article has however already been approved by 
HPFB and so we would need to go back to them for approval if this type of 
revision were to be made. 

June 23, 2009 
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Its Your Health 
Proposed Article 

It's Your Health articles answer frequently asked questions from the general public and provide 
health protection advice. Each NH article is roughly 2 pages long, with a grade 8 to 10 
"readability" level. The target audience is the general public, and plain language is used 
whenever possible. Links to detailed technical or scientific information can be provided in the 
"Need More Info?" section. These publications are distributed to: doctors and their clients, 
teachers and students, magazine editors and their subscribers, other federal and provincial 
departments, private firms, Health Canada and Public Health Agency of Canada employees. This 
publication is also posted on Health Canada and PHACs official Web sites. 

Author and Date of Proposal - Lisa Holmes - October 17, 2008 

Proposed Title - Salvia divinorum 

The Issue - Salvia Divinorum is a species of sage which belongs to the mint family. It is found 
in the form of dried leaves, extract and plant cuttings. Salvia Divinorum, also known as 
"diviner's sage" and/or "magic mint ", is chewed or smoked and can induce illusions and 
hallucinations. 

Salvia Divinorum continues to attract moderate media attention. It will be beneficial to have an 
It's Your Health article available on the internet so that the general public can be better 
informed about the issue, and so that reporters can refer to this article, should they have 
questions about the issue. 

Health Canada's Role - There are no regulations or laws prohibiting the possession, use or 
sale of Salvia divino rum in Canada. While many countries across the globe have prohibited 
Salvia, it remains legal in Canada. Health Canada is currently exploring our options for 
prohibiting Salvia in Canada. 

Why is this article needed and why It's Your Health ?- The target audience is the 
general public. It's Your Health is a good vehicle to use to inform individuals about Salvia 
because the articles are written in plain language and are easily understood by the vast majority 
of Canadians. 

Are other communications products being considered, will they be used?
Media lines. 

Is there a deadline for producing the IYH article - While it is not part of a larger 
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announcement, it would be beneficial to have this article produced and posted as soon as 
possible, as there continues to be media attention and public interest on the issue. 

Who in the department needs to provide input and who would be the lead 
contact? - Andrew Adams, Director, Drug Analysis Services, HECS; Ranjan Bose, Manager, 
Marketed Biologicals, Biotechnology and Natural Health Products Bureau, Marketed Health 
Products Directorate, and Dr. Helmi Hussien, A/Director, Bureau o/Clinical Trials and Health 
Sciences, Natural Health Products Directorate, HPFB. 

Who in the department or outside of the department should approve this 
article? - Health Canada only. 

Is there a plan for Stakeholder invlovement or dissemination when article is 
completed?: No stakeholder plan - we will refer media to this article. 

If you have any questions regarding this fonn please contact your Branch or Regional contact 
listed below: 

HECSB 
Judy Froome 
Lisa Brinston 

PHAC 
Julie Rivard 

QUEBEC Region 
Caroline Hares 

MANITOBAISASKATCHEW AN Region 
Adele Novak 

BC Region 
Erik Bruns 

IYH Publisher 
Alastair Sinclair 

FNIHB 
Mary Hand 

HPFB 
Blossom Leung 

ATLANTIC Region 
Eleanor Cameron 

Ontario Region 
Debbie Paine 

ALBERTA Region 
Therese Little 

IYHManager 
Lisa Mackay 

IYH Editor 
Sally Fletcher 
Sean Upton 
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FYI 

Jocelyn Kula/HC-SC/GC/CA 

2009-06-15 05:00 PM 

Jocelyn Kula 
Managerl Gestionnaire 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

ee 

bee 

Subject Fw: For your approval- It's Your Health - Salvia D 

Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2009-06-15 05:00 PM ---

Wf." .... ", •• 

~
/>. 

.. . 
6, " "'f' 

.............. AoLI.46 

Diane, 

Kimberly 
SorfleetlHC-SC/GC/CA 

2009-06-1504:40 PM 

Cathy has approved. 

Bronwyn - FYI- you may proceed. 

Thank you! 

To Diane Allan/HC-SC/GC/CA@HWC 

cc Bronwyn Cline/HC-SC/GC/CA@HWC,Carmen 
Berube/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC, Tacha 
Lehouillier/HC-SC/GC/CA@HWC 

Subject Re: Fw: For your approval - It's Your Health - Salvia D0 

Kimberly Sorfleet 
Executive Assistant to the Director General I Adjointe Executive a la Directrice generale 
Controlled Substances & Tobacco Directorate (CSTD) 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada I Sante Canada 
Tel: (613) 946-9316 Fax: (613) 954-2288 
www.healthcanada.gc.ca I www.santecanada.gc.ca 
Government of Canada I Gouvernement du Canada 

Diane Allan!HC-SC/GC/CA 

Diane Allan/HC-SC/GC/CA 

2009-06-1010:56 AM To Kimberly SorfleetlHC-SC/GC/CA@HWC 

ee 'aelld telioUllllefiHC-SClGClCA@HWC, jocelyn 
Kula/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC, Carmen 
Berube/HC-SC/GC/CA@HWC, Stephanie 
SzickfHC-SC/GC/CA@HWC 
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Subject Fw: For your approval-It's Your Health - Salvia D 

Kim: 

This is for DG approval, I understand that this is already at HPFBADMO approval stage. If I can impose 
and request that Cathy review and approve this today? 

Thanks, 
Diane 

Diane Allan 

Director I Directrice 
Office of Controlled Substances I Bureau des substances controlE~es 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada I Sante Canada 
Tel: 613-952-2177 
Fax: 613-952-2196 

----- Forwarded by Diane Allan/HC-SC/GC/CA on 2009-06-1010:54 AM ----

Diane Allan/HC-SC/GC/CA 
2009-06-10 10:50 AM To Bronwyn Cline/HC-SC/GC/CA 

cc Jocelyn Kula/HC-SC/GC/CA@HWC 

Subject Fw: For your approval- It's Your Health - Salvia D 

Approved, the docket will be going to DGO this morning. 

Diane Allan 

Director I Directrice 
Office of Controlled Substances I Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada I Sante Canada 
Tel: 613-952-2177 
Fax: 613-952-2196 

----- Forwarded by Diane AJlan/HC-SC/GC/CA on 2009-06-10 10:49 AM -----

'.,Y Ronald 

. .3lI. '.·.r~.' ... ..' DenaultlHC-SC/GC/CA 3rt. 2009-06-0807:50 AM 

To Jocelyn Kula/HC-SC/GC/CA 

cc "Diane Allan" <diane_aJlan@hc-sc.gc.ca> 

Subject Fw: For your approval-It's Your Health - Salvia D 
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Hi jocelyn 
I missed this email a while a go 
Please check from point of vieew if everything is correct 
Thank you 
Ronald 

Bronwyn Cline 

----- Original Message ----
From: Bronwyn Cline 
Sent: 2009-06-07 10:48 PM EDT 
To: Ronald Denault 
Cc: Carmen Berube; Christine Roush 
Subject: Re: For your approval - It's Your Health - Salvia D 

Hello Ronald, 

Were you able to review the It's Your Health article below? Or should it go to Diane Allen for approval 
now? 

Thanks, 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile / teh~copieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada 1 269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada 1 Gouvernement du Canada 

Bronwyn Cline/HC-SC/GC/CA 

Bronwyn 
Cline/HC-SC/GC/CA To Ronald DenauIVHC-SC/GC/CA 

2009...Q5-27 11: 15 AM cc Carmen Berube/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC 

Subject For your approval-It's Your Health - Salvia D 

Hello Ronald, 

Could I please get your approval of this for Tuesday, June 2? We're aiming to have this completely 
approved by June 12. 

Apps Slip DG&/l.DM HECS Salvia May2009.wpd IYH· Salvia divinorum· Draft Seven (May 27. 2009).wpd 

Thank you, 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile / telecopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada 1269 Laurier Ave Ottawa ON K1A OK9 
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Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada I Gouvernement du Canada 
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Past Year Use of Salvia Divinorum 
(Figure 3.6.8) 

Salvia divinorum is a legal plant, which can be 
purchased online or in "head shops," that causes 
hallucinations and delusions. This drug can be 
ingested by chewing the fresh leaves, drinking 
their extracted juices, or smoking the dried 
leaves. For the first time in 2009, students were 
asked about their use of this drug with the 
question: "In the last 12 months. how often did 
you use salvia divinorum (also known as 'sally
D'. 'magic mint'. 'sad; ')? .. 

Figure 3.6.8 

2009: Grades 7 to 12 

• Among all students in 2009, 4.4% (range: 
3.3%-5.7%) report using salvia divinorum at 
least once in the past year. This percentage 
represents about 42,600 students in Ontario. 

• Males (6.2%) are significantly more likely 
than females (2.3%) to use salvia divinorum. 

• There is significant grade variation, with 
salvia use most likely among 11 th -graders (8.6%) 
and 12th-graders (8.4%). 

• There is significant regional variation, with 
students in the North (9.2%) most likely to use 
salvia. 

Past Year Salvia Divinorum Use by Sex, Grade and Region, 
2009 OSDUHS. 
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Vertical bars represent 95% confidence intervals; horizontal bar represents 95% CI for total estimate; 
estimates for grade 7 and grade 8 were suppressed 
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Jay KhoslaIHC-SCIGClCA 

2009-06-22 02:31 PM 

To Jocelyn KulalHC-SC/GC/CA@HWC 

cc Cheryl TremblayIHC-SC/GC/CA@HWC, Diane 
AllanlHC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC, Tacha 

bee 

Subject Re: Paul's comment on Salvia IYH~ 

Thanks. Based on this, I think a plainly worded explanation on why standard text is not being used would 
be helpful so let's tackle it from that perspective. Also, a few lines addressing other questions and a 
comment on the issue of approvals should assist in putting it to rest. 

Cld you please craft a response to this effect for Diane's review and we'll go from there. 

Thanks much. 

Jay Khosla 
Associate Director General/Directeur generale associe 
Controlled Substances & Tobacco Directorate (CSTD) 
Direction des substances contrOllees et de la lutte au tabagisme (DSCL T) 
Health Canada 1 Sante Canada 
Tel: (613) 952-40641 Fax: (613) 954-2288 
E-mail/courriel : 
Jay Khosla@hc-sc.gc.ca 
Website/Site web: 
www.hc-sc.gc.ca 

Jocelyn Kula/HC-SC/GC/CA 

Jocelyn KulalHC-SClGClCA 

2009-06-22 01:34 PM To Jay Khosla/H~SC/GC/CA@HWC 

cc Diane Allan/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC, Tacha 
Lehouillier/HC-SC/GC/CA@HWC, Cheryl 
Tremblay/HC-SC/GC/CA@HWC 

Subject Re: Paul's comment on Salvia IYH~ 

We can look at the wording but I am not sure the standard lines on drug prevention really work here 
because they are really oriented around illicit drugs (which are regulated as controlled substances) and 
the whole point of doing this IYH is that salvia is not yet regulated as a controlled substance and the 
preliminary findings of our scheduling assessment are that it does not warrant these types of controls. 
Hence the language about not knowing very much about how it acts on the brain and the body, and that 
we don't recommend that people use it... .. 

Cheryl (analyst responsible) is away today but we will get something back to DGO as soon as possible. 
That said, if Paul really wants changes, we are going to have to go all the way back through approvals in 
HPFB as this IYH has been a co-production if you will, and it is my understanding from Comms that 
Meena has already signed off. 

JK 
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2) re: the Status in Other Countries section - is that normal to include this in an IYH article? 
Adding ... 
As written, it seems to generate more questions than provide answers. 

Thanks, 

Stephanie Szick 
Controlled Substances & Tobacco Directorate (CSTD) 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada I Sante Canada 
Tel I Tel: (613) 952-3367 

----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2009-06-22 11 :20 AM ----

Hayden 
LansdeIl/HC-SC/GC/CA To Jay Khosla/HC-SC/GC/CA@HWC 

2009-06-22 11 :03 AM cc Stephanie SzicklHC-SC/GC/CA@HWC 

Subject Fw: scan 

PG has questions on this IYH. Can you please get Diane to take a look. An email response is all that is 
necessary at this point in time. 

Hayden 

----- Forwarded by Hayden Lansdell/HC-SC/GC/CA on 2009-06-22 10:58 AM ----

Julie 
Paquette/HC-SC/GC/CA To Hayden Lansdell/HC-SC/GC/CA@HWC 

2009-06-22 10:52 AM cc 

Subject scan 

~ ·/ ..... 1 

salvia divinorum .pdf 

Julie Paquette 
Executive Assistant to the Director I Adjointe executive a la directrice 
Health Canada I Sante Canada 
Assistant Deputy Minister's Office I Bureau de la sous-ministre adjointe 
HECSB/DGSESC 
Tel: 613-946-6710 
Fax: 613-946-6666 
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Salvia divinorum 

The Issue 
oH til "'!)If" ,y..-' 

Reports suggest that Canadian teens and young adults are using a substance called Salvia _\.~~ 
dil'illortlm (S. dil-inorum).for its ability to pro,?uce hall~cinations. Certain Web sites are alsoJt" K ~ 
promotlng the use of S. dlVlnOrUm as a "legal . alternatIve to street drugs. / \!c;}.\\'\ .,..,' 

i . j") \,.,) I 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastoqa, skt 0
1
:'))) 

pastllJ'[l. diviner's sage. magic mint. puffeneens special. and salvia. ! • / , J ~ 
\.' /." 

Health Canada recommends that you avoid using this substance because very little is knoJ~.' <}.\.:r 
ahout the damage it may cause to the body, including the brain. There is also no way to predliet 
how it will affect you with each use. \ 

\ 

Backgl'ound J + 
A·'·Jf'<t~ \ , 

S. dil'illorum is a species of sage that belongs to the mini family. It is known to have )" . ..... j.( 
psychotropic effects. which means it affects the mind and mental processes. 7£i, ~ '> 1<7\-(.:\ 

"",Oi'..L fa) • .,...a.......;.-....... 
The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for many (r>:'",j 4-

years. Traditional use involves chewing the leaves or using them to make a tea for medicinal ~ ........... ., ... u,'.,. 
purposes (e.g .. to treat such conditions as headache or stomach upset). or to induce a "mystical" 
or hallucinogenil: experience for spiritual purposes. 

Products that claim to contain S. divillorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural rood stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing 
purposes. Fresh or dried leaves are intended to be chewed. swallowed or smoked. Liquid 
preparations are also available. 

Risks of Using Salvia divinorum 

S. dil·illo/,l/JI/·s effects. which vary from person to person. are otten described as unpleasant and 
Illay include the following: 

halluci nations; 
dysphoria (feeling unwell, uneasy or unhappy); 
out·of·bodyexpericnces; 
uncontrollable laughter: 
loss or conscioLisness; 
short-term memory loss: 
lack of physical coordination; 
slurred speech and awkward ~entence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

_ ~ ~p"Jh ~N~ t;~ 

r 

S-e,L- ~ \ 
(0v k-h~ JtsM f <;, 
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Jocelyn KulaIHC-SCIGC/CA 

2009-06-2301:16 PM 

FOR APPROVAL 

To Diane Allan 

ee Cheryl Tremblay/HC-SC/GC/CA@HWC 

bee 

Subject Salvia IYH 

Proposed reply to ADM questions reo the Salvia IYH article. 

WJ 
Responses to ADM Comments on Salvia IYH June 23 2009.doc 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires n!glementaires 
Office of Controlled Substances! Bureau des substances contrOlees 
Healthy Environments and Consumer Safety Branchl Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
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Response to ADM Questions Regarding the IYH article on Salvia Divinorum 
June 23, 2009 

(1) Where are our standard lines around drug prevention? 

The standard lines on drug prevention were not incorporated in this IYH because 
the wording of those lines is oriented around illicit drugs which are already 
regulated as controlled substances. They do not translate well to Salvia divinorum 
in light of the fact that neither this plant nor its active ingredient are regulated as 
controlled substances at this time. The preliminary findings of our scheduling 
assessment are that information about the different factors considered, e.g., the 
potential for abuse and risk of addiction associated with the substance, the extent 
of actual abuse of the substance in Canada and internationally and the overall risk 
to public health and safety posed by the substance, is either missing or anecdotal 
in nature and thus, the controls imposed by the CDSA are likely not warranted. It 
is because of these preliminary findings that this IYH was contemplated. Salvia 
Divinorum continues to attract moderate media attention and it was thought that it 
would be beneficial to have information available on the internet that would better 
inform the general public about the issue, i.e., health effects and what they can do 
to safe guard their own health. In this regard, the language used in the article is 
focused on the fact that Health Canada does not know very much about how it 
acts on the brain and the body and thus does not recommend that people use it. 

Is it normal to include information with respect to the status in other 
countries in an IYH article? (as written it seems to generate more questions 
than provide answers) 

The information regarding the status of Salvia divinorum and its active ingredient 
salvinorin A in other countries was included as it pertains to one of the factors 
that Health Canada considers when assessing whether to add a substance to one of 
the schedules to the CDSA, i.e., international requirements and trends in 
controlling the substance. This information could however be removed from the 
document without disrupting the flow of the article if there are concerns with its 
inclusion. The content of the article has however already been approved by 
HPFB and so we would need to go back to them for approval if this type of 
revision were to be made. 

June 23, 2009 
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Response to Paul's Questions Regarding the IYH article on Salvia Divinorum 

(1) Where are our standard lines around drug prevention? 

The standard lines on drug prevention were not incorporated in this IYH because 
the wording of those lines is oriented around illicit drugs which are already 
regulated as controlled substances. They do not translate well to Salvia divinorum 
in light of the fact that neither this plant nor its active ingredient are regulated as 
controlled substances at this time. The preliminary findings of our scheduling 
assessment are that information about the different factors considered, e.g., the 
potential for abuse and risk of addiction associated with the substance, the extent 
of actual abuse of the substance in Canada and internationally and the overall risk 
to public health and safety posed by the substance, is either missing or anecdotal 
in nature and thus, the controls imposed by the CDSA are likely not warranted. It 
is because of these preliminary findings that this IYH was contemplated. Salvia 
Divinorum continues to attract moderate media attention and it was thought that it 
would be beneficial to have information available on the internet that would better 
inform the general public about the issue, i.e., health effects and what they can do 
to safe guard their own health. In this regard, the language used in the article is 
focused on the fact that Health Canada does not know very much about how it 
acts on the brain and the body and thus does not recommend that people use it. 

Is it normal to include information with respect to the status in other 
countries in an IYH article? (as written it seems to generate more questions 
than provide answers) 

The information regarding the status of Salvia divinorum and its active ingredient 
salvinorin A in other countries was included as it pertains to one of the factors 
that Health Canada considers when assessing whether to add a substance to one of 
the schedules to the CDSA, i.e., international requirements and trends in 
controlling the substance. This information could however be removed from the 
document without disrupting the flow of the article if there are concerns with its 
inclusion. The content ofthe article has however already been approved by 
HPFB and so we would need to go back to them for approval if this type of 
revision were to be made. 

June 23, 2009 
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Cheryl 
Tremblay/HC-SClGClCA 

To Bronwyn Cline/HC-SC/GCICA@HWC 

2009-06-23 02:38 PM 
cc Christine RoushlHC-SC/GC/CA@HWC, Brooke 

Bryce/HC-SC/GC/CA@HWC, Jocelyn 
KulalHC-SC/GCICA@HWC 

bee Cheryl Tremblay/HC-SC/GCICA 

Subject Re: Salvia 0 media Iines~ 

Hi Bronwyn, 

Here are CSTO's comments on media lines for Salvia Divinorum. 

~ 
Salvia Mlv.7 ~ 2009_CSTDCommertsre IYH.doc 

Let me know if you have any questions, 
Thanks, 

Cheryl Tremblay . 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances contrOlees 
Controlled Substances and Tobacco Directorate I Direction des substances contrOlees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction genera Ie de la sante environnementale et 
de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

Bronwyn Cline/HC-SC/GC/CA 

Bronwyn CllneJHC-SClGClCA 

2009-06-16 03:33 PM 
To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

Subject Salvia 0 media lines 

Hi Cheryl, 

Can you please make sure to cc Christine Roush and Brooke Bryce when you send me your comments on 
the Salvia D lines? 

FYI, the IYH on Salvia is currently with the HECS ADM. 

Thanks, 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile I telecopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada I 269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada I Gouvernement du Canada 
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DRAFT 
April 7, 2009 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has noted ongoingJ11e~ia.iI1tere.stregarding.th.~.llv.ailllbilityof __ . / 
Salvia divinorum on the Canadian market. Health Canada has also received a number of 
enquiries from various municipalities and members of the public asking why Health 
Canada has not taken steps to control the availability of Salvia divinorum, particularly 
given reports from scientific and media sources suggesting that Salvia divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. 

Key Messages: 

Health Canada continues to collect and consider jI1f()I1ll11~~oI1.11~.o.ut§£lIViq. ______ u •• u u / 

divinorum and its active ingredient, ~~yJ_~~rJ~_ !\' __ f~~~ __ ~~!h _ ~~~J~~~J __ ~~~ ~ ___________ .. ______ . --
international sources in order to determine what, if any, regulatory controls are 
needed. 

• While the media have reported that use of Salvia divinorum is on the rise in certain 
parts of the country, Health Canada does not currently have statistics on its use 
across the Canadian population. 

• Health Canada is taking steps to address this lack of data. Questions regarding the 
use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Canadian Alcohol an<1PrtlKLJSe}-1,?I~j~()riI1g,Suryey:-,\ uuu_, / 

general open-ended question about the use of other substances was also been 
included in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• 

Deleted: observed a steady 
increase in the amount of 

1 Deleted: relevant 

Deleted: S 

Deleted: Ontario Student 

Deleted: and Health 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
~alvin()riI1i\,. a.re reglilatesi. tinde.r the.(~nt!~lle" P!llgs. £l~4 ~ll~starlc.es 4ct. 
(CDSA). 

. f Deleted: S 
:: . .. Deleted: controlled 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and 
South Korea) have placed controls on the import and/or sale of Salvia divinorum 
mdior salvinorin A. Although some individual U.S. states have implemented laws 
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restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are" .. 
not federally regulated under the Controlled Substances Act in the United States. 

...... ( Deleted: is 

Salvia divinorum JI1eet~. thf! Aefiniti()tl.()fa tl~~.rall1f!altI1J~~()cillct.l!tlcit?r. tl1f! .N.CituTCi! .. _ ...... . Deleted: , when associated with 
health claims, could 

Health Product Regulations (NHPR). This means that Salvia products that are not 
in compliance with the NHPR may be subject to compliance and enforcement 
actions. 

• As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divinorum products. 

If asked for specifics on when the survey data will be available: 

• Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available 
in summer 2009, while the results of the Youth Smoking Survey and the Canadian 
Alcohol anq Prtlg.l)Sf! .M()tlito.~itlg.~uryf!Y li~.ely\Villnot .~e a.vail~~I~.lltltiL201 Q: ... 

Questions and Answers 

Ql -If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
Al - Very few controlled scientific studies of the physical and psychotropic effects of 
Salvia divinorum on humans have been carried out, and using these studies to predict the 
potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none of these has advised that the use of 
Salvia divinorum poses any particular threat to public safety. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale or Salvia divinorum itself? 
A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready tobe marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 
A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Product Regulations and/or are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. An import target for 
products containiO!~Salvia divinorum has already. been placeciwitl1CanadaBorder 
Services Agency. 
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Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
A4 - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

• 

I : 
• 

International requirements and trends inleg~lla~oJysta,tu;s.; ... uuu. 

Chemical and pharmacological similarity to other substances already regulate<i 
under the CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for aplls(l.al1d.ris.~.~t)d<ii(;ti()\): ass()ci~te.~.with.the su~st<tnce; . u u .u_ 

Extent of actual abuse.of tht! sll~st<ll1ce. !11.~<lna~a. al1~ interml~ion<lIl)'~al1~ ..... .. 
Overall risk to public health and safety posed by the substance . 

Health Canada has only anecdotal information about the last three of the above
mentioned factors, and thus is not yet convinced that the controls imposed by the CDSA 
are an appropriate strategy for managing the risks associated with the use of Salvia 
divinorum. The survey results from the 2008-2009 Youth Smoking Survey and the 2009 
Canadian Alcohol and Drug Use Monitoring Survey will help till some of the 
information gaps. The data, however, will not likely be available until 2010. In the 

. ( Deleted: control r Deleted: and scheduling 

l Deleted: scheduled 

{Deleted: A 

Deleted: liability 

Deleted: potential of 

Deleted: and misuse 

interim, Health Canada will.c0l1til1l1et() cont!ct.al1~ .c()l1si.d(lrillf()rtTlati()n. r(lgar<iil1g §a!via. / {Deleted:, however, 

divinorum as it becomes available. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
AS-SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 
A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are not adequate to characterize the 
risk to the general popUlation. These data cannot be used to determine incidence of use in 
the general population, as Health Canada does not have any information about the 
number of individuals using or who have used Salvia divinorum. 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, dysphoria, out-of-body experiences, unconsciousness 
and short-term memory loss. The effects, which vary from person to person, are often 
described as unpleasant. 

000346 



The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 
from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 

I • 1.8 million persons aged 12 or older have used Salvia divinorum at least once in 
their lifetime, and approximately 750,000 did so in the past year. 
Use was more common among young adults (18 to 25 years old) as opposed to 
older adults (>26 years of age). 
Young adults were three times more likely than youths aged 12 to 17 to have used 
Salvia divinorum in the past year. 
Use was more common in males than females. 

Salvia divinorum is widely advertised and promoted on the Internet and sold in various 
"head shops" and natural food stores as a "legal" alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique ... ___________________ ____ _ 

Prepared by: Cheryl Tremblay, Policy and Regulatory Affairs Division, DSCSD 
Stephanie Mitchell, Communications Advisor (HECSB) 
Darrin Denne, Communications Officer (HPFB) 

Reviewed by: Mano Murty (MHPD - March 11,2009) 

Approved by: 
Approved 

Approved 
Approved 
Approved 
Approved 
Approved 
Approved 
Pending 
Pending 

Pending 
Pending 
Pending 

Pending 
Pending 
Pending 

Andrew Adams, Director, OCS, DSCSD (March 1'\ 2009) 
Nancy Richards, Director, Bureau of Policy and Regulatory Affairs, NHPD 
(January 23, 2009) 
Due Vu, Director, Marketed Biologics, Biotechnology and Natural Health 
Products Bureau, MHPD (February 3, 2009) 

Cathy Sabiston, DG, TDD, HECS (April 7, 2009) 
Chris Turner, DG, MHPD (March 13,2009) 
Michelle Boudreau, DG, NHPD (March 19, 2009) 
Sharon Mullins, NDG, HPFBI (April 3, 2009) 
Ken Polk, Communications Executive, HPFB (April 3, 2009) 
Kathleen Malone, Senior Media Relations, PACCB (April 7, 2009) 
Warren Braun, Director, Strategic Communications, PACCB 
Peter Yendall, Director, Public Affairs, P ACCB 

Paul Glover, ADM, HECSB 
Meena Ballantyne, ADM, HPFB 
Anne Lamar, ADM, PACCB 

DMO 
MO 
PCO 
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Hi Bronwyn, 

Cheryl 
Tremblay/HC-SClGC/CA 

2009-06-24 09:28 AM 

To Bronwyn ClineJHC-SC/GC/CA@HWC 

ee "Sue Lumsden" <Iumsden@xplomet.eom>, lisa 
MaeKay/HC-SC/GC/CA@HWC, Jocelyn 
KulalHC-SC/GC/CA@HWC 

bee Cheryl Tremblay/HC-SC/GC/CA 

Subject 

5.23 

After taking a closer look at the media lines for Salvia divinorum we would like to propose that the 
following revision be made to the IYH on Salvia ( 2nd paragraph under Minimizing Your Risk on page 2) 
There was some back and forth regarding the inclusion of this statement during the development of the 
document however the inclusion of "under certain conditions of use" is simply not true in that it implies that 
Salvia divinorum has to be sold or used a certain way to be considered an NHP. 

"Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
UBtier eertaiB eeBtiitieBs ef 1:1se, Salvia divinorum meets the definition of a "natural health 
product" (NHP) under Health Canada's Natural Health Products'Regulations . However, no 
NHPs containing this substance have been approved for sale in Canada. This means that products 
claiming to contain S. divinorum have not been reviewed by Health Canada for safety, efficacy 
or quality. As such, they may be counterfeit or contain other ingredients that pose risks to health, 
and consumers should heed the "buyer beware" principle." 

Thanks, 
Cheryl 

Jenny, 

Simon 
CarvalholHC-SC/GC/CA 

2007-09-05 01 :50 PM 
To Jenny MeLaughlinlHC-SC/GC/CA@HWC 

ee Philip WaddingtonlHC-SC/GC/CA@HWC, Nancy 
RiehardslHC-SC/GC/CA@.HWC 

Subject 
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Simon 

Solicitor-Client Privilege/Protected 
This message is intended for the use of the individual or entity to which it is addressed and may contain 
information that is privileged or confidential and exempt from disclosure under applicable law. 
Unauthorized disclosure, copying or re-transmission is prohibited. Modification of the transmission is 
prohibited. If you have received this transmission in error, please notify me immediately by sending me a 
return e-mail copy. Then, delete the original message. Thank you. 

Jenny McLaughlin/HC-SC/GC/CA 

~ 
Jenny 

. McLaughlin/HC-SC/GC/CA 

2007-09-05 10:22 AM 

Hi Simon, 

To Simon Carvalho/HC-SC/GC/CA@HWC 

cc Christine Zaczynski/HC-SC/GC/CA@HWC 

Subject 
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Reference Documents: 

Thanks, 
Jenny 

Stephanie Lessard/HC-SC/GC/CA 

, ". Stephanie 

~.'.'.;.» '.' .. ' Lessard/HC-SC/GC/CA 
~. 2008-11-03 11 :46 AM 

Hi Cheryl, 

Thanks again, 
Stephanie 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

Subject 

Stephanie Lessard, MSc 
Head Health Risk Assessment Unit! Chef, Unite d'evaluation des risques pour la sante 
Bureau of Clinical Trials and Health Science/ Bureau des essais cliniques et des sciences de la sante 
Natural Health Products Directoratel Direction generale des produits de sante naturels 
2936 Baseline Rd, Tower A, A.L. 33020/2936 chemin Baseline, indice de I'adresse 33020 
(613) 946-0681 

Cheryl Tremblay/HC-SC/GC/CA 

Cheryl 
Tremblay/HC-SC/GC/CA 

2008-11-03 11 :38 AM 

To Stephanie Lessard/HC-SC/GC/CA@HWC 

cc 

Subject Re: Fw: I 
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Hi Stephanie, 

Any updates on NHPD's comments on the media lines? 

Thanks, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 

Stephanie Lessard/HC-SC/GC/CA 

'." Stephanie 

~_.'. Lessard/HC-SC/GCICA 

~. 2008-10-2909:19 AM 

Thanks Cheryl. I really appreciate that. 

Stephanie 

Stephanie Lessard, MSc 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Jocelyn Kula/HC-SC/GC/CA@HWC 

Subject Re: Fw: Reminder: Revised Media Lines for Salvia Divinorum 
[] 

Head Health Risk Assessment Unit! Chef, Unite d'evaluation des risques pour la sante 
Bureau of Clinical Trials and Health Sciencel Bureau des essais cliniques et des sciences de la sante 
Natural Health Products Directoratel Direction generale des produits de sante naturels 
2936 Baseline Rd, Tower A, A.L. 33020/2936 chemin Baseline, indice de I'adresse 33020 
(613) 946-0681 

Cheryl Tremblay/HC-SC/GC/CA 

Cheryl 
Tremblay/HC-SC/GCICA 

2008-10-29 08:07 AM 

Hi Stephanie, 

To Stephanie Lessard/HC-SC/GC/CA@HWC 

cc Jocelyn Kula/HC-SC/GC/CA@HWC 

Subject Re: Fw: Reminder: Revised Media Lines for Salvia Divinorum 
[) 

By all means take a couple more days to ensure that everyone at NHPD that needs to look at it has seen 
it. Just a reminder, we are only reviewing at the working level at this pOint in time. Senior management 
(DG) level approvals will be coordinated by communications. 
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Thanks. 

Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 

Stephanie Lessard/HC-SC/GC/CA 

, ", , Stephanie 
~~~ Lessard/HC-SC/GC/CA 

~'. 2008-10-2804:41 PM 

Itl 
DRAFT -Media Lines Oct 20 200B_NHPD,wpd 

Hi Cheryl, 

To Cheryl Tremblay/HC-SC/GC/CA@HWC, Kyra 
Paterson/HC-SC/GC/CA@HWC 

cc Helmi Hussien/HC-SC/GC/CA@HWC 

Subject Re: Fw: Reminder: Revised Media Lines for Salvia Divinorum 
E:l 

I've had the chance to look over these media lines, and I don't have much in the way of comment (please 
see my comments in blue in the attached document). 
I just wanted to let you know that Robin is away on French training, and only forwarded this to me 
yesterday. As a result I haven't had the chance to ensure that all the appropriate people at NHPD have 
had the chance to provide comment. 

Kyra: I think you were involved in this issue at some point. Do you have any comments, or know of anyone 
else that may need to be consulted? 

Thanks, 
Stephanie 

Stephanie Lessard, MSc 
Head Health Risk Assessment Unit! Chef, Unite d'evaluation des risques pour la sante 
Bureau of Clinical Trials and Health Sciencel Bureau des essais cliniques et des sciences de la sante 
Natural Health Products Directorate/ Direction genera Ie des produits de sante naturels 
2936 Baseline Rd, Tower A, A.L. 33020/2936 chemin Baseline, indice de I'adresse 33020 
(613) 946-0681 

Robin Marles/HC-SC/GC/CA 

Robin Marles/HC-SC/GC/CA 

2008-10-27 09:41 AM 
To stephanie_lessard@hc-sc.gc.ca 

cc 

Subject Fw: Reminder: Revised Media Lines for Salvia Divinorum 
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Sent from my BlackBerry Wireless Handheld 
Cheryl Tremblay 

----- Original Message ----
From: Cheryl Tremblay 
Sent: 2008-10-27 09:30 AM EDT 
To: Duc VU; Jenna Griffiths; Michelle Gillespie; Robin MarIes 
Subject: Reminder: Revised Media Lines for Salvia Divinorum 

Good Morning, 

Just a friendly reminder to submit any comments on the media lines on Salvia divinorum by EOB 
tomorrow. 

Thank you, 
Have a great day! 

Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 

Cheryl Tremblay/HC-SC/GC/CA 

Cheryl 
Tremblay/HC-SC/GC/CA 

2008-10-2002:13 PM 

Good Afternoon, 

To Barbara Benning/HC-SC/GC/CA@HWC, Duc 
Vu/HC-SC/GC/CA@HWC, Michelle 
Gillespie/HC-SC/GC/CA@HWC, Robin 
Marles/HC-SC/GC/CA@HWC, Jenna 
Griffiths/HC-SC/GC/CA@HWC 

cc Jocelyn Kula/HC-SC/GC/CA@HWC, Andrew 
Adams/HC-SC/GC/CA@HWC, Gary 
Condran/HC-SC/GC/CA@HWC 

Subject Revised Media Lines for Salvia Divinorum 

Further to inter-branch meetings between HPFB (NHPD, MHPD, HPFBI) and HECSB 
(DSCSD), held in May 2007, September of2007, and September 2008 regarding Salvia 
divinorum, DSCSD is working to update and finalize the media lines on this substance. 

Please find attached, a copy of the revised media lines for Salvia divinorum for your review and 
comments. Please forward any comments to me by Tuesday, October 28, 2008. 

HECSB Communications will coordinate senior management approvals once we have received 
and considered all working level input. 
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Thank you, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 

"Sue Lumsden" . 

"Sue Lumsden" 

2009-05-27 10:07 AM 

Good morning Lisa, 

5.19(1) 

To "Lisa MacKay" <Lisa_MacKay@hc-sc.gc.ca> 

cc "Valerie Hurry" <Valerie_Hurry@hc-sc.gc.ca>, Brittany 
Sauve <brittany-sauve@hc-sc.gc.ca>, "Cheryl Tremblay" 
<CheryL Tremblay@hc-sc.gc.ca>, "Jocelyn Kula" 
<jocelyn_kula@hc-sc.gc.ca>, "Mano Murty" . 
<Mano_Murty@hc-sc.gc.ca>, 
<RoberCLeitch@hc-sc.gc.ca>, "Robin Maries" 
<robin_marles@hc-sc.gc.ca> 

Subject IYH on Salvia divinorum - Ready for the formal approvals 
process 

I've attached Draft Seven of the IYH on Salvia divinorum and am requesting that you start it through the 
formal approvals process. 

The following Program Contacts all gave a thumbs up for Draft Six to go into formal approvals: Jocelyn 
Kula, Cheryl Tremblay and Brittany Sauve (HECS-B), Robin Maries and Valerie Hurry (NHPD), and Robert 
Leitch and Mano Murty (MHPD). 

The only differences between Draft Six and Seven are as follows: 

- highlighter and strikeout marking changes to text in Draft Six were removed for Draft Seven, as all 
changes were agreed upon by the Program Contacts 
- at the suggestion of Brittany Sauve, a reference (and link) to a provincial survey (Ontario) asking 
questions about Salvia use was replaced with a reference (and link) to a national survey that is asking 
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HI John, 

Cheryl 
TremblaylHC-SC/GC/CA 

2009-07-30 03:26 PM 

. 
To John StevensonlHC-SC/GC/CA@HWC 

cc Jocelyn KulalHC-SC/GC/CA@HWC 

Subject Re: Fw: New Content for CTUMS 2010 Wave 11 Examiner Ie 
contenu de la phase 1 de I'ESUTC de I'annae 2010~ 

Further to our conversation this afternoon, PRAD would like to submit the following topics for your 
consideration for the 2010 Wave 1 CTUMS. I've attached some reference documents to give up a quick 
update on these substances, however, please do not disseminate as these media lines have not made 
their way through formal approvals. 

Salvia Dlvlnorum 

~ 

~ 
EJ 

Spice meda lines 1412.uy 30 2009-,)..,. ~ved.doc 

Thanks, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances contrOlees 
Controlled Substances and Tobacco Directorate I Direction des substances contrOlees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

Jocelyn KulalHC-SC/GC/CA 

- Forwarded by Diane AllanlHC-SC/GC/CA on 2009-07-2112:19 PM

John 
StevensonlHC-SClGC/CA 

2009-07-2110:45AM 

Hello, 

To CSTD-Directors 

cc Cathy A SabistonlHC-SC/GC/CA@HWC 

Subject Fw: New Content for CTUMS 2010 Wave 11 Examiner Ie 
contenu de la phase 1 de I'ESUTC de I'annee 2010 

We are starting to review the content for the CTUMS 2010 Wave 1 (February - June). Please find 
attached the 2009 Wave 2 questionnaire for your information. If you have any surveillance ideas that you 
would like to have considered for 2010 Wave 1, please send them by noon August 12,2009 to John 
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Stevenson, Survey Methodologist, Office of Research, Surveillance and Evaluation, at 
john_stevenson@hc-sc.gc.ca or at 613-948-2627 if you have additional questions. 

Thank you for your input, 

Bonjour, 

Nous commenc;ons a examiner Ie contenu de la phase 1 de I'ESUTC de I'annee 2010 (fevrier - juin). 
Veuillez trouver ci-joint Ie questionnaire de la Phase 2 de I'annee 2009 pour votre information. Si vous 
avez des idees de surveillance que vous aimeriez considerer pour la phase 1 de I'annee 2010, veuillez 
envoyer vos commentaires d'ici midi, Ie 12 aoOt 2009 a John Stevenson, Enqueteur de la methodologie, 
Bureau de la recherche, de la surveillance et de I'evaluation, a john_stevenson@hc-sc.gc.ca ou au 
613-948-2627 si vous avez des questions supplementaires. 

Merci pour vos commentaires, 
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Hi John, 

Cheryl 
TremblaylHC-SCIGClCA 

2009-08-1710:58 AM 

To John StevensonlHC-SC/GC/CA@HWC 

ee 

bee 

Subject Re: Fw: New Content for CTUMS 2010 Wave 11 Examiner Ie 
eontenu de la phase 1 de I'ESUTC de I'annee 201 O~ 

Sorry for the late reply .... just got back from holidays. 

Thafs correct .... and thanks: ) 

Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances contr61ees 
Controlled Substances and Tobacco Directorate I Direction des substances contr61ees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction genera Ie de la sante environnementale et 
de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

John Stevenson/HC-SC/GC/CA 

John 
StevensonIHC-SClGClCA 

2009-07-31 09:21 AM 
To Cheryl Tremblay/HC-SC/GC/CA@HWC 

ec Jocelyn KulalHC-SC/GC/CA@HWC 

Subject Re: Fw: New Content for CTUMS 2010 Wave 1 1 Examiner Ie 
contenu de la phase 1 de I'ESUTC de I'annee 201 O~ 

Cheryl, 

So if I have it correct, you are looking for additional questions on: 

1. Salvia Divinorum; and 
2. "Spice"? 

I will put in for consideration Ever Use (lifetime) and Past 30-day Use as we do with all of the tobacco 
products on the CTUMS. 

Thanks, 

John Stevenson 
Survey Methodologist and Research Analyst 
Controlled Substances and Tobacco Directorate 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Phone: (613) 948-2627 
Fax: (613) 954-2292 
Email: jOhn_stevenson@hc-sc.gc.ca 

Cheryl Tremblay/HC-SC/GC/CA 
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.\. Suzanna 
_~. Kelier/HC-SC/GC/CA 
~. 2009-08-2502:46 PM 

Hi Cheryl, 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

ec 

bee 

Subject Fw: New CTUMS Content Requests for 2010 Wave 1 

There is a salvia question on the Youth Smoking Survey and, we believe both salvia and spice are 
covered by CADUMS. At this time, we won't be adding questions about these substances to CTUMS, 
which is primarily a tobacco-use monitoring survey. 

Kind regards, 
Suzanna 

Suzanna Keller 
Epidemiologist I Epidemiologiste 
Controlled Substances and Tobacco Directorate, HECS 
Direction des substances contrOlees et de la lutte au tabagisme, DGSESC 

Room A7121 Piece A712 
123 Slater, Ottawa, ON 
K1AOK9 
AL 35078/1A 35078 
tel: (613) 948-7536 
fax: (613) 954-2292 
suzanna_keller@hc-sc.gc.ca 

- Forwarded by John StevensonlHC-SC/GC/CA on 2009-08-05 10:40 AM -
Cheryl 
TremblayIHC-SClGC/CA To John StevensonlHC-SC/GC/CA@HWC 
2009-07-3003:26 PM 

Hi John, 

CC Jocelyn Kula/HC-SC/GC/CA@HWC 

Subject Re: Fw: New Content for CTUMS 2010 Wave 11 Examiner Ie 
contenu de la phase 1 de I'ESUTC de I'annea 201 O~ 

Further to our conversation this afternoon, PRAD would like to submit the following topics for your 
consideration for the 2010 Wave 1 CTUMS. I've attached some reference documents to give up a quick 
update on these substances, however, please do not disseminate as these media lines have not made 
their way through formal approvals. 

Salvia Divlnorum 

ORS News Piece on 5avia ENG.ppt Salvia ML v.7 ~ 2009_CSTD Convneria re IYH.doc 
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Spice media lines 1412 July 30 2009_Diane Approved .doc 

Thanks, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances controlees 
Controlled Substances and Tobacco Directorate I Direction des substances controlees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction genera Ie de la sante environnementale et 
de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

Jocelyn Kula/HC-SC/GC/CA 

----- Forwarded by Diane Allan/HC-SC/GC/CA on 2009-07-21 12:19 PM ----

John 
Stevenson/HC-SC/GC/CA 

2009-07-21 10:45 AM 

Hello, 

To CSTD-Directors 

cc Cathy A Sabiston/HC-SC/GC/CA@HWC 

Subject Fw: New Content for CTUMS 2010 Wave 11 Examiner Ie 
contenu de la phase 1 de I'ESUTC de I'annee 2010 

We are starting to review the content for the CTUMS 2010 Wave 1 (February - June). Please find 
attached the 2009 Wave 2 questionnaire for your information. If you have any surveillance ideas that you 
would like to have considered for 2010 Wave 1, please send them by noon August 12, 2009 to John 
Stevenson, Survey Methodologist, Office of Research, Surveillance and Evaluation, at 
john_stevenson@hc-sc.gc.ca or at 613-948-2627 if you have additional questions. 

Thank you for your input, 

Bonjour, 

Nous commenl;ons a examiner Ie contenu de la phase 1 de I'ESUTC de I'annee 2010 (fevrier - juin). 
Veuillez trouver ci-joint Ie questionnaire de la Phase 2 de I'annee 2009 pour votre information. Si vous 
avez des idees de surveillance que vous aimeriez considerer pour la phase 1 de I'annee 2010, veuillez 
envoyer vos commentaires d'ici midi, Ie 12 aoOt 2009 a John Stevenson, Enqueteur de la methodologie, 
Bureau de la recherche, de la surveillance et de I'evaluation, a john_stevenson@hc-sc.gc.ca ou au 
613-948-2627 si vous avez des questions supplementaires. 

Merci pour vos commentaires, 
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• 

Bronwyn Cline/HC-SClGClCA 

2009-08-3110:09 AM 
To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bee 

Subject Re: Salvia 0 media lines~ 

The bilat hasn't happened yet. Karen says hopefully this week. 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile I telecopieur 613-948-8085 
bronwyn:.....cline@hc-sc.gc.ca 
Health Canada 1269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada 1 Gouvernement du Canada 

Bronwyn Cline/HC-SC/GC/CA 

~ ~ 2009-08-31 09:56 AM m.. ::.; ~ Bronwyn ClinelHC-SC/GC/CA 
To Cheryl Tremblay/HC-SC/GC/CA 

cc 
~ ~. Subject Re: Salvia 0 media lines~ 

Hello again, 

Knew I was forgetting something ... went back through my emails, and around August 17th, Karen said that 
Paul wanted to discuss this IYH with Cathy at a bilat. I'll send Karen an email to see if that bilat happened 
before Cathy left. 

Thanks, 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 I facsimile I telecopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada 1269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1 269 ave Laurier Ottawa ON K1A OK9 
Government of Canada 1 Gouvernement du Canada 

Bronwyn Cline/HC-SC/GC/CA 

~':' .. ~ 2009-08-3109:50 AM ~~:~~B~a~~ To Cheryl Tremblay/HC-SC/GC/CA 

ee 
~ ~ Subject Re: Salvia 0 media lines~ 

Hi Cheryl, 

000360 



I haven't done anything with the media lines, because I wanted to wait until Paul had signed off on the 
article so I would know if further changes needed to be made. 

As for the article, Jay Khosla's email with responses to Paul's comments got lost for about a month, and 
it's now back with Paul's advisor. I'll follow-up on that the article this morning. . 

Thanks, 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile I telecopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada 1269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada 1 Gouvernement du Canada 

Cheryl Tremblay/HC-SC/GC/CA 

Cheryl 
Tremblay/HC-SC/GC/CA To Bronwyn Cline/HC-SC/GC/CA@HWC 

2009-08-3109:48 AM cc 

Subject Re: Salvia 0 media Iines[f) 

Morning Bronwyn, 

Any news on what stage the media lines on Salvia are at? We provided the comments attached below on 
June 23rd. 

Anything new on the IYH on Salvia? We responded to some of the ADMs comments on June 23rd as well. 
Are they going up for formal approvals together? 

Reason I ask is that CBSA is asking.for some info on whether HC regulates it and we would like to provide 
them with a few lines. 

Thanks, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances controlees 
Controlled Substances and Tobacco Directorate I Direction des substances controlees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

Cheryl Tremblay/HC-SC/GC/CA 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-06-23 02:38 PM 

To Bronwyn Cline/HC-SC/GC/CA@HWC 

cc Christine Roush/HC-SC/GC/CA@HWC, Brooke 
Bryce/HC-SC/GC/CA@HWC, Jocelyn 
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Hi Bronwyn, 

Kula/HC-SC/GC/CA@HWC 
Subject Re: Salvia 0 media IinesG1l 

Here are CSTD's comments on media lines for Salvia Divinorum. 

Salvia ML v.7 April 2009_ CSTD Comments re IYH .doc 

Let me know if you have any questions, 
Thanks, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances contr61ees 
Controlled Substances and Tobacco Directorate I Direction des substances controlees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

Bronwyn Cline/HC-SC/GC/CA 

Bronwyn 
Cline/HC-SC/GC/CA 

2009-06-16 03:33 PM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

Subject Salvia 0 media lines 

Hi Cheryl, 

Can you please make sure to cc Christine Roush and Brooke Bryce when you send me your comments on 
the Salvia D lines? 

FYI, the IYH on Salvia is currently with the HECS ADM. 

Thanks, 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile I telecopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada 1 269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada 1 Gouvernement du Canada 
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iJ 
Cheryl 
Trembley/HC-SC/GClCA 

2009-08-31 02:21 PM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bee 

Subject Fw: Status of Salvia 

Hi Mark, 

Sorry for the late reply, I just wanted to verify the status of the media lines before forwarding along. I've 
attached the most recent version. They have not been approved by ADMO yet as they are waiting for the 
approval on the Irs Your Health article on Salvia first to see if any changes to that document need to be 
reflected in the media lines. Paul and Cathy are supposed to discuss the IYH article and their next bilat 
when she returns from holidays. So ... I wouldn't send them the whole doc, maybe just select a few 
additional lines to add context? 

fIJ 
Salvia Ml v.7 .4p:iI2009_CSTD Commerts re IYH.doc 

Let me know if you have any questions, 
Thanks, 
Cheryl 

Jocelyn Kula/HC-SC/GC/CA 

To Mark KozlowskilHC-SC/GC/CA@HWC 

ee "Cheryl Tremblay" <Cheryl_ Tremblay@hc-sc.gc.ca> 

Subject Re: Status of Salvia~ 

Pis speak to Cheryl as she can provide a copy of the latest media lines .. .it is considered to be an NHP .... 
JK 

Sent by blackberry 

Jocelyn Kula 
Managerl Gestionnaire 
POlicy and Regulatory Affairs Division! Division des politiques et affaires reglementaires 

Mark Kozlowski 

---- Original Message -
Prom, Mark Kozlowski 
Sent, 2009-08-31 09:26 AM EDT 
To, Jocelyn Kula 
Subject, Fw: Status of Salvia 

Jocelyn, 

Anything I can provide to CBSA? I know not controlled under CDSA, but wondering if you have anything 
additional? 

MK 
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----- Forwarded by Mark Kozlowski/HC-SC/GC/CA on 2009-08-31 09:25 AM ----

nBothwell, John" 
<John.Bothwell@cbsa-asfc.g To "Mark Kozlowski" <Mark_Kozlowski@hc-sc.gc.ca> 
c.ca> 

cc 
2009-08-31 09:03 AM 

Subject Status of Salvia 

Hi Mark 

We are seeing more and more Salvia at our ports of entry in pipes or in small quantities on persons. 
Would you be able to tell me if Salvia is regulated by Health Canada in any way? 

Thanks 

John 

John Bothwell 
Senior Intelligence Officer 
Organized Crime and Contraband Intelligence 
Intelligence Directorate 
Canada Border Services Agency 
11th floor 
300 Slater Street 
Ottawa, Ontario 
K1A OlB 

613.954.7600 work 
613.293.5061 cell 
john.bothwell@cbsa-asfc.gc.ca 
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; I DRAFT 
April 7; 2009 

Issue 

Media Lines 
Regulatory Control of Salvia Divinorum 

Since 2006, Health Canada has noted ongoingJIle~ia.il1t~restregardingJlle<lvail<l~i1ity()L_ .. ·' 
Salvia divinorum on the Canadian market. Health Canada has also received a number of 
enquiries from various municipalities and members of the public asking why Health 
Canada has not taken steps to control the availability of Salvia divinorum, particularly 
given reports from scientific and media sources suggesting that Salvia divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. 

Key Messages: 

Deleted: observed a steady 
increase in the amount of 

Health Canada continues to collect and consider JIlforma.tion about§£llvitl.... . ./ [Deleted: relevant 

divinorum and its active ingredient, ~lvin()ril1.A,Jr()tnb()th rlati()Ila.laIl~.. _ [Deleted: s 
~--------------~ 

international sources in order to determine what, if any, regulatory controls are 
needed. 

• While the media have reported that use of Salvia divinorum is on the rise in certain 
parts of the country, Health Canada does not currently have statistics on its use 
across the Canadian population. 

• Health Canada is taking steps to address this lack of data. Questions regarding the 
use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Canadian Alcohol anQ..[)l1.lgVs~Mol1itoring.~llfVey~ A. 
general open-ended question about the use of other substances was also been 
included in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Supplementarv Messages: 

On the classification of Salvia divinorum: 

• 

Deleted: Ontario Student 

Deleted: and Health 

Deleted: S 

[n Canada, neither the herb Salvia divinorum nor its main active ingredient, 
~alxiIl()riIl: .p.~. are reg\l!a.tect..lln<i~r tlleC;o.ntr.o.lle4 Drugs. £lnc! !)lJ~staYlces -4.ct ... 
(CDSA). .... , ... '. (Deleted: controlled 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Sweden, ltaly, Spain, Finland and 
South Korea) have placed controls on the import and/or sale of Salvia divinorum 
and/or salvinorin A. Although some individual U.S. states have implemented laws 
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restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are,. 
not federally regulated under the Controlled Substances Act in the United States. 

. [Deleted: is ~:J-.--

Salvia divinorumJlleet~ the definitiol!()fanatural healtl1productunderthe Natural ..... · . 
Health Product Regulations (NHPR). This means that Salvia products that are not 
in compliance with the NHPR may be subject to compliance and enforcement 
actions. 

• As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divinorum products. 

If asked for specifics on when the survey data will be available: 

• Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available 
in summer 2009, while the results of the Youth Smoking Survey and the Canadian 

Deleted: , when associated with 
health claims, could 

Alcohol and.prug .lJst! Monit()riI1g.suryeyli}(elx.\Vill Il()t be Clv:ailCl~le uI1ti12019~ ... -0 / Deleted: Ontario Student 

Deleted: and Health 

Questions and Answers 

Ql - If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
A I - Very few controlled scientific studies of the physical and psychotropic effects of 
Salvia divinorum on humans have been carried out, and using these studies to predict the 
potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none of these has advised that the use of 
Salvia divinorum poses any particular threat to public safety. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 
A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 
A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Product Regulations and/or are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. An import target for 
products containing.Salvia ciivinoruTfl has already been piac!;!d with Calla.da Border 
Services Agency. 
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'. t Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
A4 - Health Canada considers several factors in detennining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

I : 
• 

International requirements and trends inleglli<ltory statll§';nw n' ....... n ... ' 
Chemical and phannacological similarity to other substances already regulate<i. 
under the CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for apus~,aIl4risk()fa.d.di(;ti()Il as~()<::i~!ed with~ht!sllbstal1c.e;. 
Extent of actual abuse pJ ~ht!. sll~Stal1c(! iIl<:a.n~4a.al1dint.erIla.tionCllly; .a114 .... 
Overall risk to public health and safety posed by the substance . 

Health Canada has only anecdotal infonnation about the last three of the above
mentioned factors, and thus is not yet convinced that the controls imposed by the CDSA 
are an appropriate strategy for managing the risks associated with the use of Salvia 
divinorum. The survey results from the 2008-2009 Youth Smoking Survey and the 2009 
Canadian Alcohol and Drug Use Monitoring Survey will help fill some of the 
intonnation gaps. The data, however, will not likely be available until 2010. In the 
interim, Health Canada will-f.oIltil111e t() <;oIle<;taJl4.c()l1sJdt!r. illf()fl11atioll rega~<iing$aM~ ... 
divinorum as it becomes available. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
AS -SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 
A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are not adequate to characterize the 
risk to the general population. These data cannot be used to detennine incidence of use in 
the general population, as Health Canada does not have any infonnation about the 
number of individuals using or who have used Salvia divinorum. 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, dYsphoria, out-of-body experiences, unconsciousness 
and short-tenn memory loss. The effects, which vary from person to person, are often 
described as unpleasant. 
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The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 
from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 

I • 1.8 million persons aged 12 or older have used Salvia divinorum at least once in 
their lifetime, and approximately 750,000 did so in the past year. 

• Use was more common among young adults (18 to 25 years old) as opposed to 
older adults (>26 years of age). 

• Young adults were three times more likely than youths aged 12 to 17 to have used 
Salvia divinorum in the past year. 
Use was more common in males than females. 

Salvia divinorum is widely advertised and promoted on the Internet and sold in various 
"head shops" and natural food stores as a "legal" alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique ... 
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QUESTION PERIOD NOTE 
, 

NOTE POUR LA PERI ODE DE 
QUESTIONS 

SUBJECT· SUJET 

~ 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS· SOMMAIRE 

English: 

Date: September 8, 2009 

Classification BECS PROTECTED· SESC 
PROTEGE 

Since 2006, Health Canada has noted ongoing media interest regarding the availability of Salvia 
divinorum on the Canadian market. Health Canada has also received a number of enquiries from 
various municipalities and members of the public asking why Health Canada has not taken steps 
to control the availabiHty of Salvia divinorum, particularly given reports from scientific and media 
sources suggesting that Salvia divinorum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. 

ANTICIPATED QUESTION· QUESTION PREVUE 
~ 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia. divinorum? 
Francais: 

QueUes mesures Sante Canada prend-il pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

Health Canada continues to collect and consider information 
about Salvia divinorum and its active ingredient, salvinorin A, 
from both national and international sources in order to 
determine what, if any, regulatory controls are needed. 

Health Canada does not currently have statistics on the use 
of Salvia divinorum across the Canadian population. Health 
Canada is taking steps to address this lack of data by 
including questions regarding the use of Salvia divinorum to 
the 2008-2009 Youth Smoking Survey and to the 2009 
Canadian Alcohol and Drug Use Monitoring Surve 

The results from th_~se surveys, . . . be 
available llRtn 201 y,. . 0 e Information gaps 
and will assist Health Canada in determining the most 
appropriate strategy to manage the risks associated with the 
use of Salvia divinorum. J:... ~ )t'"b.M-f.;u.t) l+e \~ fJA!/"''''1 ~ 
Francais: ..,.....\11',. \ ~ .. (""\ . _, 
~ f'~ ,c..-.~~.-==-- ~e.-~ 

BACKGROUND-CONTEXTE 
English: 
Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the form of dried 
leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is known to induce illusions and 
hallucinations when chewed or smoked. The leaves of this plant have been used traditionally by the Mazatec 
Indians in Mexico for many years. Traditional use involves chewing the leaves or using them to make a tea for 
medicinal purposes (e.g., to treat such conditions as headache or stomach upset), or to induce a "mystical" or 
hallucinogenic experience for spiritual purposes. 

The main active ingredient of Salvia divinorum is salvinorin A. Salvinorin A is a highly efficacious kappa- opioid 
receptor agonist, and as such, this substance has been used to investigate the pharmacological contribution of thi! 
opioid system to the etiology of depression, dementia, bipolar disorder and schizophrenia. 
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Salvia divinorum is widely touted as a "legal" alternative to street drugs on the Internet, and has also been reporte 
to be one of the most prevalently marketed herbal dietary supplements available for use as an alternative to illicit 
drugs of abuse among adolescents and young adults. While very little is known about how and where Salvia 
divinorum is sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops, ~Iternative life style stores, etc. 

Regulatory Control of Salvia divinorum 

In Canada neither the herb, Salvia divinorum, nor its main active ingredient salvinorin A, are regulated in any 
Schedule to the Controlled Drugs and Substances Act (CDSA). 

Salvia divin~'}!.m ~oes meet the definition of a "natural health product" (NHP) under the Natural Health Product 
Regulations, (NHPR), which means that products that are not in compliance with the NHPR may be subject to 
compliance and enforcement actions, however, Health Canada has not approved any NHPs containing this 
substance for sale in Canada and it does not appear to be sold as a "health product." 

Salvia divinorum is not listed under the United Nations Drug Control Conventions and does not have to be 
regulated as a controlled substance in any of the countries (including Canada) that are Signatories to these 
conventions. 

Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South Korea) have placed 
controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Although some individual U.S. states 
have implemented laws restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
federally regulated under the Controlled Substances Ac~n the United States. 

Current Situation in Canada 

The use of Salvia divinorum¥as a psychotropic agent first callie to Health Canada's attention in 2002. In 2004, 
Health Canada received four domestic adverse reaction reports related to the use of Salvia divinorum as a 
hallUCinogen through the Canada Vigilance database, ~e number of reports and the nature of reactions 

~/reportelare not adequate to characterize the risk to the general population. These data cannot be used to ",f determine incidence of use in the general population, as Health Canada does not have any information about the 
number of individuals using or who have used Salvia divinorum . 

Salvia divinorum Could~~eduled under the CDSA. In contemplating whether to add a substance to one I 

the schedules to the CriSA, Health Canada considers a range of factors including, the potential for abuse and risk 
of addiction associated with the substance, the extent of actual abuse of the substance in Canada and 
internationally, the overall risk to public health and safety posed by the substance, etc. In the case of Salvia 
divinorum , information about these factors is either missing or anecdotal in nature. For example, very few 
controlled scientific studies of the physical and psychotropic effects of Salvia divinorum on humans have been 
carried out, and using these studies to predict the potential for addiction and abuse associated with Salvia 
divinorum is difficult. More controlled systematic research in this area is needed. 

Health Canada is taking steps to address the lack of data regarding the use of and/or extent of abuse involving 
Salvia divinorum . Questions regarding the use of Salvia divinorum have been included in the 2008-2009 Youth 
Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. A general open-ended question 
about the use of other substances has also been included in the 2008 Canadian Alcohol and Drug Use Monitoring 
Survey. These survey results will not however be available until 2010. 
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In the interim, Health Canada has placed Salvia divinorum on its list of substances of concern and will continue to 
collect and consider information about Salvia divinorum and its active ingredient, salvinorin A, from both national 
and international sources in order to determine what, if any, regulatory controls are needed. 
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Cathy A 
SabistonlHC-SC/GC/CA 

2009-10-0405:21 PM 

5.19(1) 
To Christine Roush/HC-SC/GC/CA@HWC 

ee Kimberly Sorfleet/HC-SC/GC/CA@HWC, Stephanie 
SziekJHC-SC/GC/CA@HWC, Katie 
Greenwood/HC-SC/GC/CA@HWC, Diane 

bec 

Subject Re: URGENT: Interview request: For input/approval: 
-cac Radio Toronto - Salvia divinorum~ 

Approved. Thx. Cas 
Christine Roush 

--- Original Message ---
From: Christine Roush 
SentI 2009-10-04 11:17 AM EDT 
TOI Cathy A Sabiston 
CCI Kimberly Sorfleet; Stephanie Szick; Katie Greenwood; Diane Allan; 

Nicole Prentice; Cheryl Tremblay; Tacha Lehouillier; Bronwyn Cline; Jennifer 
Peddle 

Subject: Fw: URGENT: Interview request: For input/approval: Kimberly Gale 
- CBC Radio Toronto - Salvia divinorum 
Cathy, 

For your re-approval: HPFB's Natural Health Products Div proposed several changes to the responses. 
The most important change is that S. divinorum is not regulated as an NHP - it could meet the definition of 
an NHP when associated with health claims. 

These responses have been approved by Dr. Robin MarIes, Director, and Michelle Boudreau, DG, NHPD. 

Diane Allan reviewed again and approved, making additional changes to 0.1. We were too late to meet 
the reporter's deadline of 5PM Friday. esc will be running a story on Monday at 7:30am. However, 
reporte~ expects to be running a followup story on Salvia, so we would like to obtain approval of these 
lines for Monday. 

01 - How is Salvia divinorum classified in Canada? 

A 1 - In Canada, neither the herb Salvia divino rum nor its main active ingredient, Salvinorin A, are 
controlled under the Controlled Drugs and Substances Act (CDSA). 

Salvia divinorum is not listed under the United Nations Drug Control Conventions and does not 
have to be regulated as a controlled substance in any ofthe countries (including Canada) 
that are signatories to these conventions. 

Salvia divinonlm • when associated with health claims, could meet the definition of a natural 
health product under the Natural Health Product Regulations (NHPR). This means that 
Salvia products that are being sold as NHPs that are not in compliance with the NHPR, 
may be subject to compliance and enforcement actions. 

As of January 2009, Health Canad:, hac! 1:,;[ i~sllcd allY Natural Product Numbers (NPN) or Drug 
Identification Numbers - HO!l1<,:\.pa.hic Medicine (DrN-HM) for Salvia divil1orufI'l products 

02 - Is it regulated (or are there plans to regulate it)? 
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Cathy, 

Christine 
Roush/HC-SC/GC/CA 

2009-10-0411 :17 AM 

s.1~J 1 tathY A Sabiston/HC-SC/GC/CA@HWC 

cc Kimberly Sorfleet/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC, Katie 
Greenwood/HC-SC/GC/CA@HWC, Diane 

bcc 

Subject Fw: URGENT: Interview request: For input/approval: 
- CSC Radio Toronto - Salvia divinorum 

For your re-approval: HPFB's Natural Health Products Div proposed several changes to the responses. 
The most important change is that S. divinorum is not regulated as an NHP - it could meet the definition of 
an NHP when associated with health claims. 

These responses have been approved by Dr. Robin Maries, Director, and Michelle Boudreau, DG, NHPD. 

Diane Allan reviewed again and approved, making additional changes to Q.1. We were too late to meet 
the reporter's deadline of 5PM Friday. CBC will be running a story on Monday at 7:30am. However, 
reporter expects to be running a followup story on Salvia, so we would like to obtain approval of these 
lines for Monday. 

Q1 - How is Salvia divinorum classified in Canada? 

A 1 - In Canada, neither the herb Salvia divinorum nor its main active ingredient, Salvinorin A, are 
controlled under the Controiled Drugs and Substances Act (CDSA). 

Salvia divinorum is not listed under the United Nations Drug Control Conventions and does not 
have to be regulated as a controlled substance in any of the countries (including Canada) 
that are signatories to these conventions. 

Salvia divinorum , when associated with health claims, could meet the definition of a natural 
health product under the Natural Health Product Regulations (NHPR). This means that 
Salvia products that are being sold as NHPs that are not in compliance with the NHPR, 
may be subject to compliance and enforcement actions. 

As of January 2009, Health Canada had not issued any Natural Product Numbers (NPN) or Drug 
Identification Numbers - Homeopathic Medicine (DIN-HM) for Salvia divinorum products 

Q2 - Is it regulated (or are there plans to regulate it)? 

A2 - Salvia divinorum , when associated with health claims, could meet the definition of a natural 
health product tmder the NHPR. In Canada, neither the herb Salvia divinorum nor its main active 
ingredient, salvinorin A, are regulated under the Controlled Drugs and Substances Act (CDSA). 
Salvia divinorum is not listed under the United Nations Drug Control Conventions and does not 
have to be regulated as a controlled substance in any of the countries (including Canada) that are 
signatories to these conventions. 

Health Canada continues to collect relevant information about Salvia Divinorum and its active 
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ingredient, Salvinorin A, from both national and international sources in order to determine what, 
if any, regulatory controls are needed. 

Q3 - How much research has been done on the effects of salvia (what is known about its properties etc.)? 

A3- While the media have reported that use of Salvia divinorum is on the rise in certain parts of 
the country, Health Canada does not currently have statistics on its use across the Canadian 
population. 

Health Canada is taking steps to address this lack of data. Questions regarding the use of Salvia 
divinorum have been included in the 2008-2009 Youth Smoking Survey and the 2009 Canadian 
Alcohol and Drug Use Monitoring Survey. A general open-ended question about the use of other 
substances was also included in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Very few eontrolled seieatifie studies of the physieal and psyehotropie effeets of SaPlia 
di'lineFbl1'I'l on humans have been carried out, and using these studies to prediet the potential for 
addietion and abuse assoeiated with Salvia di'lineFbl1'I'l is difficult. More eontrolled systematic 
researeh in this area is needed. 

Health Canada eoatinues to eolleet and eonsider information about Sah'ia divineFbl1'I'l and its 
aetive ingredient, salY/inorin A., from both national and iaternational sourees in order to determine 
vihat, if any, regulatory controls are needed. 

Q4 - Are there concerns that anyone could access it ? (it's under glass counter at corner stores and in 
most head shops here in Toronto). 

A4 - In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, are 
regulated under the Controlled Drugs and Substances Act (CDSA). Health Canada is aware of 
some of the effects associated with the use of Salvia divinorum and continues to collect and 
consider information about Salvia divinorum and its active ingredient, salvinorin A, from both 
national and international sources in order to determine what, if any, regulatory controls are 
needed. 

Very few controlled scientific studies of the physical and psychotropic effects of Salvia 
divinorum on humans have been carried out, and using these studies to predict the potential for 
addiction and abuse associated with Salvia divinorum is difficult. More controlled systematic 
research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none of these has advised that the use of Salvia 
divinorum poses any threat to public safety. 

Q5 - What would it take to get regulated? (ie: kids uploading videos to You Tube of their "bad trips" on 
salvia). 

A5 - Health Canada considers several factors in determining whether scheduling a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

• International requirements and trends in regulatory status; 
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• Chemical and phannacological similarity to other substances already regulated under the 
CDSA; 

• Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

In the case of Salvia divinorum , information about these factors is either missing or anecdotal in 
nature. For example, very few controlled scientific studies of the physical and psychotropic 
effects of Salvia divinorum on humans have been carried out, and using these studies to predict 
the potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. Health Canada is taking steps to address the 
lack of data regarding the use of andlor extent of abuse involving Salvia divinorum. Questions 
regarding the use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. A general open-ended 
question about the use of other substances has also been included in the 2008 Canadian Alcohol 
and Drug Use Monitoring Survey. The data, however, will not likely be available until 2010. In 
the interim, Health Canada will continue to collect and consider information regarding Salvia 
divinorum as it becomes available. 

Christine Roush 
Senior Communications Advisor! 

Diane AllanlHC-SC!GC/CA 

2009-10-02 09: 12 PM To Christine Roush/HC-SC/GC/CA@HWC 

cc "Katie Greenwood" <Katie_Greenwood@hc-sc.gc.ca> 

Subject Re: Fw: URGENT: Interview request: For input/approval: 
• CBC Radio Toronto - Salvia divinorum0 

Christine - here is what I propose - I removed the third paragrpah under A 1 - the rest is fine, approved. 

Q1 - How is Salvia divinorum classified in Canada? 

A 1 - In Canada, neither the herb Salvia divinorum nor its main active ingredient, Salvinorin A, are 
controlled under the Controlled Drugs and Substances Act (CDSA). 

Salvia divinorum is not listed under the United Nations Drug Control Conventions and does not 
have to be regulated as a controlled substance in any of the countries (including Canada) 
that are signatories to these conventions. 

Salvia divinorum , when associated with health claims, could meet the detinition of a natural 
health product under the Natural Health Product Regulations (NHPR). This means that 
Salvia products that are being sold as NHPs are not in compliance with the NHPR may be 
subject to compliance and enforcement actions. 
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As of January 2009, Health Canada had not issued any Natural Product Numbers (NPN) or Drug 
Identification Numbers - Homeopathic Medicine (DIN-HM) for Salvia divinorum products 

Diane Allan 

Director / Directrice 
Office of Controlled Substances / Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch / Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada / Sante Canada 
Tel: 613-952-2177 
Fax: 613-946-4224 

Christine Roush/HC-SC/GC/CA 

Christine 
Roush/HC-SC/GC/CA To Diane Allan/HC-SC/GC/CA@HWC 
2009-10-02 08:37 PM cc "Katie Greenwood" <Katie_Greenwood@hc-sc.gc.ca> 

Subject Re: Fw: URGENT: Interview request: For input/approval: 
- CSC Radio Toronto - Salvia divinorumG¥! 

No, HPFB's comments are in red. Our original lines were in blue. 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

Diane Allan/HC-SC/GC/CA 

Diane AllanlHC-SC/GC/CA 

2009-10-0206:32 PM To Christine Roush/HC-SC/GC/CA@HWC 

What colour are they in - Blue? 

cc "Katie Greenwood" <Katie_Greenwood@hc-sc.gc.ca> 

Subject Re: Fw: URGENT: Interview request: For input/approval: 
. CSC Radio Toronto - Salvia divinorum0 
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I., 
Diane Allan 

Director I Directrice 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch / Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada / Sante Canada 
Tel: 613-952-2177 
Fax: 613-946-4224 

Christine Roush/HC-SC/GC/CA 

Christine 
. RoushlHC-SC/GC/CA 

2009-10-02 06:29 PM 

To "Katie Greenwood" <Katie_Greenwood@hc-sc.gc.ca> 

cc "Diane Allan" <diane_allan@hc-sc.gc.ca> 

Subject Fw: URGENT: Interview request: For input/approval: 

Katie - pis let me know if you agree with HPFB's changes. 
Jennifer Peddle 

----- Original Message ----
From: Jennifer Peddle 
Sent: 2009-10-02 05:58 PM EDT 
To: Nicole Prentice; Christine Roush 
Cc: Gary Holub 

CBC Radio Toronto - Salvia divinorum 

Subject: Re: URGENT: Interview request: For input/approval: 
- CBC Radio Toronto - Salvia divinorum 
Hi, 
NHPD has proposed several changes to the responses. The most important change is that S. divinorum is 
not regulated as an NHP - it could meet the definition of an NHP when associated with health claims. 

These responses have been approved by Dr. Robin Maries, Director, and Michelle Boudreau, DG, NHPD. 

Q1 - How is Salvia divinorum classified in Canada? 

Q2 - Is it regulated (or are there plans to regulate it)? 

5.19(1) 

A2 - Salvia divinorum , when associated with health claims, could meet the detinition of a natural 
health product under the NHPR. In Canada, neither the herb Salvia divinorum nor its main active 
ingredient, salvinorin A, are regulated under the Controlled Drugs and Substances Act (CDSA). 
Salvia divinorum is not listed under the United Nations Drug Control Conventions and does not 
have to be regulated as a controlled substance in any of the countries (including Canada) that are 
signatories to these conventions. 

Health Canada continues to collect relevant information about Salvia Divinorum and its active 
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ingredient, Salvinorin A, from both national and international sources in order to determine what, 
if any, regulatory controls are needed. 

03 - How much research has been done on the effects of salvia (what is known about its properties etc.)? 

A3- While the media have reported that use of Salvia divinorum is on the rise in certain parts of 
the country, Health Canada does not currently have statistics on its use across the Canadian 
population. 

Health Canada is taking steps to address this lack of data. Questions regarding the use of Salvia 
divinorum have been included in the 2008-2009 Youth Smoking Survey and the 2009 Canadian 
Alcohol and Drug Use Monitoring Survey. A general open-ended question about the use of other 
substances was also included in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Very few eoa-trollea seiefltifie stuaies of the physieal ana psyeaotropie effeets of Sa/via 
divil'lfJrlHl'l Ofl hHm.ans hal/e Beefl earriea oat, and asiflg these stl:Kiies to preaiet the potefltial for 
addietiofl aoo aBl:lSe assoeiatea ,vita Sabia divil'lfJru1'1'l is diffiewt. More eOfltrollea systematie 
researeh ifl this area is fleeaea. 

Health Canaela eOfltifll:les to eolleet ana eOflsiaer in-formatiofl aaoat Salvia divil'lfJr'bt1'1'l ana its 
aetive iflgreaieflt, salvifloAfl A, from Both flatioflal ana ifltematioflal SOl:lfees ifl oraer to aetermifle 
",.<hat, ifany, regalatory eoa-trols are fleeaea. 

04 - Are there concerns that anyone could access it? (it's under glass counter at corner stores and in 
most head shops here in Toronto). 

A4 - In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, are 
regulated under the Controlled Drugs and Substances Act (CDSA). Health Canada is aware of 
some of the effects associated with the use of Salvia divinorum and continues to collect and 
consider information about Salvia divinorum and its active ingredient, salvinorin A, from both 
national and international sources in order to determine what, if any, regulatory controls are 
needed. 

Very few controlled scientific studies of the physical and psychotropic effects of Salvia 
divinorum on humans have been carried out, and using these studies to predict the potential for 
addiction and abuse associated with Salvia divinorum is difficult. More controlled systematic 
research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum fl'om law enforcement agencies, and none of these has advised that the use of Salvia 
divinorum poses any threat to public safety. 

Q5 - What would it take to get regulated? (ie: kids uploading videos to You Tube of their "bad trips" on 
salvia). 

A5 - Health Canada considers several factors in determining whether scheduling a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

• International requirements and trends in regulatory status; 

000379 



• Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 

• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

In the case of Salvia divinorum , information about these factors is either missing or anecdotal in 
nature. For example, very few controlled scientific studies of the physical and psychotropic 
effects of Salvia divinorum on humans have been carried out, and using these studies to predict 
the potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. Health Canada is taking steps to address the 
lack of data regarding the use of and/or extent of abuse involving Salvia divinorum . Questions 
regarding the use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. A general open-ended 
question about the use of other substances has also been included in the 2008 Canadian Alcohol 
and Drug Use Monitoring Survey. The data, however, will not likely be available until 2010. In 
the interim, Health Canada will continue to collect and consider information regarding Salvia 
divinorum as it becomes available. 

Jennifer Peddle 
Senior Communications Advisor -HPFB I Conseillere principale en communications - DGPSA 
Strategic Communications Directorate I Direction des communications strategique 
Public Affairs, Consultations and Regions Branch (PACRB) I Direction generale des affairs publiques, de 
la consultation et des regions (DGAPCR) 
Health Canada I Sante Canada 
613.957.8483 (office/bureau) 
613.957 .8805 (faxltelE~copieur) 
613.868.5835 (cell/portable) 

Nicole Prentice/HC-SC/GC/CA 

.. 

Nicole I . .... PrenticelHC-SC/GC/CA 

. " . 2009-10-0202:14 PM 

Please see below. 

Nicole Prentice/HC-SC/GC/CA 

1uM. 
Nicole 
Prentice/HC-SC/GC/CA 

To Jennifer Peddle/HC-SC/GC/CA@HWC 

cc 

Subject URGENT: Interview request: For input/approval: I 
- CsC Radio Toronto - Salvia divinorum 

To Ashley Lemire/HC-SC/GC/CA@HWC 
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2009-10-02 02: 1 0 PM cc 

Subject Fw: Interview request: For input/approval: 
eBe Radio Toronto - Salvia divinorum 

Hello, 

Here is a media enquiry for Saliva which is due at COB today. This enquiry needs to go through both 
HECS and HPFB approvals (Director, DG, and Sr. comms exec.) Are you able to help me get HPFB 
approvals this afternoon, if so can you send it to the appropriate director and DG, then back to me for my 
DG approval then we can send it to each of our sr comms executives. I would like to have this done by 4, 
as I work another job tonight. Let me know. Thanks in advance. 

Approved by: 
Christine Roush, Sr Comms Advisor 
Diane Allan, Director, OCS 
XX, Director, XX (pending) 
Cathy Sabiston, DG, CSTD (pending) 
XX, DG, XX (pending) 
Kathleen Malone, Sr Comms Executive (pending) 
Ken Polk, Sr Comms Executive (pending) 

Another request for Salvia divinorum - this one an interview request for COB Today. reporter's questions 
are: 

01 - How is Salvia divinorum classified in Canada? 

A 1 - Salvia divinorum . meets the definition of a natural health product under the Natural Health 
Product Regulations (NHPR). This means that Salvia products that are not in compliance with 
the NHPR may be subject to compliance and enforcement actions. As of January 2009, Health 
Canada had not issued any Natural Product Numbers (NPN) or Drug Identification Numbers
Homeopathic Medicine (DIN-HM) for Salvia divinorum products. 

02 - Is it regulated (or are there plans to regulate it)? 

A2 - Salvia divinorum meets the definition of a natural health product under the NHPR and is 
regulated under this set of regulations. In Canada, neither the herb Salvia divinorum nor its main 
active ingredient, salvinorin A, are regulated under the Controlled Drugs and Substances Act 
(CDSA). Salvia divinorum is not listed under the United Nations Drug Control Conventions and 
does not have to be regulated as a controlled substance in any of the countries (including Canada) 
that are signatories to these conventions. 

03 - How much research has been done on the effects of salvia (what is known about its properties etc.)? 

A3- While the media have reported that use of Salvia divinorum is on the rise in certain parts of 
the country, Health Canada does not currently have statistics on its use across the Canadian 
population. 

Health Canada is taking steps to address this lack of data. Questions regarding the use of Salvia 
divinorum have been included in the 2008-2009 Youth Smoking Survey and the 2009 Canadian 
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Alcohol and Drug Use Monitoring Survey. A general open-ended question about the use of other 
substances was also included in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Very few controlled scientific studies of the physical and psychotropic effects of Salvia 
divinorum on humans have been carried out, and using these studies to predict the potential for 
addiction and abuse associated with Salvia divinorum is difficult. More controlled systematic 
research in this area is needed. 

Health Canada continues to collect and consider information about Salvia divinorum and its 
active ingredient, salvinorin A, from both national and international sources in order to determine 
what, if any, regulatory controls are needed. 

Q4 - Are there concerns that anyone could access it ? (it's under glass counter at corner stores and in 
most head shops here in Toronto). 

A4 - In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, are 
regulated under the Controlled Drugs and Substances Act (CDSA). Health Canada is aware of 
some ofthe effects associated with the use of Salvia divinorum and continues to collect and 
consider information about Salvia divinorum and its active ingredient, salvinorin A, from both 
national and international sources in order to determine what, if any, regulatory controls are 
needed. 

Q5 - What would it take to get regulated? (ie: kids uploading videos to You Tube of their "bad trips" on 
salvia). 

A5 - Health Canada considers several factors in determining whether scheduling a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

• International requirements and trends in regulatory status; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
• Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

In the case of Salvia divinorum , information about these factors is either missing or anecdotal in 
nature. For example, very few controlled scientific studies of the physical and psychotropic 
effects of Salvia divinorum on humans have been carried out, and using these studies to predict 
the potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. Health Canada is taking steps to address the 
lack of data regarding the use of and/or extent of abuse involving Salvia divinorum . Questions 
regarding the use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. A general open-ended 
question about the use of other substances has also been included in the 2008 Canadian Alcohol 
and Drug Use Monitoring Survey. The data, however, will not likely be available until 2010. In 
the interim, Health Canada will continue to collect and consider information regarding Salvia 
divinorum as it becomes available. 
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5.19(1) 

Nicole Prentice 
Junior Communications Officer I L'Officier junior de Communications 
Public Affairs, Consultation and Communications Branch I Direction glmerale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2009-10-02 01 :53 PM -

Diane Allan/HC-SC/GC/CA 

2009-10-0201:41 PM To "Nicole Prentice" <nicoleJ)rentice@hc-sc.gc.ca> 

cc "Katie Greenwood" <Katie_Greenwood@hc-sc.gc.ca>, 
"Cheryl Tremblay" <CheryL Tremblay@hc-sc.gc.ca> 

Subject Fw: Interview request: For input/approval: 

Nicole 

Please note change. Approved. 
Cheryl Tremblay 

----- Original Message ----
From: Cheryl Tremblay 
Sent: 2009-10-02 01:39 PM EDT 
To: Katie Greenwood 

CBC Radio Toronto - Salvia divinorum 

Cc: Daniel Galarneau; Diane Allan 
Subject: Re: Interview request: For input/approval: 

Radio Toronto - Salvia divinorum 
Good idea! see addition ... 

Katie Greenwood/HC-SC/GC/CA 

.' Katie 1. GreenwoodlHC-SC/GC/CA 

~. 2009-10-0201 :35 PM 

Hi Cheryl, 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Daniel Galarneau/HC-SC/GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC 

Subject Re: Interview request: For input/approval: I 
CBC Radio Toronto - Salvia divinorum!Zl 

Do you think in Q4 we should reiterate that it is not controlled at the beginning? 

Just a thought. 

Katie 
Cheryl Tremblay/HC-SC/GC/CA 
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Hi Diane, 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-10-0201:25 PM 

To Diane Allan/HC-SC/GC/CA@HWC 

cc Daniel Galarneau/HC-SC/GC/CA@HWC, Katie 
Greenwood/HC-SC/GC/CA@HWC 

Subject Re: Interview request: For input/approval: 
cac Radio Toronto - Salvia divinoruml] 

Please see my suggestions in purple for your review/approval... 

Thanks, 
Cheryl 

Diane Allan/HC-SC/GC/CA 

Diane Allan/HC-SC/GC/CA 

2009-10-02 12:45 PM 

Cheryl. Your comments too please. 
Katie Greenwood 

----- Original Message ----
From: Katie Greenwood 

To Katie Greenwoocl/HC-SC/GC/CA@HWC, Cheryl 
Tremblay/HC-SC/GC/CA@HWC, Daniel 
Galarneau/HC-SC/GC/CA@HWC 

cc 

Subject Re: Interview request: For input/approval: 
cac Radio Toronto - Salvia divinorum8:! 

Sent: 2009-10-02 12:43 PM EDT 
To: Cheryl Tremblay; Daniel Galarneau 
Cc: Diane Allan 
Subject: Fw: Interview request: For input/approval: 

Radio Toronto - Salvia divinorum 
- CBC 

I have made a few changes below which you can choose to include or ignore. They are based on the fact 
that we say in hte first question that Salvia is considered an NHP. Thus, it is regulated, just not under the 
CDSA. 
----- Forwarded by Katie Greenwood/HC-SC/GC/CA on 2009-10-02 12:36 PM ----

Diane Allan/HC-SC/GC/CA 

2009-10-0212:32 PM 

Please review. 
Nicole Prentice 

To "Cheryl Tremblay" <CheryI3remblay@hc-sc.gc.ca>, "Mr. 
Daniel Galarneau" <DanieLGalarneau@hc-sc.gc.ca> 

cc "Katie Greenwood" <Katie_Greenwood@hc-sc.gc.ca> 

Subject Fw: Interview request: For input/approval: 
cac Radio Toronto - Salvia divinorum 
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----- Original Message ----
From: Nicole Prentice 
Sent: 2009-10-02 12:24 PM EDT 
To: Diane Allan; Katie Greenwood 
Cc: Carmen Berube 
Subject: Interview request: For input/approval: 

Toronto - Salvia divinorum 
Hello, 

- CBC Radio 

Here is media enquiry for input/approval by 2pm as this is due at COB. Below are my suggested 
responses, but I still need input for 04. Thanks in advance. 

Another request for Salvia divinorum - this one an interview request for COB Today. reporter's questions 
are: 

01 - How is Salvia divinorum classified in Canada? 

A 1 - Salvia divinorum meets the definition of a natural health product under the Natural Health 
Product Regulations (NHPR). This means that Salvia products that are not in compliance with 
the NHPR may be subject to compliance and enforcement actions. As of January 2009, Health 
Canada had not issued any Natural Product Numbers (NPN) or Drug Identification Numbers -
Homeopathic Medicine (DIN-HM) for Salvia divinorum products. 

02 - Is it regulated (or are there plans to regulate it)? 

A2 - Salvia divinorum meets the definition of a natural health product under the NHPR and is 
regulated under this set of regulations. In Canada, neither the herb Salvia divinorum nor its main 
active ingredient, salvinorin A, are regulated-under the Controlled Drugs and Substances Act 
(CDSA). Salvia divinorum is not listed under the United Nations Drug Control Conventions and 
does not have to be regulated as a controlled substance in any of the countries (including Canada) 
that are signatories to these conventions. 

03 - How much research has been done on the effects of salvia (what is known about its properties etc.)? 

A3- Changed the order a little ... 

While the media have reported that use of Salvia divinorum is on the rise in certain parts of the 
country, Health Canada does not currently have statistics on its use across the Canadian 
population. 

Health Canada is taking steps to address this lack of data. Questions regarding the use of Salvia 
divinorum have been included in the 2008-2009 Youth Smoking Survey and the 2009 Canadian 
Alcohol and Drug Use Monitoring Survey. A general open-ended question about the use of other 
substances was also included in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Very few controlled scientific studies of the physical and psychotropic effects of Salvia 
divinorum on humans have been carried out, and using these studies to predict the potential for 
addiction and abuse associated with Salvia divinorum is difficult. More controlled systematic 
research in this area is needed. 
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Health Canada continues to collect and consider information about Salvia divinorum and its 
active ingredient, salvinorin A, from both national and international sources in order to determine 
what, if any, regulatory controls are needed. 

04 - Are there concerns that anyone could access it ? (it's under glass counter at corner stores and in 
most head shops here in Toronto). 

A4 - In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, are 
regulated under the Controlled Drugs and Substances Act (CDSA). Health Canada is aware of 
some of the effects associated with the use of Salvia divinorum and continues to collect and 
consider information about Salvia divinorum and its active ingredient, salvinorin A, from both 
national and international sources in order to determine what, if any, regulatory controls are 
needed. 

05 - What would it take to get regulated? (ie: kids uploading videos to You Tube of their "bad trips" on 
salvia). 

A5 - Health Canada considers several factors in determining whether scheduling a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

• International requirements and trends in regulatory status; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
• Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

In the case of Salvia divino rum , information about these factors is either missing or anecdotal in 
nature. For example, very few controlled scientific studies of the physical and psychotropic 
effects of Salvia divinorum on humans have been carried out, and using these studies to predict 
the potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. Health Canada has only aneedotal 
information about the last three of the aboy;e mefttioned factors, and toos is not yet eonvineed 
that the eoBtrols imposed by the CD8A are an appropriate strategy for managing the risks 
assoeiated with the liSe of Salvia divinerHTn . The SUPley results from the 2008 2009 Youth 
Smoking Survey and the 2009 Canadian A160hol and Drug Use Monitoring Survey will help fill 
some of the information gaps. Health Canada is taking steps to address the lack of data regarding 
the use of andlor extent of abuse involving Salvia divinorum . Questions regarding the use of 
Salvia divinorum have been included in the 2008-2009 Youth Smoking Survey and the 2009 
Ontario Student Drug Use and Health Survey. A general open-ended question about the use of 
other substances has also been included in the 2008 Canadian Alcohol and Drug Use Monitoring 
Survey. The data, however, will not likely be available until 2010. In the interim, Health Canada 
will continue to collect and consider information regarding Salvia divinorum as it becomes 
available. 

Nicole Prentice 
Junior Communications Officer I L'Officier junior de Communications 
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{:I 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

---- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2009-10-02 12:21 PM ----

Christine 
Roush/HC-SC/GC/CA 

2009-10-02 12:20 PM 

To Nicole Prentice/HC-SC/GC/CA@HWC 

cc 

Subject Re: URGENT Interview request: For approval: I 
- CBC Radio Toronto - Salvia divinorum @l 

OK - I made a few changes below. Good to go 

Christine Roush 
Senior Communications Advisorl 

Nicole Prentice/HC-SC/GC/CA 

Hello, 

Nicole 
Prentice/HC-SC/GC/CA 

2009-10-02 11 :15 AM 

To Christine Roush/HC-SC/GC/CA@HWC 

cc 

Subject URGENT Interview request: For approval: 
CBC Radio Toronto - Salvia divinorum 

Below are my suggested responses. I still need input for Q4. Should I send it to OCS (kula, tremblay and 
greenwood) for input/approval? Does this need to go through HPFB input/approvals? 

Another request for Salvia divinorum - this one an interview request for COB Today. reporter's questions 
are: 

Q1 - How is Salvia divinorum classified in Canada? 

A 1 - Salvia divinorum meets the definition of a natural health product under the Natural Health 
Product Regulations (NHPR). This means that Salvia products that are not in compliance with 
the NHPR may be subject to compliance and enforcement actions. As of January 2009, Health 
Canada had not issued any Natural Product Numbers (NPN) or Drug Identification Numbers -
Homeopathic Medicine (DIN-HM) for Salvia divinorum products. 

Q2 - Is it regulated (or are there plans to regulate it)? 

A2 - In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, are 
regulated under the Controlled Drugs and Substances Act (CDSA). Salvia divinorum is not listed 
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under the United Nations Drug Control Conventions and does not have to be regulated as a 
controlled substance in any of the countries (including Canada) that are signatories to these 
conventions. 

03 - How much research has been done on the effects of salvia (what is known about its properties etc.)? 

A3- Health Canada continues to collect and consider information about Salvia divinorum and its 
active ingredient, salvinorin A, from both national and international sources in order to determine 
what, if any, regulatory controls are needed. 

While the media have reported that use of Salvia divinorum is on the rise in certain parts of the 
country, Health Canada does not currently have statistics on its use across the Canadian 
population. 

Health Canada is taking steps to address this lack of data. Questions regarding the use of Salvia 
divinorum have been included in the 2008-2009 Youth Smoking Survey and the 2009 Canadian 
Alcohol and Drug Use Monitoring Survey. A general open-ended question about the use of other 
substances was also included in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

04 - Are there concerns that anyone could access it? (it's under glass counter at corner stores and in 
most head shops here in Toronto). 

A4-

05 - What would it take to get regulated? (ie: kids uploading videos to You Tube of their "bad trips" on 
salvia). 

A5 - Health Canada considers several factors in determining whether scheduling a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

• International requirements and trends in regulatory status; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
• Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

Health Canada has only anecdotal information about the last three of the above-mentioned 
factors, and thus is not yet convinced that the controls imposed by the CDSA are an appropriate 
strategy for managing the risks associated with the use of Salvia divinorum . The survey results 
from the 2008-2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use 
Monitoring Survey will help fill some of the information gaps. The data, however, will not likely 
be available until 2010. In the interim, Health Canada will continue to collect and consider 
information regarding Salvia divinorum as it becomes available. 

COB Friday Today 

Nicole Prentice 
Junior Communications Officer I L'Officier junior de Communications 
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··t·· ,:, .. 
Public Affairs, Consultation and Communications Branch I Direction g{merale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2009-10-02 11 :07 AM ---

Gary Holub/HC-SC/GC/CA 

2009-10-02 10:58 AM 

Hi Christine, gang 

To Christine Roush/HC-SC/GC/CA@HWC, Nicole 
Prentice/HC-SC/GC/CA@HWC, Brooke 
Bryce/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC 

cc 

Subject Interview request
Salvia divinorum 

. CBC Radio Toronto-

Another request for Salvia divinorum - this one an interview request for COB Today. reporter's questions 
are: 
Q1 - How is Salvia divinorum classified in Canada? 
Q2 - Is it regulated (or are there plans to regulate it)? 
Q3 - How much research has been done on the effects of salvia (what is known about its properties etc.)? 
Q4 - Are there concerns that anyone could access it ? (it's under glass counter at corner stores and in 
most head shops here in Toronto). 
Q5 - What would it take to get regulated? (ie: kids uploading videos to You Tube of their "bad trips" on 
salvia). 

COB Friday Today 

*** 

Thanks, 
Gary 

Gary Scott Holub 
Media Relations Officer I Agent des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
(t) 613.954.4807 
(e) gary_holub@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
----- Forwarded by Gary Holub/HC-SC/GC/CA on 2009-10-02 10:57 AM -----

Media Enquiry - Demande mediatique 

Name/Nom: 
Telephone/T elephone : 
Cell TelephoneIT eleph"" ..... ;mUla" ... 

Media/Media: CBC Toronto 
Language/Langue: English-anglais 
FaxIT elecopieur : 
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',t 
IEmailiCourriet : 
Date and Time Received 
Date et Heunt de r6ceptlon : 2009-10-02 10:41 : 18 AM 

Date Completed 
Date d'achevement : 

Subject/Objet: Controlled Substances/Substances controlees 

Question: 

1\c:I~_ to the Question/ajoute~~ question I 

2009-10-0210:41:19 AM (Gary Holub) 
from CBC Toronto 

5.19(1) 

Request of interview woth someone to speak about Salvia- Plant -substance inst regulated in Canada 
and dont plan on regulating it. 
This substance is banned in other countries. 

psychoactive 

2009-10-0210:55:13AM (Gary Holub) 
Q1 - How is Salvia divinorum classified in Canada? 
Q2 - Is it regulated (or are there plans to regulate it)? 
Q3 - How much research has been done on the effects of salvia (what is known about its properties etc.)? 
Q4 - Are there concerns that anyone could access it ? (it's under glass counter at corner stores and in 
most head shops here in Toronto). 
Q5 - What would it take to get regulated? (ie: kids uploading videos to You Tube of their "bad trips" on 
salvia). 

COB Friday Today 

ResponseJReponse : 

Add to the Response/ajouter a la reponsel 

Action Taken/Mesures prises : 

,6,dd ~_the Action Taken/a!>\Jterilu mesures prisesl 
2009-10-0210:41:56AM (Gary Holub) 
HUATCB 

2009-10-02 10:57:06 AM (Gary Holub) 
Sent to Christine, Micole, Bryce, Bronwyn 

Interview with spokesperson grantedlEntrevue avec porte-parole accorde: 0 Yes-Qui. No-Non 

Branch/Direction generale : HECS - Controlled Substances & Drug Analysis/DGSESC - Direction de la securite des substances 
chimiques et des produits de consommation 

Spokesperson/Porte-parole: TeiephoneiTeiephone: 
Reporter's Deadline Story Run Date 
Heure de tomb8e du journallste : Date de parution de l'article : 
Priority/Priorite : Regular Status/Rapport de situation: Follow-up 

,CommentJCommentaire : 

Attachments/Pieces jOintes : 
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.Related Clippings/Coupures connexes : 

Media Relations Offlcer/Agente de relations avec les medias: Gary Holub 

Edit History iHistorique des revisions 

Send To I Transmettre a : 

Branch Recipient: 

Suzanne Desjardins; Stephanie Szick; Christine von An<; Ray Edwards; Pamela Arnott; Kathleen 
Malone; Ken Moore; Bronwyn Cline; Christine Roush; Charles Mojsej/HC-SC/GC/CA; Peter 
Yendall/HC-SC/GC/CA; Jean Tessier/HC-SC/GC/CA; Josee Bellemare/HC-SC/GC/CA; Tim 
VaiIlHC-SC/GC/CA; 

Suzanne Desjardins, Stephanie Szick, Christine von An<, Ray Edwards, Pamela Arnott, Kathleen Malone, Ken Moore, Bronwyn 
Cline. Christine Roush 
Mail Recipients: 
CN=Charles Mojsej/OU=HC-SC/O=GC/C=CA. CN=Peter YendaIIlOU=HC-SC/O=GC/C=CA, CN=Jean 
Tessier/OU=HC-SC/O=GC/C=CA, CN=Josee Beliemare/OU=HC-SC/O=GC/C=CA, CN=Tim 
VaiIlOU=HC-SC/O=GC/C=CA 
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To Cheryl Tremblay/HC-SC/GC/CA@HWC Nicole 
PrenticelHC-SC/GC/CA 

2009-10-05 09:09 AM 
ee Carmen Berube/HC-SC/GC/CA@HWC, "Cheryl Tremblay" 

<Cheryl_ Tremblay@hc-sc.gc.ca>, Christine 
Roush/HC-SC/GC/CA@HWC, Diane 

bee 

Hi all, 

Subject Re: For approval: Media enquiry -
Salvia Divinorum~ 

·CMAJ-

Yes, this is a different request - it was just sent at the same time as the last one so may have been 
confusing. This one is due at COB today so if I can have your approval asap that would be great - also 
should this one go through HPFB approvals too? 

Nicole Prentice 
Junior Communications Officer I L'Officier junior de Communications 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publlques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

Cheryl 
TremblaylHC-SClG 

C/CA 

2009-10-0S 09:06 

AM 

To Diane AllanlHC-SC/GC/CA@HWC 
cc Carmen BerubelHC-SC/GC/CA@HWC, "Cheryl Tremblay· <CheryLTremblay@hc-sc.gc.ca>. Christine 

RoushlHC-SC/GC/CA@HWC. Katie Greenwood/HC-SC/GClCA@HWC. Nicole 

Prentice/HC-SC/GC/CA@HWC 

Subj Re: For approval: Media enquiry -
ecl 

- CMAJ - Salvia DivinorumLink 

I believe this is a new request...Nicole? 

Diane 

AllanIHC-SClGC/CA 

2009-10-0509:01 AM 

To Nicole PrenticelHC-SC/GC/CA@HWC. Katie GreenwoodlHC-SC/GClCA@HWC 
cc Carmen BerubelHC-SC/GClCA@HWC. Christine RoushlHC-SClGC/CA@HWC, "Cheryl Tremblay" 

<CheryLTremblay@hc-sc.gc.ca> 

s;: Re: For approval: Media enquiry - - CMAJ - Salvia DivlnorumLink 
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Nicole. Please contact Cheryl. These were all approved over the weekend via Christine Roush. 

I am confused by your request. 

----- Original Message ----

From: Nicole Prentice 

Sent: 2009-10-05 08:38 AM EDT 

To: Diane Allan; Katie Greenwood 

Cc: Carmen Berube; Christine Roush 
Subject: Fw: For approval: Media enquiry -

Divinorum 

Hello, 

How is this media enquiry coming along? Can I get approval asap? 

Thanks. 

Nicole Prentice 
Junior Communications Officer I L'Officier junior de Communications 

- CMAJ - Salvia 

Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2009-10-05 08:32 AM ----

Nicole Prentice/HC-SC/GC/CA 

To Diane Allan/HC-SC/GC/CA, Katie Greenwood/HC-SC/GC/CA 
2009-10-0212:27 PM 

cc Carmen Berube/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC 

Subject For approval: Media enquiry - . CMAJ - Salvia Divinorum 

Hello, 

Here is yet another media enquiry for your approval by COB today. Thanks. 

CMAJ has an interest in Salvia divinorum, a tropical member of the Mint family. It's called a "legal high". 
It's increasingly being banned in the U.S~ 

Q1 - I was hoping you could get me a comment from Health Canada about Salvia. If it's being looked at. If 
it will be banned? 
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A 1 - Salvia Divinorum is a species of sage which belongs to the mint family. It is found in the form of dried 
leaves, extract and plant cuttings. Salvia Divinorum, also known as "diviner's sage", is chewed or smoked 
and can induce illusions and hallucinations. It is known to have psychotropic effects, which means it 
affects the mind and mental processes. 

Health Canada continues to collect relevant information about Salvia divinorumand its active ingredient, 
Salvinorin A, from both national and international sources in order to determine what, if any, regulatory 
controls are needed. In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
Salvinorin A, are controlled under the Controlled Drugs and Substances Act (CDSA). Salvia divinorum is 
not listed under the United Nations Drug Control Conventions and does not have to be regulated as a 
controlled substance in any of the countries (including Canada) that are signatories to these conventions. 

A regulatory amendment is necessary to add a substance to one of the Schedules of the Controlled Drugs 
and Substances Act. This process may take 12 to 18 months once the requirement to schedule a 
substance has been identified; however, where a substance presents grave harm to the public, 
extraordinary measures may be taken to control a substance in a more timely manner. 

Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South Korea) have 
placed controls on the import and/or sale of Sa/via divinorum. Although some individual U.S. states have 
implemented laws restricting its use, sale and/or distribution, Sa/via divinorum is not federally regulated 
under the Controlled Substances Act in the United States. 

While the media have reported that use of Salvia divinorum is on the rise in certain parts of the country, 
Health Canada does not currently have statistics on its use across the Canadian population. Health 
Canada is taking steps to address this lack of data. Questions regarding the use of Salvia divinorum have 
been included in the 2008-2009 Youth Smoking Survey and the 2009 Ontario Student Drug Use and 
Health Survey. A general open-ended question about the use of other substances was also been included 
in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Salvia divinorum, when associated with health claims, could meet the definition of a natural health product 
under the Natural Health Product Regulations (NHPR). This means that Salvia products that are not in 
compliance with the NHPR may be subject to compliance and enforcement actions. As of January 2009, 
Health Canada had not issued any Natural Product Numbers (NPN) or Drug Identification Numbers -
Homeopathic Medicine (DIN-HM) for Sa/via divinorum products. 

02 - Is it a big deal or not at all? (ie. Are there serious health concerns?) 

A2 - Salvia Divinorum's mechanism of action is still not fully understood. Although long-term effects have 
not yet been observed, Salvia Divinorum has been known to cause hallucinations, out-of-body 
experiences, unconsciousness and sholt-term memory loss. There is, consequently, a potential for 
accidents occurring while the user is llWie! the influence of the substance. 

The plant's effects are short acting. We are not aware at this time of any cases of dependency to Salvia 
Divinorum having been reported. Nevertheless, Health Canada will continue to monitor Salvia Divinorum. 
Should evidence arise that suggests a significant risk to public health and safety, Health Canada will take 
action accordingly, which could include adding Salvia Divinorum to one of the schedules under the 
Controlled Drugs and Substances Act. (Yes, Health Canada, essentially through the Drug Strategy and 
Controlled Substances Program, has the authority to schedule Salvia D under the CDSA) 

Health Canada recommends that you avoid using this substance because very little is known about the 
damage it may cause to the body, including the brain. There is also no way to predict how it will affect you 
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5.19(1) 

with each use. 

Risks of Using Sa/via divinorum 

s. divinorurris effects, which vary from person to person, are often described as unpleasant and may 
include the following: hallucinations; dysphoria (feeling unwell, uneasy or unhappy); out-of-body 
experiences; uncontrollable laughter; loss of consciousness; short-term memory loss; lack of physical 
coordination; slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects may differ 
from one use to the next, depending on factors such as: the potency of the product; how much is used; the 
purity of the product (it may be mixed with other substances); how it is taken (e.g., chewed, swallowed or 
smoked); the user's mood and expectations. 

Deadline: Monday COB 

Nicole Prentice 
Junior Communications Officer I L'Officier junior de Communications 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2009-10-02 12:25 PM ----

Nicole Prentice/HC-SC/GC/CA 

To Christine Roush/HC-SC/GC/CA 
2009-10-0211 :18 AM cc 

Subject Fw: Media enquiry - - CMAJ - Salvia Divinorum 

Please see additions in red. I have added them from the IYH article and the media lines. Let me know 
what should be taken out etc. 

Nicole Prentice 
Junior Communications Officer I L'Officier junior de Communications 
Public Affairs, Consultation and Communications Branch I Direction genera Ie des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2009-10-02 10:54 AM ----

Christine Roush/HC-SC/GC/CA 
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2009-10-0210:05 AM 

To Nicole Prentice/HC-SC/GC/CA@HWC 

cc 

Subject Re: Fw: Media enquiry - ' - CMAJ - Salvia DivinorumLink 

There is a It's Your Health article that has been going around for comments for awhile now - you should 
take a look at the latest draft of this and use the latest wording in it. I don't think it has been approved yet -
it is one of these projects that keeps going back and forth to the various groups for approval. You may 
therefore need to seek approval from other areas too. I will try and locate the latest article and give you the 
contact persons to follow up with to obtain the very latest article. The CMAJ is a pretty big, well respected 
medical journal so we have to treat this inquiry with a lot of attention. 

Christine Roush 
Senior Communications Advisor! 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch! 
Direction generale des affaires publiques, 
de la consultation et des communications 

Health Canada!Sante Canada 
TellTel: (613) 954-0712!Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail!courriel:christine_roush@hc-sc.gc.ca 

Nicole Prentice/HC-SC/GC/CA 

2009-10-0210:02 AM 
To Christine Roush/HC-SC/GC/CA@HWC 

cc 

Subject Fw: Media enquiry - , - CMAJ - Salvia Divinorum 

Hello, 

I have pulled responses for this enquiry. There is lots of info so please let me know what you want taken 
out before I push this through approvals ... also will this enquiry have to go through HPFB approvals? 

CMAJ has an interest in Salvia divinorum, a tropical member of the Mint family. It's called a "legal high". 
It's increasingly being banned in the U.S. 

Q1 - I was hoping you could get me a comment from Health Canada about Salvia. If it's being looked at. If 
it will be banned? 

A 1 - Salvia Divinorum is a species of sage which belongs to the mint family. It is found in the form of dried 
leaves, extract and plant cuttings. Salvid Divinorum, also known as "diviner's sage", is chewed or smoked 

000396 



and can induce illusions and hallucinations. It is known to have psychotropic effects, which means it 
affects the mind and mental processes. 

Health Canada continues to collect relevant information about Sa/via divinorum and its active ingredient, 
Salvinorin A, from both national and international sources in order to determine what, if any, regulatory 
controls are needed. In Canada, neither the herb Sa/via divinorum nor its main active ingredient, 
Salvinorin A, are controlled under the Controlled Drugs and Substances Act(CDSA). Sa/via divinorum is 
not listed under the United Nations Drug Control Conventions and does not have to be regulated as a 
controlled substance in any of the countries (including Canada) that are signatories to these conventions. 

A regulatory amendment is necessary to add a substance to one of the Schedules of the Controlled Drugs 
and Substances Act. This process may take 12 to 18 months once the requirement to schedule a 
substance has been identified; however, where a substance presents grave harm to the public, 
extraordinary measures may be taken to control a substance in a more timely manner. 

Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South Korea) have 
placed controls on the import and/or sale of Sa/via divinorum. Although some individual U.S. states have 
implemented laws restricting its use, sale and/or distribution, Sa/via lfivinorum is not federally regulated 
under the Controlled Substances Actin the United States. 

While the media have reported that use of Sa/via divinorum is on the rise in certain parts of the country, 
Health Canada does not currently have statistics on its use across the Canadian population. Health 
Canada is taking steps to address this lack of data. Questions regarding the use of Salvia divinorum have 
been included in the 2008-2009 Youth Smoking Survey and the 2009 Ontario Student Drug Use and 
Health Survey. A general open-ended question about the use of other substances was also been included 
in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Salvia divinorum, when associated with health claims, could meet the definition of a natural health product 
under the Natural Health Product Regulations (NHPR). This means that Salvia products that are not in 
compliance with the NHPR may be subject to compliance and enforcement actions. As of January 2009, 
Health Canada had not issued any Natural Product Numbers (NPN) or Drug Identification Numbers-
Homeopathic Medicine (DIN-HM) for Salvia divinorum products. 

Q2 - Is it a big deal or not at all? (ie. Are there serious health concerns?) 

A2 - Salvia Divinorum's mechanism of action is still not fully understood. Although long-term effects have 
not yet been observed, Salvia Divinorum has been known to cause hallucinations, out-of-body 
experiences, unconsciousness and short-term memory loss. There is, consequently, a potential for 
accidents occurring while the user is under the influence of the substance. 

The plant's effects are short acting. We are not aware at this time of any cases of dependency to Salvia 
Divinorum having been reported. Nevertheless, Health Canada will continue to monitor Salvia Divinorum. 
Should evidence arise that suggests a significant risk to public health and safety, Health Canada will take 
action accordingly, which could include adding Salvia Divinorum to one of the schedules under the 
Controlled Drugs and Substances Act. (Yes, Health Canada, essentially through the Drug Strategy and 
Controlled Substances Program, has the authority to schedule Salvia D under the CDSA) 

Health Canada recommends that you avoid using this substance because very little is known about the 
damage it may cause to the body, including the brain. There is also no way to predict how it will affect you 
with each use. 
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Risks of Using Sa/via divinorum 

S. divinorum's effects, which vary from person to person, are often described as unpleasant and may 
include the following: hallucinations; dysphoria (feeling unwell, uneasy or unhappy); out-ot-body 
experiences; uncontrollable laughter; loss of consciousness; short-term memory loss; lack of physical 
coordination; slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects may differ 
from one use to the next, depending on factors such as: the potency of the product; how much is used; the 
purity of the product (it may be mixed with other substances); how it is taken (e.g., chewed, swallowed or 
smoked); the user's mood and expectations. 

Deadline: Monday COB 

Nicole Prentice 
Junior Communications Officer I L'Officier junior de Communications 
Public Affairs, Consultation and Communications Branch I Direction genera Ie des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GCfCA on 2009-10-02 09:46 AM ----

Gary 
Holub/HC-SC/GC/C 
A 

To Christine Roush/HC-SC/GC/CA@HWC, Brooke Bryce/HC-SC/GC/CA@HWC, Bronwyn 

Cline/HC-SC/GCfCA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 

cc 
2009-10-0101:56 PM 

Subj Media enquiry - . CMAJ - Salvia Divinorum 
ect 

Hi team, 

CMAJ has an interest in Salvia divinorum, a tropical member of the Mint family. It's called a "legal high". 
It's increasingly being banned in the U.S. 

I pulled up some old media lines that may/may not be helpful. 

Reporter's Os: 
01 - I was hoping you could get me a comment from Health Canada about Salvia. If it's being looked at. If 
it will be banned? 
02 - Is it a big deal or not at all? (ie. Are there serious health concerns?) 

Deadline: Monday COB 
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Thanks, 

Gary 

Media lines (June 2009) Link 
Q10: What is the difference between the CADUMS and the Canadian Addiction 

Survey of 2004 (CAS)? 

A 10. Selected comparisons with the results from the Canadian Addiction Survey of 

2004 will be available, due to similarities in questions and methodology with 

CADUMS. It is important to pOint out, however, that data collection for the CAS 

took place from December 2003 to March 2004, while CADUMS interviews 

were conducted from April 2008 to December 2008. Hence, some of the 

differences in results may be due to seasonal variations (such as an increase of 

the use of alcohol and drugs) rather than year-to-year differences in behaviours 

or outcomes. In addition, unlike the CAS, the CADUMS did not examine lifetime 

prevalence of illicit drug use because priority was given to describing the current 

alcohol and illicit drug use situation in Canada. Also, unlike its predecessor, 

CADUMS included questions about use and abuse of pharmaceuticals and 

expanded the hallucinogens question to include Salvia Divinorum and magic 

mushrooms. 

Q16. Will there be any changes to the 2009 CADUMS? 

A16. CADUMS is continuing in 2009 with some revisions. In 2008, the CADUMS 

did not examine lifetime prevalence of illicit drug use because priority was given 

to describing the current alcohol and illicit drug use situation in Canada. In 2009, 

changes to the questionnaire will entail the inclusion of questions looking at 

lifetime prevalence, in addition to past 12 month, of illicit drug use. In addition, in 

2009 the use of Salvia Divinorum will no longer be examined within the scope of 

the question on hallucinogens, but instead will be examined on its own in a new 

question. Other changes to the questionnaire include the addition of questions 

on the perceived risks of substance use as well as reasons for not using; a 
question examining type of drivers licence; and a question on any involvement in 

a motor vehicle accident/collision, regardless of alcohol or drug use. 

Gary Scott Holub 
Media Relations Officer I Agent des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
(t) 613.954.4807 
(e) gary_holub@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
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----- Forwarded by Gary Holub/HC-SC/GC/CA on 2009-10-01 01 :52 PM -----

1 ...... 1 Health Sante 
".. Canada Canada 

Media Enquiry - Demande mediatique 

et Heure de reception : 2009-10-01 10:28:02 AM 

Media/M 

'Language/Langue: English-anglais 

,Date Completed 
Date d'achevement : 

Subject/Objet: Controlled Substances/Substances controh§es 

2009-10-0110:28:03 AM (Gary Holub) 

5.19(1) 

Article for CMAJ about Salvia divinorum, a tropical member of the Mint family. It's called a "legal high". It's 
increasingly being banned in the U.S. 
01 - I was hoping you could get me a comment from Health Canada about Salvia. If it's being looked at. If 
it will be banned? 
02 - Is it a big deal or not at all? (ie. Are there serious health concerns?) 

Deadline: Monday COB 

2009-10-0110:28:04 AM (Gary Holub) 
Media lines (June 2009) Link 

010: What is the difference between the CADUMS and the Canadian Addiction 
Survey of 2004 (CAS)? 

A 10. Selected comparisons with the results from the Canadian Addiction Survey of 

2004 will be available, due to similarities in questions and methodology with 

CADUMS. It is important to point out, however, that data collection for the CAS 

took place from December 2003 to March 2004, while CADUMS interviews 

were conducted from April 2008 to December 2008. Hence, some of the 

differences in results may be due to seasonal variations (such as an increase of 

the use of alcohol and drugs) rather than year-to-year differences in behaviours 
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or outcomes. In addition, unlike the CAS, the CADUMS did not examine lifetime 

prevalence of illicit drug use because priority was given to describing the current 

alcohol and illicit drug use situation in Canada. Also, unlike its predecessor, 

CADUMS included questions about use and abuse of pharmaceuticals and 

expanded the hallucinogens question to include Salvia Divinorum and magic 

mushrooms. 

016. Will there be any changes to the 2009 CADUMS? 

A 16. CADUMS is continuing in 2009 with some revisions. In 2008, the CADUMS 

did not examine lifetime prevalence of illicit drug use because priority was given 

to describing the current alcohol and illicit drug use situation in Canada. In 2009, 

changes to the questionnaire will entail the inclusion of questions looking at 

lifetime prevalence, in addition to past 12 month, of illicit drug use. In addition, in 

2009 the use of Salvia Divinorum will no longer be examined within the scope of 

the question on hallucinogens, but instead will be examined on its own in a new 

question. Other changes to the questionnaire include the addition of questions 

on the perceived risks of substance use as well as reasons for not using; a 

question examining type of drivers licence; and a question on any involvement in 

a motor vehicle accident/collision, regardless of alcohol or drug use. 

2009-10-0110:29:12 AM (Gary Holub) 
Sent Os, with proposed media lines, to Christine roush, Nicole, Brooke, Bronwyn 

Interview with spokesperson granted/Entrevue avec porte-parole accorde: 

Branch/Direction generale : HECS - Controlled Substances & Drug Analysis/DGSESC - Direction de la securite des substances 
chimiques et des produits de consommation 

Spokesperson/Porte-parole: TelephonelTeh§phone: 

Reporter's Deadline Story Run Date 
Heure de tomMe du journaliste : Date de parution de I'article : 

Priority/Priorite : Regular Status/Rapport de situation: Follow-up 
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Media Relations Officer/Agente de relations avec les medias: Gary Holub 

Gary Holub/HC-SC/GC/CA 

Gary Holub/HC-SC/GC/CA 

2009-10-01 10:42:27 AM EDT 
2009-10-01 01 :51 :46 PM EDT 

Send To I Transmettre a : SU::iJni10) DesjfmMs: Stephanie Szick; Christine von Arx; Ray Edwards: Pamela Arnott; Kathleen 
Malone; Ken Moore: Bronwyn Clin:,: Cilristine F\0:.:3h C:lsrles MojsejiHC-SCIGCICA: Peter YendaIl/HC-SC/GC/CA: Jean 
Tessier/HC-SCIGC/CA: Josee Beliemare/HC-SC/CCiCA: Tim Vail/HC-SCiGCICA; 

Branch Recipient: 
Suzanne Desjardins, Stephanie Szick. Christine von i\rx. Ray Edwards, Pamela Arnott, Kathleen Malone. Ken Moore, Bronwyn 

Cline. Christine Roush 

Mail Recipients: 
CN=Charles Mojsej/OU=HC-SCfO=GCIC=CA. CN=Peter YendaIl/OU=HC-SC/O=GC/C=CA, CN=Jean 

Tessier/OU=HC·SC/O=GCIC:=CA. CN=Josee BellemareiOU=HC-SC/O=GC/C=CA, CN=Tim VaiIlOU=HC-SC/O=GC/C=CA 
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Hi Nicole, 

Cheryl 
TrembtaylHC-SCIGClCA 

2009-10-05 09:40 AM 

Proposed changes in red ... 

To Nicole PrendcelHC-SC/GC/CA@HWC 

cc Carmen BerubeJHC-SC/GC/CA@HWC, Christine 
RoushlHC-SC/GC/CA@HWC. Diane 
A1lanlHC-SC/GC/CA@HWC, Katie 

bee 

Subject Re: For approval: Media enquiry -
Salvia Divinorumm 

-CMAJ -

5.19(1) 

Q1 - I was hoping you could get me a comment from Health Canada about Salvia. If it's being looked at. If 
it will be banned? 

A 1 - Sa/via lJdivinorum is a species of sage which belongs to the mint family. It is found in the form of 
dried leaves, extract and plant cuttings. Sa/via Ddivinorum, also known as -diviner's sage", is chewed or 
smoked aREi GaR in order to induce iIIYsieRB aREi hallYeiRatieRs. It is kRewR te ha' .. e its psychotropic 
effects, which means it affects the mind and mental processes. 

l=Iealth CaRaEia e9RtiRYea te eelleet releo..aRt iRfe""atieR abeyt $s.fvia tJiWR9RI1R aREi its aeti¥e iRgreEiieRlt 8 
sal¥iReFiR ,~, m:.m beth RatieRal aREi iRteFRatieRal SeYF686 iR eRier te Eiete""iRe what, if aRY, regYlate~· 
S9RtFeIs are ReeEieEi. 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, Ssalvinorin A, are controlled 
under the Controlled Drugs and Substances Act (CDSA). Salvia divinorum is not listed under the United 
Nations Drug Control Conventions and does not have to be regulated as a controlled substance in any of 
the countries (including Canada) that are signatories to these conventions. Salvia divinorom, wheR 
ass96iateEi • .. "ith health elaimB, 694::IkI does however meet the definition of a natural health product under 
the Natural Health Product Regulations (NHPR). This means that Salvia products that are not in 
compliance with the NHPR may be subject to compliance arid enforcement actions. As of January 2009, 
Health Canada had not issued any Natural Product Numbers (NPN) or Drug Identification Numbers -
Homeopathic Medicine (DIN-HM) for Salvia divinorum products. 

Several countries (Australia, Belgium, Denmark, Sweden,ltaly, Spain, Finland and South Korea) have 
placed controls on the import and/or sale of Salvia divinorom. Although some individual U.S. states have 
implemented laws restricting its use, sale and/or distribution, Salvia divinorum is not federally regulated 
under the Controlled Substances Actin the United States. 

A regYlatery ameR9meRt is Reeessary .e aEiEi a sybstaRee te eRe 9f the 8eheEiyles 9f the CtmIJ:eI/e(;J ()RJg8 
8RfI SliBslsR6tJB As#. This pFeee66 may take 1 ~ te 18 FReRtha eRse the reElYireFReRt te seheEiyle a 
Sy9staRee Raa beeR iEieRtifieEi; h9'.\'e¥er, wRere a SybstaR68 preseRts gF8¥e ha"" te the pYblie, 
elEtF8erEiiRary FReaSYF86 FRay be takeR te eeRtFeI a SYBstaRee iR a FRere tiFRely FRaRRer. 

Health Canada considers several factors in determining whether scheduling a substance under the 
Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

• International requirements and trends in regulatory status; 
• Chemical and pharmacological similarity to other substances already regulated under the CDSA; 
• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 
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In the case of Salvia divinorum, information about these factors is either missing or anecdotal in nature. 
For example, very few controlled scientific studies of the physical and psychotropic effects of Salvia 

i_ 
/ 

divinorum on humans have been carried out, and using these studies to predict the potential for addiction 
and abuse associated with Salvia divinorum is difficult. More controlled systematic research in this area is 
needed. Health Canada is taking steps to address the lack of data regarding the use of and/or extent of 
abuse involving Salvia divinorum. Questions regarding the use of Salvia divinorum have been includeq in 
the 2008-2009 Youth Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. A : 
general open-ended question about the use of other substances has also been included in the 2008 
Canadian Alcohol and Drug Use Monitoring Survey. The data, however, will not likely be available unti( 
2010. In the interim, Health Canada will continue to collect and consider information regarding Salvia! 
divinorum as it becomes available. I 

VVhile the media have reported that use of SalJ,tja diviR9fI:JFR is on the rise in certain parts of the cOl:lntry, 
Health Canada does not currently have statistics on its use across the Canadian population. Health 
Canada is taking steps to address this lack of data. Ql:Iestions regarding the l:Ise of SaMa diviRofl:JFR have 
been incll:lded in the 2008 2009 YOl:lth Smoking Sl:Irvey and the 2009 Ontario Stl:ldent Drl:lg Use and 
Health Sl:Irvey. A general open ended question abol:lt the use of other substances • .... as also been included 
in the 2008 Canadian Alcohol and Drl:lg Use Monitoring Survey. 

Salvia di~qR9R:JFR, when associated with health claims, cOl:lld meet the definition of a natural health prodl:lct 
under the A'all:Jra! Health Pr9fiI:JGt Regl:JlaliDRs (NHPR). This means that Salvia prodl:lcts that are not in 
compliance with the NHPR may be subject to compliance and enforcement actions. As of Janl:laF}' 2009, 
Health Canada had not issl:led any Natural Product Nl:Imbers (NPN) or Drug Identification Nl:Imbers 
Homeopathic Medicine (DIN HM) for Salvia di~qRO .. Ym products. 

/f~ 
Health Canada continues to collect relevant information about Salvia divinorum and its active ingredient, Sl 
salvinorin A, from both national and international sources in order to determine what, if any, regulatory 
controls are needed. 

Q2 - Is it a big deal or not at all? (ie. Are there ,sEtriou,)s,.health concerns?) 
'>~ l'.) 

A2 - Health Canada is aware of some of the effects associated with the use of Salvia divinorum including 
hallucinations, out-of-body experiences, unconsciousness and short-term memory loss. 

Very few controlled scientific studies of the physical and psychotropic effects of Salvia divinorum on 
humans have been carried out, and using these stUdies to predict the potential for addiction and abuse 
associated with Salvia divinorum is difficult. More controlled systematic research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia divinorum from 
law enforcement agencies, and none of these has advised that the use of Salvia divinorum poses any 
threat to public safety. 

Sa!~tia DdiviR9tl:Jms mechanism of action is still not fully understood. Although long term effects have not 
yet been observed, Salvia DdiviROtI:JFR has been known to cause hallucinations, out of body experienoes, 
unconsciousness and short term memory loss. There is, consequently, a potential for aocidents occurring 
while the user is under the influence of the substance. 

The plant's effects are short acting. '/'Ie are not aware at this time of any cases of dependency to Salvia 
Divinorum having been reported. ~Ievertheless, Health Canada will continue to monitor Salvia Divinorum. 
Should evidenoe arise that suggests a Significant risk to publio health and safety, Health Canada will take 
action acoordingly, which could include adding Salvia Divinorum to one of the schedules under the 
Controlled Drugs and Substanoes Act. (Yes, Health Canada, essentially through the Drug Strategy and 
Controlled Substances Program, has the authority to schedule Salvia D undor the CDSA) 
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Health Canada recommends that yOy al,'oid Ysing the use of this substance be avoided because very little 
is known about the damage it may cause to the body, including the brain. There is also no way to predict 
how it will affect yay an individual with each use. 

Risks of Using Salvia divinorum 

S:alvia divinorurrls effects, which vary from person to person, are often described as unpleasant and may 
include the following: hallucinations; dysphoria (Le., feeling unwell, uneasy or unhappy); out-ot-body 
experiences; uncontrollable laughter; loss of consciousness; short-term memory loss; lack of physical 

coordination; slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on yay individuals. In addition, the effects 
may differ from one use to the next, depending on factors such as: the potency of the product; how much 
is used; the purity of the product (it may be mixed with other substances); how it is taken (e.g., chewed, 
swallowed or smoked); and the user's mood and expectations. 

Health Canada continues to collect relevant information about Salvia divinorum and its active ingredient, 
salvinorin A, from both national and international sources in order to determine what, if any, regulatory 
controls are needed. 

Nicole Prentice/HC-SC/GC/CA 

.. 

Nicole 
'. ... Prentice/HC-SC/GC/CA 
. .. 2009-10-0509:09 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

CC Carmen Berube/HC-SC/GC/CA@HWC, "Cheryl Tremblay" 
<Cheryl_ Tremblay@hc-sc.gc.ca>, Christine 
Roush/HC-SC1GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC, Katie 
Greenwood/HC-SC/GC/CA@HWC 

Subject Re: For approval: Media enquiry - . CMAJ -
Salvia Divinorum[fJ 

Hi all, 

Yes, this is a different request - it was just sent at the same time as the last one so may have been 
confusing. This one is due at COB today so if I can have your approval asap that would be great - also 
should this one go through HPFB approvals too? 

Nicole Prentice 
Junior Communications Officer I L'Officier junior de Communications 
Public Affairs, Consultation and Communications Branch I Direction genera Ie des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 

Fax: 613.948.8085 
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Nicole 
Prentlce/HC-SClGC/CA 

.2009-10-0512:01 PM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Bronwyn Cline/HC-SC/GC/CA@HWC, Carmen 
Berube/HC-SC/GC/CA@HWC. Diane 
Allan/HC-SC/GC/CA@HWC 

bee 

Subject Re: Urgent: MEDIA REQUEST - Etude sur Ie Salvia 
(Radio-Canada Toronto)0 

I spoke with" media relations and they were not able to get any more information on this study from the 
reporter. They want to know if you have a way to search the call number given below. 

Nicole Prentice 
Junior Communications Officer I L'Officier junior de Communications 
Public Affairs, Consultation and Communications Branch I Direction gem!rale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

Cheryl Tremblay/HC-SC/GC/CA 

Hi Nicole, 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-10-05 11 :57 AM 

To Nicole PrenticelHC-SC/GC/CA@HWC 

ec Bronwyn Cline/HC-SC/GC/CA@HWC, Carmen 
Berube/HC-SC/GC/CA@HWC, Diane 
Allah/HC-SC/GC/CA@HWC 

Subject Re: Urgent: MEDIA REQUEST - Etude sur Ie Salvia 
(Radio-Canada Toronto)@) 

Here is everything with the .exception of Q1. As discussed, not sure what study they are referring to??? 

Thanks, 
Cheryl 

Nicole Prentice/HC-SC/GC/CA 

Nicole 
PrenticelHC-SClGC/CA 

2009-10-0511:06 AM 

Nicole Prentice/HC-SC/GC/CA 

Hello, 

To Diane AllanlHC-SC/GC/CA@HWC 

cc Carmen BerubelHC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC. Cheryl 
Tremblay/HC-SC/GC/CA@HWC 

Subject Urgent: MEDIA REQUEST - Etude sur Ie Salvia 
(Radio-Canada Toronto) 
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Below is yet another media enquiry on saliva for input/approval by noon if possible as this is due at 3 
today. 

Approved by: 

Diane Allan, Director, OCS, CSTD (pending) 
Suzanne Desjardins, Director, ODARS, CSTD (04 only - pending) 
Cathy A. Sabiston, DG, CSTD (pending) 
Kathleen Malone, Senior Communications Executive, HECSB (pending) 
Paul Glover, HECS ADM (pending) 

Dr. Robin Maries, Director, NHPD (pending) 
Michelle Boudreau, DG, NHPD (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
XX, ADM, HPFB (pending) 

Entrevue: Le journaliste aimerait parler a un porte-parolele (pre-enregistre) - mettre une voit sur les 
conclusions de I'etude et la position de Sante Canada. 

Ask if Jocelyn is available for interview/if program recommends doing fl. 

Echeance: Aujourd'hui (15:00) 

Ask MRO for more time - need to coordinate with HPFB 

Q1 - Est-ce possible d'avoir une copie de I'etude? (I'etude devait se terminer a la fin mars 2009 - appel 
d'offre 1000096933)? 

A1-? 

02 - Interesse a savoir la position de Sante Canada. Est-ce qu'on considere changer Ie 
placement/classification de ce produit dO au fait qu'iI contient des caracteristiques hallucinogemes? 

A2-- In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, are 
regulated under the Controlled Drugs and Substances Act (CDSA). Salvia divinorum is not listed under 
the United Nations Drug Control Conventions and does not have to be regulated as a controlled substance 
in any of the countries (including Canada) that are signatories to these conventions. 

Under certain conditions of use, (OR Under certain conditions of use,) Salvia divinorum does however 
meet(s) the definition of a natural health product under the Natural Health Product Regulations (NHPR). 
This means that Salvia products that are not in compliance with the NHPR may be subject to compliance 
and enforcement actions. As of January 2009, Health Canada had not issued any Natural Product 
Numbers (NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for Salvia divinorum 
products. 

As of January 2009, Health Canada had not issued any Natural Product Numbers (NPN) or Drug 
Identification Numbers Homeopathic Medicine (DIN HM) for Sa/via dMnorum products. 

Health Canada continues to collect relevant information about Sa/via divinorum and its active ingredient, 
Salvinorin A, from both national and international sources in order to determine what, if any, regulatory 
controls are needed. 
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Nicole 
PrenticalHc-8C1GClCA 

2009-10-0503:01 PM 

To Cheryl TremblayIHC-SC/GC/CA@HWC 

cc 

bee 

5.19(1) 

Subject Fw: URGENT: Interview request: For input/approval: 
cac Radio Toronto - Salvia divinorum 

Here is the first one that was due last Friday. 

Nicole Prentice 
Junior Communications Officer I L'Officier junior de Communications 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2009-10-05 03:00 PM

Nicole 
PrentlcalHc-8C1GC1CA To Gary HolublHC-SC/GC/CA, Christells legauItlHC-SC/GC/CA 

2009-10-05 02:02 PM 

Hello again, 

cc aronwyn ClineJHC-5C1GC/CA@HWC, Christine 
RoushlHC-SC/GC/CA@HWC 

Subject Fw: URGENT: Interview request: For Input/approval: 
- cac Radio Toronto - Salvia divinorum 

We have another media response fully approved. Sorry for delayl 

Approved by: 
Christine Roush, Sr Comms Advisor 
Diane Allan, Director, OCS 
Dr. Robin Maries, Director, NHPD 
Cathy Sabiston, DG, CSTD 
Michelle Boudreau, DG, NHPD 
Kathleen Malone, Sr Comms Executive 
Paul Glover, ADM, HECS 
Siddika Mathani, AlADM, HPFB ADMO 

Q1 - How is Salvia divinorum classified in Canada? 

A 1 - In Canada, neither the herb Salvia divinorum nor its main active ingredient, Salvinorin A, are 
controlled under the ControIled Drugs and Substances Act (CDSA). 

Salvia divinorum is not listed under the United Nations Drug Control Conventions and does not 
have to be regulated as a controlled substance in any of the countries (including Canada) that are 
signatories to these conventions. 

Salvia divinorum , when associated with health claims, could meet the definition of a natural 
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health product under the Natural Health Product Regulations (NHPR). This means that Salvia 
products that are being sold as NHPs that are not in compliance with the NHPR, may be subject 
to compliance and enforcement actions. 

As of January 2009, Health Canada had not issued any Natural Product Numbers (NPN) or Drug 
Identification Numbers - Homeopathic Medicine (DIN-HM) for Salvia divinorum products. 

02 - Is it regulated (or are there plans to regulate it)? 

A2 - Salvia divinorum , when associated with health claims, could meet the definition of a natural 
health product under the NHPR. In Canada, neither the herb Salvia divinorum nor its main active 
ingredient, salvinorin A, are regulated under the Controlled Drugs and Substances Act (CDSA). 
Salvia divinorum is not listed under the United Nations Drug Control Conventions and does not 
have to be regulated as a controlled substance in any of the countries (including Canada) that are 
signatories to these conventions. 

Health Canada continues to collect relevant information about Salvia Divinorum and its active 
ingredient, Salvinorin A, from both national and international sources in order to determine what, 
if any, regulatory controls are needed. 

03 - How much research has been done on the effects of salvia (what is known about its properties etc.)? 

A3- Health Canada does not currently have statistics on its use across the Canadian population. 
Health Canada is taking steps to address this lack of data. Questions regarding the use of Salvia 
divinorum have been included in the 2008-2009 Youth Smoking Survey and the 2009 Canadian 
Alcohol and Drug Use Monitoring Survey. A general open-ended question about the use of other 
substances was also included in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

04 - Are there concerns that anyone could access it ? (it's under glass counter at corner stores and in 
most head shops here in Toronto). 

A4 - In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, are 
regulated under the Controlled Drugs and Substances Act (CDSA). Health Canada is aware of 
some of the effects associated with the use of Salvia divinorum and continues to collect and 
consider information about Salvia divinorum and its active ingredient, salvinorin A, from both 
national and international sources in order to determine what, if any, regulatory controls are 
needed. 

Very few controlled scientific studies of the physical and psychotropic effects of Salvia 
divinorum on humans have been carried out, and using these studies to predict the potential for 
addiction and abuse associated with Salvia divinorum is difficult. More controlled systematic 
research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none of these has advised that the use of Salvia 
divinorum poses any threat to public safety. 

05 - What would it take to get regulated? (ie: kids uploading videos to You Tube of their "bad trips" on 
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salvia). 

A5 - Health Canada considers several factors in determining whether scheduling a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

• International requirements and trends in regulatory status; 

5.19(1) 

• Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 

• Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

In the case of Salvia divinorum , information about these factors is either missing or anecdotal in 
nature. For example, very few controlled scientific studies of the physical and psychotropic 
effects of Salvia divinorum on humans have been carried out, and using these studies to predict 
the potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. Health Canada is taking steps to address the 
lack of data regarding the use of and/or extent of abuse involving Salvia divinorum . Questions 
regarding the use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. A general open-ended 
question about the use of other substances has also been included in the 2008 Canadian Alcohol 
and Drug Use Monitoring Survey. The data, however, will not likely be available until 2010. In 
the interim, Health Canada will continue to collect and consider information regarding Salvia 
divinorum as it becomes available. 

Nicole Prentice 
Junior Communications Officer I L'Officier junior de Communications 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

---- FOlWarded by Nicole Prentice/HC-SC/GC/CA on 2009-10-05 01 :59 PM ---

· . ':, ,/ Peddle/HC-SC/GC/CA To Nicole Prentice/HC-SC/GC/CA@HWC t\ 
Jennifer 

" ,~, 2009-10-0501:54 PM cc 

Subject Fw: URGENT: Interview request: For input/approval: 
- CSC Radio Toronto - Salvia divinorum 

Hi Nicole, 
HPFB ADMO has approved (Siddika Mathani, AlADM) 

Jennifer Peddle 
Senior Communications Advisor -HPFB I Conseillere principale en communications - DGPSA 
Strategic Communications Directorate I Direction des communications strategique 
Public Affairs, Consultations and Regions Branch (PACRB) I Direction generale des affairs pubJiques, de 
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la consultation et des regions (DGAPCR) 
Health Canada I Sante Canada 
613.957.8483 (office/bureau) 
613.957.8805 (faxJtelecopieur) 
613.868.5835 (cell/portable) 

5.19(1) 

----- Forwarded by Jennifer Peddle/HC-SC/GC/CA on 2009-10-05 01 :54 PM -----

Jennifer-Anne 
McNeill/HC-SC/GC/CA 

2009-10-0501:53 PM 

To Jennifer Peddle/HC-SC/GC/CA@HWC 

cc Ken PolklHC-SC/GC/CA@HWC 

Subject Re: Fw: URGENT: Interview request: For input/approval: 
. CSC Radio Toronto - Salvia divinoruml] 

Siddika has approved. sorry it took so long. 

Jennifer-Anne McNeill 
Senior Advisor to the Executive Director, Issues Management! Conseillere principale a la Directrice 
executive, Gestion des questions d'interet 
ADMO/BSMA 
Health Canada 
Health Products and Food Branch (HPFB) / Direction generale des produits de sante et des aliments 
(DGPSA) 
Phone: (613) 941-9094/ Fax: (613) 957-3954 
e-mail: jennifer-anne_mcneill@hc-sc.gc.ca 

. Jennifer Peddle/HC-SC/GC/CA 

", '" . ". , .. ' 2009-10-05 11 :02 AM 
To Jennifer-Anne McNeill/HC-SC/GC/CA@HWC 

cc Ken PolklHC-SC/GC/CA@HWC ~
Jennifer 

'.".'.'" ,~.. Peddle/HC-SC/GC/CA 

Subject Fw: URGENT: Interview request: For input/approval: 
Toronto - Salvia divinorum 

Hi Jenn-Anne, 
We have received a media inquiry from on Salvia Divinorum. HECS has the 
lead on the response, and NHPD has provided input, which was approved by Robin Maries and Michelle 
Boudreau. HECS ADMO has requested that we share the responses with HPFB ADMO for approval. 
The deadline is quite urgent. We would need ADMO approval by Noon today. 

Thanks, 
Jennifer Peddle 
Senior Communications Advisor -HPFB I Conseillere principale en communications - DGPSA 
Strategic Communications Directorate I Direction des communications strategique 
Public Affairs, Consultations and Regions Branch (PACRB) I Direction generale des affairs publiques, de 
la consultation et des regions (DGAPCR) 
Health Canada I Sante Canada 
613.957.8483 (office/bureau) 
613.957.8805 (faxltelecopieur) 
613.868.5835 (cell/portable) 

000411 



---- Forwarded by Jennifer Peddle/HC-SC/GC/CA on 2009-10-05 11 :00 AM -----

'. ..... Prentice/HC-SC/GC/CA 

•

' Nicole 

. . 2009-10-05 10:56 AM 
I ". 

Hello again, 

To Jennifer Peddle/HC-SC/GC/CA@HWC 

CC Bronwyn Cline/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC 

Subject URGENT: Interview request: For input/approval: 
. CBC Radio Toronto - Salvia divinorum 

This is back to you now. Our ADM has asked that we obtain HPFB ADM approval - can you pass this 
along for us Thanks. 

Approved by: 
Christine Roush, Sr Comms Advisor 
Diane Allan, Director, OCS 
Dr. Robin Maries, Director, NHPD 
Cathy Sabiston, DG, CSTD 
Michelle Boudreau, DG, NHPD 
Kathleen Malone, Sr Comms Executive 
Paul Glover, ADM, HECS 
XX, ADM, HPFB (pending) 

01 - How is Salvia divinorum classified in Canada? 

A 1 - In Canada, neither the herb Salvia divinorum nor its main active ingredient, Salvinorin A, are 
controlled under the Controlled Drugs and Substances Act (CDSA). 

Salvia divinorum is not listed under the United Nations Drug Control Conventions and does not 
have to be regulated as a controlled substance in any of the countries (including Canada) that are 
signatories to these conventions. 

Salvia divinorum , when associated with health claims, could meet the definition of a natural 
health product under the Natural Health Product Regulations (NHPR). This means that Salvia 
products that are being sold as NHPs that are not in compliance with the NHPR, may be subject 
to compliance and enforcement actions. 

As of January 2009, Health Canada had not issued any Natural Product Numbers (NPN) or Drug 
Identification Numbers - Homeopathic Medicine (DIN-HM) for Salvia divinorum products. 

02 - Is it regulated (or are there plans to regulate it)? 

A2 - Salvia divinorum , when associated with health claims, could meet the definition of a natural 
health product under the NHPR. In Canada, neither the herb Salvia divinorum nor its main active 
ingredient, salvinorin A, are regulated under the Controlled Drugs and Substances Act (CDSA). 
Salvia divinorum is not listed under the United Nations Drug Control Conventions and does not 
have to be regulated as a controlled substance in any of the countries (including Canada) that are 
signatories to these conventions. 
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Health Canada continues to collect relevant information about Salvia Divinorum and its active 
ingredient, Salvinorin A, from both national and international sources in order to determine what, 
if any, regulatory controls are needed. 

Q3 - How much research has been done on the effects of salvia (what is known about its properties etc.)? 

A3- Health Canada does not currently have statistics on its use across the Canadian population. 
Health Canada is taking steps to address this lack of data. Questions regarding the use of Salvia 
divinorum have been included in the 2008-2009 Youth Smoking Survey and the 2009 Canadian 
Alcohol and Drug Use Monitoring Survey. A general open-ended question about the use of other 
substances was also included in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Q4 - Are there concerns that anyone could access it ? (it's under glass counter at corner stores and in 
most head shops here in Toronto). 

A4 - In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, are 
regulated under the Controlled Drugs and Substances Act (CDSA). Health Canada is aware of 
some of the effects associated with the use of Salvia divinorum and continues to collect and 
consider information about Salvia divino rum and its active ingredient, salvinorin A, from both 
national and international sources in order to determine what, if any, regulatory controls are 
needed. 

Very few controlled scientific studies of the physical and psychotropic effects of Salvia 
divino rum on humans have been carried out, and using these studies to predict the potential for 
addiction and abuse associated with Salvia divinorum is difficult. More controlled systematic 
research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divino rum from law enforcement agencies, and none of these has advised that the use of Salvia 
divinorum poses any threat to public safety. 

QS - What would it take to get regulated? (ie: kids uploading videos to You Tube of their "bad trips" on 
salvia). 

AS - Health Canada considers several factors in determining whether scheduling a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

• International requirements and trends in regulatory status; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

In the case of Salvia divinorum • information about these factors is either missing or anecdotal in 
nature. For example, very few controlled scientific studies of the physical and psychotropic 
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.. ". effects of Salvia divinorum . on humans have been carried out, and using these studies to predict 
the potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. Health Canada is taking steps to address the 
lack of data regarding the use of and/or extent of abuse involving Salvia divinorum . Questions 
regarding the use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. A general open-ended 
question about the use of other substances has also been included in the 2008 Canadian Alcohol 
and Drug Use Monitoring Survey. The data, however, will not likely be available until 2010. In 
the interim, Health Canada will continue to collect and consider information regarding Salvia 
divinorum as it becomes available. 

Nicole Prentice 
Junior Communications Officer I L'Officier junior de Communications 
Public Affairs, Consultation and Communications Branch I Direction glmerale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 
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FYI 

Nicola 
PrantlcaJHC-SC/GC/CA 

2009-10-06 08:20 AM 

Nicole Prentice 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: Urgent: For input/approval: MEDIA REQUEST - Etude 
sur Ie Salvia (Radio-Canada Toronto) 

Junior Communications Officer I L'Officier junior de Communications 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

-- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2009-10-06 08:20 AM-

m"'., ~~. Bronwyn Cline/HC-SC/GC/CA 
To Gary Holub/HC-SC/GC/CA@HWC, Christella 

~ ~. 2009-10-0505:48 PM Legault/HC-SC/GC/CA@HWC 
~ ~ cc Christina RoushlHC-SC/GC/CA@HWC, Nicole 

Prentice/HC-SC/GC/CA@HWC 
Subject Urgent: For input/approval: MEDIA REQUEST - Etude sur Ie 

Salvia (Radio-Canada Toronto) 

Approved by: 

Diane Allan, Director, OCS, CSTD (02 &03) 
Suzanne Desjardins, Director, ODARS, CSTD (01 & 04) 
Lindsey Blaney, Director Policy, NHPD, HPFB 
Cathy A. Sabiston, DG, CSTD 
Kathleen Malone, Senior Communications Executive, HECSB 
Paul Glover, HECS ADM 

Q1 - Est-ce possible d'avoir une copie de I'etude? (I'etude devait se terminer it la fin mars 2009 - appel 
d'offre 1000096933)? 

A 1 - Health Canada has not conducted its own studies on Salvia divinorum, however the department 
continues to collect and consider information about Salvia divinorufTTdnd its active ingredient, salvinorin A, 
from both national and international sources in order to determine what, if any, regulatory controls are 
needed. 

Q2 - Interesse it savolr la position de Sante Canada. Est-ce qu'on considere changer Ie 
placement/classification de ce produit dO au fait qu'll contient des caracterlstlques hallucinogenes? 

A2- In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, are regulated 
under the Controlled Drugs and Substances Act (CDSA). Salvia divinorum is not listed under the United 
Nations Drug Control Conventions and does not have to be regulated as a controlled substance in any of 
the countries (including Canada) that are Signatories to these conventions. 

Under certain conditions of use Salvia divinorum may meet the definition of a "natural health producr 
(NHP) under Health Canada's Natural Health Products Regulations (NHPR), but no NHPs containing this 
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substance have been approved for sale in Canada. This means products that contain S. divinorum have 
not been reviewed by Health Canada for safety, efficacy or quality. Salvia products that are being sold as 
NHPs that are not in compliance with the NHPR, may be subject to compliance and enforcement actions. 

Health Canada continues to collect relevant information about Sa/via divinorum and its active ingredient, 
Salvinorin A, from both national and international sources in order to determine what, if any, regulatory 
controls are needed. 

Q3 - Est-ce que Sante Canada peut e/aborer sur Ie Salvia et ces caracteristiques? 

A3- Salvia divinorum is a species of sage which belongs to the mint family. It is found in the form of dried 
leaves, extract and plant cuttings. Sa/via divinorum, also known as "diviner's sage", is chewed or smoked 
in order to induce its psychotropic effects, which means it affects the mind and mental processes. Health 
Canada is aware of some of the effects associated with the use of Salvia divinorum including 
hallucinations, out-ot-body experiences, unconsciousness and short-term memory loss. 

There is no way to predict what effect this substance may have from one individual to the next. In addition, 
the effects may differ from one use to the next, depending on factors such as: the potency at the product; 
how much is used; the purity of the product (it may be mixed with other substances); how it is taken (e.g., 
Chewed, swallowed or smoked); and the user's mood and expectations. 

4 - Com bien de gens utilisent cette substance? 

A4. Health Canada does not currently have statistics on its use across the Canadian population. 

Health Canada is taking steps to address the lack of data regarding the use of and/or extent at abuse 
involving Salvia divinorum. Questions regarding the use of Sa/via divinorum have been included in the 
2008-2009 Youth Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. In addition, 
questions regarding the use of Sa/via divinorum in the general population have also been included in the 
2009 Canadian Alchol and Drug Use Monitoring Survey. The data, however, will not likely be available until 
2010. In the interim, Health Canada will continue to collect and consider information regarding Salvia 
divinorum as it becomes available. 

Bronwyn Cline 
Communications Officer I Agente des communications 

613-941-2511 I facsimile I telEkopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada 1269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada I Gouvernement du Canada 
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Nicole 
Prentice/HC-SC/GC/CA 

2009-10-06 08:20 AM 

5.19(1) 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: Media enquiry - - CMAJ - Salvia Divinorum 

FYI 

Nicole Prentice 
Junior Communications Officer I L'Officier junior de Communications 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2009-10-06 08:20 AM -

, To Gary Holub/HC-SC/GC/CA@HWC, Christelle C~:~= BnHMyn Clln~HC-SC~~CA 
.:' ~ 2009-10-0505:49 PM LegaultlHC-SC/GC/CA@HWC 

:;&l ~ cc Christine Roush/HC-SC/GC/CA@HWC, Nicole 
Prentice/HC-SC/GC/CA@HWC 

Approved by: 
Diane Allan, Director, OCS 
Lindsey Blaney, Director, Policy, NHPD 
Cathy Sabiston, DG, CSTD 
Kathleen Malone, Sr Comms Executive 
Paul Glover, ADM, HECS (pending) 

Subject Media enquiry - - CMAJ - Salvia Divinorum 

Q1 - I was hoping you could get me a comment from Health Canada about Salvia. If ifs being looked at. 
If it will be banned? 

A 1 - Salvia divinorum is a species of sage which belongs to the mint family. It is found in the form of dried 
leaves, extract and plant cuttings. Salvia divinorum, also known as "diviner's sage", is chewed or smoked 
in order to induce its psychotropic effects, which means it affects the mind and mental processes. 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, are controlled 
under the Controlled Drugs and Substances Act (CDSA). Salvia divinorum is not listed under the United 
Nations Drug Control Conventions and does not have to be regulated as a controlled substance in any of 
the countries (including Canada) that are signatories to these conventions. 

Under certain conditions of use Salvia divinorum may meet the definition of a "natural health product" 
(NHP) under Health Canada's Natural Health Products Regulations (NHPR), but no NHPs containing this 
substance have been approved for sale in Canada. This means products that contain S. divinorumhave 
not been reviewed by Health Canada for safety, efficacy or quality. Salvia products that are being sold as 
NHPs that are not in compliance with the NHPR, may be subject to compliance and enforcement actions. 

Health Canada considers several factors in determining whether scheduling a substance under the 
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Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
• International requirements and trends in regulatory status; 
• Chemical and pharmacological similarity to other substances already regulated under the CDSA; 
• Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

In the case of Salvia divinorum, information about these factors is either missing or anecdotal in nature. 
Health Canada is taking steps to address the lack of data regarding the use of and/or extent of abuse 
involving Salvia divinorum. Questions regarding the use of Salvia divinorum have been included in the 
2008-2009 Youth Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. A general 
open-ended question about the use of other substances has also been included in the 2008 Canadian 
Alcohol and Drug Use Monitoring Survey. The data, however, will not likely be available until 2010. In the 
interim, Health Canada will contin~e to collect and consider information regarding Salvia divinorumas it 
becomes available. 

Health Canada continues to collect relevant information about Sa/via divinorum and its active ingredient, 
salvinorin A, from both national and international sources in order to determine what, if any, regulatory 
controls are needed. 

Q2 - Is it a big deal or not at all? (ie. Are there serious health concerns?) 

A2 - Health Canada is aware of some of the effects associated with the use of Salvia divinorum including 
hallucinations, out-of-body experiences, unconsciousness and short-term memory loss. 

Very few controlled scientific studies of the physical and psychotropic effects of Salvia divinorum on 
humans have been carried out, and using these studies to predict the potential for addiction and abuse 
associated with Salvia divinorum is difficult. More controlled systematic research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia divinorum from 
law enforcement agencies, and none of these has advised that the use of Sa/via divinorum poses any 
threat to public safety. 

Health Canada recommends that the use of this substance be avoided because very little is known about 
the damage it may cause to the body, including the brain. There is also no way to predict how it will affect 
an individual with each use. 

Risks of Using Salvia divinorum 

There is no way to predict what effect this substance may have on individuals. In addition, the effects may 
differ from one use to the next, depending on factors such as: the potency of the product; how much is 
used; the purity of the product (it may be mixed with other substances); how it is taken (e.g., chewed, 
swallowed or smoked); and the user's mood and expectations. 

Bronwyn Cline 
Communications Officer I Agente des communications 

613-941-2511 I facsimile I tehkopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada I 269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada I Gouvernement du Canada 
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, 
Diane AllanIHC-SCIGClCA 

2009-10-1302:51 PM 

To Bronwyn ClinelHC-SC/GC/CA@HWC 

ee Carmen BerubelHC-SC/GC/CA@HWC. Cheryl 
Tremblay/HC-SC/GC/CA@HWC. Christine 
GagnonlHC-SC/GC/CA@HWC. Suzanne 

bee 

Subject Re: MEDIA REQUEST - t:tude sur Ie Salvia (Radio-Canada 
Toronto)~ 

Approved from me. yet I suspect this is more for Suzanne. 

Diane Allan 

Director I Directrice 
Office of Controlled Substances I Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada I Sante Canada 
Tel: 613-952-2177 
Fax: 613-946-4224 

Bronwyn Cline/HC-SC/GC/CA 

Bronwyn ClinelHC-SClGClCA 

2009-10-1301:44 PM 

Hello Diane and Suzanne, 

To Diane AllanlHC-SC/GC/CA@HWC, Suzanne 
DesjardinslHC-SC/GC/CA@HWC 

cc Carmen Berube/HCSC/GC/CA@HWC. Christine 
GagnonlHC-SC/GC/CA@HWC, Cheryl 
Tremblay/HC-SC/GC/CA@HWC 

Subject MEDIA REQUEST - t:tude sur Ie Salvia (Radio-Canada 
Toronto) 

The reporter has followed up again about Salvia 0 studies - suggested response from myself and HPFB 
below. for your input/approval. We want to try and make it as clear as possible that we haven't done any 
studies. but that we stay up-to-date on research done by others: 

Demande pour *toute(s)· etude(s) reallsee(s) par (ou pour) Sante Canada sur (unlquement ou dans un 
plus large contexte) la substance nommee Salvia Dlvinorum. Selon des commentaires faits par divers 
portes-paroles de Sante Canada aux medias, Ie minlstitre -etudle- las effets de cette substance depuls 
2006 ... (Radlo-Canada tevrier 2008, Jason Bouzanls A la Presse Canadlenne en avril 2007, Renee 
Bergeron au Journal de Quebec en novembre 2006, etc ... ) 

Comme Je I'al precise au telephone et dans mes courrlels, je comprend que cette (00 ces) etude(s) ne 
sont pas necessairement reall_(s) * .... Sante Canada ••• mais parfois *pour Ie compte· du ministitre. 
Dans las 2 cas, II me semble d'lnterAt de partager avec Ie public les conclusions (et de possibles 
recommandatlons) concernant ce produit 

A 1 - Health Canada has not conducted or commissioned any its 9WJI studies on Salvia divinorum. 
however. the department continues to collect and 
consider information about Salvia divinorumand its active ingredient, salvinorin A, from both national and 
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international sources in order to determine what, if any, regulatory controls are needed. 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile I telecopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada 1269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada 1 Gouvernement du Canada 
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Thanks. 

Diane AJlanIHc-scIGClCA 

2009-10-1403:10 PM 

Cheryl Tremblay 

- Original Message
From: Cheryl Tremblay 

To Cheryl TremblayIHC-SC/GC/CA@HWC 

cc Daniel GalameaulHC-SC/GC/CA@HWC, Denis 
ArsenauItlHC-SC/GC/CA@HWC 

bee 

Subject Re: MEDIA REQUEST - Etude sur Ie Salvia (Radlo-Canada 
Toronto)ta 

Sent: 2009-10-14 03:09 PM EDT 
To: Diane Allan 
Cc: Daniel Galarneau; Denis Arsenault 
Subject: Fw: MEDIA REQUEST - Etude sur le Salvia (Radio-Canada Toronto) 

Hi Diane, 

Daniel and Denis have approved the following. 

Thanks, 
Cheryl 

- Forwarded by Cheryl Tremblay/HC-SC/GC/CA on 2009-10-14 03:06 PM

Cheryl 
TremblaylHC-SClGClCA 

2009-10-1401:12 PM 

To Daniel GalameaulHC-SC/GC/CA, Denis 
ArsenauItlHC-SC/GC/CA 

cc Cheryl Tremblay/HC-SC/GC/CA@HWC 

Subject Re: Fw: MEDIA REQUEST - Etude sur Ie Salvia 
(Radlo-Canada Toronto)~ 

Looks ok to me. See changes in red regarding CADUMS info. 

Diane AllanlHC-SC/GC/CA 

Diane AllanIHc-scIGClCA 

2009-10-1412:29 PM To "Cheryl Tremblay" <Cheryl_ Tremblay@hc-sc.gc.ca>, "Denis 
Arsenault" <denis_arsenault@hc-sc.gc.ca> 

cc "Mr. Daniel Galarneau· <Daniel_Galameau@hc-sc.gc.ca> 

Subject Fw: MEDIA REQUEST - Etude sur Ie Salvia (Radio-Canada 
Toronto) 

Please review and propose changes or add response. 

Thanks 
Bronwyn Cline 

- Original Message-
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From: Bronwyn Cline 
Sent: 2009-10-14 12:15 PM EDT 
To: Diane Allan; Suzanne Desjardins 
Cc: Christine Roush; Nicole Prentice 
Subject: MEDIA REQUEST - Etude sur le Salvia (Radio-Canada Toronto) 

Hello, 

Another follow-up question from Radio Canada on Salvia: 

Q6) Quelles sont les conclusions, preliminaires ou finales, a laquelle (auxquelles) Sante Canada est 
parvenu au cours des 3 annees pendant lesquelles des analyses et de la recherche ont ete effectue 
par Ie personnel du ministre sur la Salvia divinorum. 

A6) Do we have any preliminary/final conclusions? If not we could say something along the lines of this, 
from an enquiry on Salvia on October 2, 2009: 

Health Canada has not yet reached any conclusions on Salvia divinorum. Health Canada continues to 
collect relevant information about Salvia Divinorum and its active ingredient, Salvinorin A, from both 
national and international sources in order to determine what, if any, regulatory controls are needed. 
Health Canada considers several factors in determining whether scheduling a substance under the 
Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

• International requirements and trends in regulatory status; 

• Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

• Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

In the case of Salvia divinorum, information about these factors is either missing or anecdotal in nature. 
For example, very few controlled scientific studies of the physical and psychotropic effects of Salvia 
divinorum on humans have been carried out, and using these studies to predict the potential for addiction 
and abuse associated with Sa/via divinorum is difficult. More controlled systematic research in this area is 
needed. 

Health Canada is taking steps to address the lack of data regarding the use of andlor extent of abuse 
involving Salvia divinorum. Questions regarding the use of Salvia divinorum have been included in the 
2008-2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use Monitoring Survey. 
Ontario Student Drug Use and Health Survey. A general open ended question about the use of other 
substances has also been included in the 2008 (should this be 2009? yes, please see changes] Canadian 
Alcohol and Drug Use Monitoring Survey. The data, however, will not likely be available until 2010. In the 
interim, Health Canada will continue to collect and consider information regarding Salvia divinorum as it 
becomes available. 

Bronwyn Cline 
Communications Officer I Agente des communications 

613-941-2511 I facsimile I tehkopieur 613-948-8085 
bronwyn _ cline@hc-sc.gc.ca 
Health Canada 1269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada 1 Gouvernement du Canada 
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Bronwyn CllneIHC-SCIGC/CA 

2009-10-1509:45 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bee 

Subject Re: Salvia 0 media Iinesg} 

I asked Hayden about it two days ago, and he said that the IYH is still in Paul's file ... so no bilat yet, and no 
movement on the media lines. 

Where are you moving on to? 

Bronwyn Cline 
Communications Officer I Agente des communications 

613-941-2511 I facsimile I telecopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada 1 269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada I Gouvernement du Canada 

Cheryl Tremblay/HC-SC/GC/CA 

Hi Bronwyn, 

Cheryl 
TremblaylHC-SClGC/CA 

2009-10-15 09:44 AM 
To Bronwyn ClinelHC-SC/GC/CA@HWC 

cc 

Subject Re: Salvia 0 media Iines~ 

Sorry to keep bugging about this, but I will be leaving HC soon and would like to provide my colleague that 
will be taking over this file with an update on the status. Any update on whether Paul and Cathy discussed 
the IYH and Media lines on Salvia? 

Thanks, 
Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires n!glementaires 
Office of Controlled Substances I Bureau des substances contrOlees 
Controlled Substances and Tobacco Directorate I Direction des substances contrOh3es et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction genera Ie de la sante envlronnementale et 
de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

Bronwyn Cline/HC-SC/GC/CA 

m-;y.::Y.; Bronwyn ClinelHC-SClGClCA 

.... !~"'" . ~ 2009-08-3110:09 AM 

~.~ 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

Subject Re: Salvia 0 media Iines~ 
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The bilat hasn't happened yet. Karen says hopefully this week. 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile I telecopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada 1269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada 1 Gouvernement du Canada 

Bronwyn Cline/HC-SC/GC/CA 

Bronwyn 
Cline/HC-SC/GC/CA 

2009-08-3109:56 AM 

To Cheryl Tremblay/HC-SC/GC/CA 

cc 

Subject Re: Salvia 0 media lines~ 

Hello again, 

Knew I was forgetting something ... went back through my emails, and around August 17th, Karen said that 
Paul wanted to discuss this IYH with Cathy at a bilat. I'll send Karen an email to see if that bilat happened 
before Cathy left. 

Thanks, 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile I telecopieur 613-948-8085 
bronwyn_ cline@hc-sc.gc.ca 
Health Canada 1 269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada 1 Gouvernement du Canada 

Bronwyn Cline/HC-SC/GC/CA 

Bronwyn 
Cline/HC-SC/GC/CA 

2009-08-31 09:50 AM 

To Cheryl Tremblay/HC-SC/GC/CA 

cc 

Subject Re: Salvia 0 media lines~ 

Hi Cheryl, 

I haven't done anything with the media lines, because I wanted to wait until Paul had signed off on the 
article so I would know if further changes needed to be made. 

As for the article, Jay Khosla's email with responses to Paul's comments got lost for about a month, and 
it's now back with Paul's advisor. I'll follow-up on that the article this morning. 
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Thanks. 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile I telecopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada 1269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1 269 ave Laurier Ottawa ON K1A OK9 
Government of Canada 1 Gouvernement du Canada 

Cheryl Tremblay/HC-SC/GC/CA 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-08-3109:48 AM 

Morning Bronwyn, 

To Bronwyn Cline/HC-SC/GC/CA@HWC 

cc 

Subject Re: Salvia D media lines@;) 

Any news on what stage the media lines on Salvia are at? We provided the comments attached below on 
June 23rd. 

Anything new on the IYH on Salvia? We responded to some of the ADMs comments on June 23rd as well. 
Are they going up for formal approvals together? . 

Reason I ask is that CBSA is asking for some info on whether HC regulates it and we would like to provide 
them with a few lines. 

Thanks, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances controlees 
Controlled Substances and Tobacco Directorate I Direction des substances controlees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

Cheryl Tremblay/HC-SC/GC/CA 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-06-23 02:38 PM 

To Bronwyn Cline/HC-SC/GC/CA@HWC 

cc Christine Roush/HC-SC/GC/CA@HWC, Brooke 
Bryce/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

Subject Re: Salvia D media lines~ 
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Hi Bronwyn, 

Here are CSTD's comments on media lines for Salvia Divinorum. 

Salvia Ml v.7 ~riI 2009_CSTD Comments re IYH.doc 

Let me know if you have any questions, 
Thanks, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances contrOlees 
Controlled Substances and Tobacco Directorate I Direction des substances contrOlees et de la luUe au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

Bronwyn Cline/HC-SC/GC/CA 

Bronwyn 
Cline/HC-SC/GC/CA 

2009-06-16 03:33 PM 
To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

Subject Salvia 0 media lines 

Hi Cheryl, 

Can you please make sure to cc Christine Roush and Brooke Bryce when you send me your comments on 
the Salvia D lines? 

FYI, the IYH on Salvia is currently with the HECS ADM. 

Thanks, 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile I telecopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada 1 269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada 1 Gouvernement du Canada 
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FYI 

Brittany Sauv6IHC-SClGCICA 

2009-10-1610:47 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bee 

Subject Fw: CMAJ: Researchers fear -Magic Mint" ban could slow 
studies 

- Forwarded by Brittany Sauve/HC-SC/GC/CA on 2009-10-1610:47 AM-

'...", Suzanne »_. DesjardinsIHC-SClGClCA 
~ 2009-10-1312:13PM ee 

Subject Fw: CMAJ: Researchers fear -Magic Mint" ban could slow 
studies 

- Forwarded by Suzanne DesjardinslHC-SC/GC/CA on 2009-10-1312:13 PM

HC_Medis_SCIHCSC/GClC 
A To 
Sent by: Nicolas Frate 

cc 
2009-10-1311:27 AM Subject CMAJ: Researchers fear -Magic Mint" ban could slow studies 

October 13, 2009 

Researchers fear "Magic Mint" ban could slow studies 

Source: Canadian Medical Association Joumal (online I early release) 

Salvia divinorum can beam you to Mars. It can eradicate gravity. It can show you things that will make you 
howl with laughter and things that will make you scream in fear. But it only does these things in your head
- and only for about 15 minutes. 

Millions of people have embarked on short-haul head trips after smoking Salvia divinorum, a plant from 
the mint family. Thousands have posted their hallucinogenic journeys on YouTube. In one video, viewed 
some two million times, a young woman says her mouth is falling off. 

Some lawmakers believe Salvia divinorum, a.k.a. "Diviner's Sage," is dangerous. About a dozen countries 
have banned it, including Australia and Belgium. Selling it in parts of the United States will also earn you a 
fine and jail time. But it's legal in Canada. In some Canadian cities, a shop selling bongs is likely to have a 
cardboard sign in the window that says "Salvia sold here." 

Though many politicians have the plant on their not-in-my-jurisdiction lists, there is no scientific data to 
suggest the plant's active ingredient, Salvinorin A, has any long-term effects. Some researchers studying 
the plant - which may prove useful in treating mental illness - are worried that bans may make their 
work more difficult. They say the herb doesn't appear to be addictive or toxic. Hospital emergency rooms 
aren't reporting major problems with patients suffering "bad trips" from Salvia divinorum. Nor have police 
made much noise about the herb. 
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"Health Canada has only received a limited number of communications regarding Salvia divinorum from 
law enforcement agencies, and none of these has advised that the use of Salvia divinorum poses any 
threat to public safety," Health Canada spokesman Gary Holub writes in an email. 

Holub notes, however, that Health Canada is attempting to learn how many Canadians are using Salvia 
divinorum. It included questions about the plant in the 2008-2009 Youth Smoking Survey and the 2009 
Ontario Student Drug Use and Health Survey. Health Canada is also collecting data about the herb, from 
national and international sources, to determine if it should be regulated. 

"Very few controlled scientific studies of the physical and psychotropic effects of Salvia divinorum on 
humans have been carried out, and using these studies to predict the potential for addiction and abuse 
associated with Salvia divinorum is difficult," writes Holub. "Health Canada recommends that the use of 
this substance be avoided because very little is known about the damage it may cause to the body, 
including the brain. There is also no way to predict how it will affect an individual with each use." 

Salvia divinorum has been used by the Mazatecs in Oaxaca, Mexico, for centuries. Folk healers chew the 
leaves to produce mild hallucinations they believe provide spiritual guidance. In the early 1960s, Gordon 
Wasson, an American anthropologist, became the first person from a Western nation to take and write 
about the herb. In the early 1980s, a Mexican researcher isolated its active ingredient. But it wasn't until 
the 1990s that people began extracting that ingredient and adding it to fresh Salvia divinorum leaves. 

These fortified leaves are what people buy, often over the Internet, and smoke in a bong or pipe. In the 
United States, about 1.8 million people have tried Salvia divinorum, according to the 2008 National Survey 
on Drug Use and Health. As with crack cocaine, the effects upon inhalation are almost instantaneous. And 
though short-lived, these effects are anything but mild. 

"It is the most potent naturally occurring hallucinogen," says Dr. Bryan Roth, project director of the 
National Institute of Mental Health Psychoactive Drugs Screening Program. "It rivals LSD [lysergic acid 
diethylamide] in potency." . 

In 2002, Roth discovered that Salvinorin A had a different chemical structure than any other hallucinogen, 
natural or synthetic (PNAS 2002;99: 11934-9). He also found that it didn't activate the serotonin receptor 
responsible for the mind-bending effects of other hallucinogens. Because of its unique properties, 
Salvinorin A might be a novel compound for use in therapies for diseases that distort perception, such as 
schizophrenia and bipolar disorder. 

"What we are hoping, when we find drugs that affect human consciousness, is to use them to make better 
treatments for mental illness,." says Roth, a professor at the University of North Carolina in Chapel Hill. 

That research might prove challenging, however, if the US Food and Drug Administration outlaws Salvia 
divinorum, which Roth says is likely. Though supportive of regulating distribution, he isn't looking forward 
to widespread legal barriers to accessing Salvin orin A. Such laws would not only keep the herb out of the 
hands of teenagers hoping to visit Jupiter on purple unicorns, but also out of the labs of scientists. 

"It will make subsequent studies very difficult," says Roth. "It won't make them impossible but will make it 
difficult to obtain for therapeutic research." - Roger Collier, CMAJ 

Media Monitoring Unit I Unite de surveillance des medias 
Health Canada I Sante Canada 
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Hi Brigitte 

Jocelyn KulaIHc-scJGClCA 

2009--11-1011:58 PM 

To Brigitte MainvilleIHC-SC/GC/CA@HWC 

ee Cheryl Tremblay/HC-SC/GC/CA@HWC, 

bee 

Subject Re: salviag} 

5.19(1) 

I can confirm that Salvia is not a controlled substance under the CDSA. That said, it is considered to be a 
natural health product (as defined in the Natural Health Product RegulationS) and thus products containing 
salvia require approval from Health Canada (and issuance of an NPN) prior to sale. That said, as many 
salvia products do not come into the country labelled as natural health products but rather as consumer 
products like incense, etc., salvia products are still available in Canada. 

In the context of a country wishing to import it for use by an Olympic delegation, I have to be honest and 
say that it seems odd as salvia is not, as far as I know, associated with any particular therapeutic benefit 
(although it has been documented to have been used as a traditional medicine many years ago). This 
might be a situation where it would be good to obtain some more information from the delegation in 
question and then perhaps consult NHPD as to whether in the situation provided, it would be subject to 
whatever controls HPFB is expecting with respect to NHPs coming in for use by visiting athletes during 
the Games (if any). 

Hope this helps, and am happy to discuss further. Am copying Cheryl as she is the lead on salvia at the 
moment, and may have more to add. 

Jocelyn 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Brigitte Mainville/HC-SC/GC/CA 

Jocelyn, 

Brigitte 
MainvilleJHC-SC/GClCA 

2009--11-0904:37 PM 

To Jocelyn KulalHC-SC/GC/CA@HWC 

cc 

Subject salvia 

I just want to know if salvium extract is ok to be imported. Is it considered controlled? (on list of products of 
olympic participating country) 

Thankyoul 

Brigitte 
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Diane Allan/HC-SC/GC/CA 

2009-11-03 05:33 PM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC, Denis 
ArsenauIUHC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: CSC-radio Vancouver - Exploring salvia divinorum - Nov 
2 2009, 7:42AM 

Diane Allan 

Director I Directrice 
Office of Controlled Substances I Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch I Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada I Sante Canada 
Tel: 613-952-2177 
Fax: 613-946-4224 

----- Forwarded by Diane Allan/HC-SC/GC/CA on 2009-11-03 05:33 PM ---

HC_Media_SC/HC-SC/GC/C 
A To 
Sent by: Nicolas Frate 

cc 

2009-11-0304:00 PM Subject CSC-radio Vancouver - Exploring salvia divinorum - Nov 2 
2009, 7:42AM 

STATION 
DATE 
PROGRAM 
TIME 
REPORTER 
HEADLINE 
MEDIA LOG ID 

CBC Radio 1 (Victoria) 
Mon 02 Nov 2009 
On The Island 
7:42 AM 
Interview 
Exploring salvia divinorum 
20091102R-2528 

CBC: What you're listening to there in the background is a YouTube 
recording of an older male team writing on the floor and 
experiencing intense hallucinations after smoking a drug called 
salvia divinorum. Short-lived and intense mild-altering experiences 
are typical with this drug. Some countries and some US states have 
banned the substance but not Canada. That may change soon however. 
According to a recent edition of the Canadian Medical Association 
Journal Health Canada is studying whether it should become a 
regulated drug. Michael Tymchuk sets out to find if salvia was 
available here in Victoria. He discovered it has been for sale in 
the past in some head shops although no one admits to selling it at 
the moment but Michael did meet someone who works in the 
counterculture industry who's tried the drug and here is his 
conversation with Ryan Henchies. 

REPORTER: Salvia divinorum is the full name. Have you tried it? 

RYAN HENCHIES: Yeah, two different occasions. 

REPORTER: And what's it like? 
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HENCHIES: Difficult to describe and that's probably the most common 
description you'll get from people just 'cause one of the unique 
things about it is it reacts with the person who takes it very 
individually. There'll be common threads, for instance a sensation 
like you're, you're leaving your body, some people say they feel 
like they're dying. 

REPORTER: Do you remember for yourself what it felt like? 

HENCHIES: It felt as if I was like slipping away like being drawn 
into like a deep, like a cave or falling down a passageway - very 
much a lightness. It was frightening at first but as soon as I, as 
soon as I got used to it it became a very comforting kind of 
fascinating experience. You could classify it as a hallucination but 
it's more of like, it affects your imagination so you go within 
yourself and instead of like reacting to the colors on the wall 
you're drawing from your subconscious as the palate for the, for 
the, for what you see so images from your past, stuff that's 
important to you, issues that you need to overcome, stuff like that. 
It was very intense, it's a very short duration of time. Most 
experiences last about 25 to 45 minutes; mine was about a half an 
hour each. 

REPORTER: Are you aware when you're stoned on it that you are 
actually stoned or does it seem like completely different reality? 

HENCHIES: Very much a different reality. One of the, one of the key 
traits of it is that you're not very conscious of what's going on 
around you at all. One of the important traditions is to have a 
sitter, somebody who is not on the substance who is able to look 

-after you. Generally what you want to do is like find a comfortable 
place to be, you know preferably on a couch or on a bed or somewhere 
where you're, ~ou're already in a comfortable position and then you, 
you take it and it just hits you and it hits you very quickly so 
within 45 seconds you're under the full impact of the, of the 
substance. The sensations that you're experiencing totally overwhelm 
you which is why it's kind of a danger to people who are uninitiated 
because if you're not prepared it's very unexpected. 

REPORTER: Now it used to be that you could by it from a number of 
the head shops in Victoria and yet they all seem to now not carry it. 

HENCHIES: Most of the main commercial suppliers are in the States so 
when you're trying to order it across the border it's always getting 
hell or impeded in some way so it, it becomes a bit of a hassle to 
bring it into the stores. That's one of the main reasons why it's 
become scarcer but the concern with it and the reason why a lot of 
places have stopped carrying it is because it's come to popularity 
very quickly and without proper education about it. It's mysterious, 
it's cool but it's not understood so ... 

REPORTER: And is it dangerous, I mean do people sometimes go over 
the deep end with it and do rash things? 

HENCHIES: That's about the closest thing to dangerous like 
physically like you can't overdose it. The amount you'd have to take 
in for it to like seriously affect your body, you wouldn't be 
conscious long enough to take it, to take that much. The danger is 
is that the profoundness and the potency of the effect on your 
emotions and on your mind. People can sort of lose their way really 
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quickly so a person who's on it, if they're not prepared for it, if 
they're like at a party or just like hanging out with some friends 
or they're outside if people aren't prepared it's possible a person 
could behave dangerously, cause a fire or you know hurt themselves 
in some way. It's not like it drives you to do stupid things, you 
just won't be conscious of the actions that you're taking. 

REPORTER: And your name again. 

HENCHIES: Ryan Henchies. 

REPORTER: Thank you very much. 

HENCHIES: Thanks. 

CBC: Thank you Michael. 

*** END OF STORY *** 

Media Monitoring Unit I Unite de surveillance des medias 
Health Canada I Sante Canada 

000432 



· ' 
Jocelyn KulaJHC-SClGClCA 

200g..11-27 03:13 PM 
To Suzanne DesjardinsIHC-SC/GCICA@HWC 

cc Brittany Sauv8/HC-SC/GCICA@HWC, Bruna 
BrandslHC-SC/GCICA@HWC, Cathy A 
SabistonlHC-SClGCICA@HWC, 

bee 
Subject Re: Fw: Salvia 0 - IYH~ 

This is great Suzanne. We will pull something together and send it to you for review. 
Jocelyn 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substances! Bureau des substances contrOlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Suzanne DesjardinslHC-SC/GCICA 

, Suzanne 
~Ji;... DesjardinslHC-SC/GClCA 
.... 2009-11-2703:10 PM 

To Diane AllanlHC-SC/GCICA@HWC 

ee Cheryl.Tremblay@hc-sc.gc.ca, "Denis Arsenault" 
<denis.arsenault@hc-sc.gc.ca>, "Jocelyn Kula" 
<jocelyn.kula@hc-sc.gc.ca>, "Mrs. Patricia Rapold" 
<Patricia.Rapold@hc-sc.gc.ca>, "Stephanie Szick" 
<stephanie.szick@hc-sc.gc.ca>, Cathy A 
SabistonlHC-SC/GC/CA@HWC, Bruna Brands, Brittany 
Sauve/HC-SC/GCICA@HWC 

Subject Re: Fw: Salvia 0 - IYHIa) 

I believe this is an old file (several months now) and the information needs to be updated. We did not~ ha 
much information in terms of health impact at the time, and we don't have much more now, but while we 
did not have much information on the extent of use in Canada then, there are now recent data on the 
prevalence of salvia that were just released in the Ontario student drug use survey (6% of students 
reported having used it at least once, rate higher than for ecstasy) . Bruna is preparing a short article for 
CMAJ with more details on it . 

Salvia has been identified for discussion by our Scheduling Committee. 

Suzanne 

Diane AllanlHC-SC/GC/CA 

Diane AJlanlHC-SClGClCA 

2009-11-27 02:41 PM To Cheryl.Tremblay@hc-sc.gc.ca, "Suzanne Desjardins" 
, <Suzanne.Desjardins@hc-sc.gc.ca> 

cc "Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca>, "Denis 
Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Mrs. Patricia 
Rapald" <Patricia.Rapold@hc-sc.gc.ca>, "Stephanie Szick" 
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<stephanie.szick@hc-sc.gc.ca> 
Subject Fw: Salvia D - IYH 

Please help. 
Stephanie Szick 

----- Original Message ----
From: Stephanie Szick 
Sent: 2009-11-27 02:29 PM EST 
To: Diane Allan; Patricia Rapold 
Cc: Jodi Brown; Kimberly Sorfleet; Arafo Talane; Carmen Berube 
Subject: Salvia D - IYH 

Hi Diane and Patricia, 

Long trail below on this. In short, the Salvia D article is with Paul for his sign-off .... he would like clarity on 
the following: 

• Why would we do an it's your health if we say we have insufficient evidence to regulate it? i.e Why 
do we have enough about the health impacts yet aren't acting to regulate? 

I've attempted to reply to some of this in my email below to Cathy .... 

Per my email below, can your shop touch base with comms on this, as these articles are pretty much 
comms-Ied and implemented, and let us know by next week. 

Clarification in an email is fine, please attach/include from comms the final rationale/proposal (with 
confirmation of who signed off), and the last version of the article, as well as any formal/approved media 
lines on the issue. 

Deadline to DGC· next Wednesday, December 2, noon 

Kim· please note for BF. 

Thanks very much, 

Stephanie 

----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2009-11-27 02:21 PM ----

...... . .... !' SzicklHC·SC/GC/CA To Cathy A Sabiston/HC-SC/GC/CA il
tO , Stephanie 

\. 2009-11-27 02:21 PM cc Jodi Brown/HC-SC/GC/CA@HWC, Kimberly 
\ ;" \t SorfleetlHC-SC/GC/CA@HWC 

Subject Re: Salvia DI] 

Hi Cathy, 
Pasted here is what was originally provided as rationale in the proposal for the Salvia D article ..... keeping 
in mind IYH articles are comms products. I will ask Diane's shop to touch base also with comms to confirm 
what final approved rationale was -- the key was the both HECSB and HPFB were both onside with this 
idea - consensus. I think Paul actually approved the proposal and rationale. Comms should be able to 
provide more clarity. 
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The purpose of the article is information, including around current HC ro/e .... the dept. receives the same 
media Os over and over on this issue and an IYH would be something to point reporters to, rather than the 
scramble to gather replies and get approvals across HECSB and HPFB. The article is just more efficient
it's approved across the two branches good to go. 

THE ISSUE - Salvia Divinorum is a species of sage which belongs to the mint 
family. It is found in the form of dried leaves, extract and plant cuttings. Salvia 
Divinorum, also known as "diviner's sage" and/or "magic mint", is chewed or 
smoked and can induce illusions and hallucinations. 

Salvia Divinorum continues to attract moderate media attention. It will be 
beneficial to have an It's Your Health article available on the internet so that the 
general public can be better informed about the issue, and so that reporters can 
refer to this article, should they have questions about the issue. 

HEALTH CANADA'S ROLE - There are no regulations or laws prohibiting the 
possession, use or sale of Salvia divinorum in Canada. While many countries 
across the globe have prohibited Salvia, it remains legal in Canada. Health 
Canada is currently exploring our options for prohibiting Salvia in Canada. 

WHY IS THIS ARTICLE NEEDED AND WHY IT'S YOUR HEAL TH?- The target 
audience is the general public. It's Your Health is a good vehicle to use to inform 
individuals about Salvia because the articles are written in plain language and are 
easily understood by the vast majority of Canadians. 

Cathy A Sabiston/HC-SC/GC/CA 

Cathy A 
Sabiston/HC-SC/GC/CA 

2009-11-27 01 :43 PM 

To Stephanie SzicklHC-SC/GC/CA@HWC, Jodi 
Brown/HC-SC/GC/CA@HWC 

cc Kimberly SorfleetlHC-SC/GC/CA@HWC 

Subject Salvia 0 

Paul's question is why wId we do an it's your health if we say we have insufficient evidence to regulate it? 
Ie why do we have enuff about the heallth impacts yet aren't acting to regulate 

Can you please ask diane to look into this - or whomever! 

Cas 
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Diane AllanlHC-SClGClCA 

20090.11-27 02:48 PM 

To "Cheryl Tremblay· <CheryI.Tremblay@hc-sc.gc.ca>, 
"Suzanne Desjardins· <Suzanne.Desjardins@hc-sc.gc.ca> 

ee "Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca>, "Denis 
Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Mrs. Patricia 
Rapold· <Patricia.Rapold@hc-sc.gc.ca> 

bee 

Subject Fw: Salvia 

More info. 

Please help again. 
Jodi Brown 

--- Original Message -
From I Jodi Brown 
Senti 2009-11-27 02:43 PM EST 
TOI Stephanie Szick 
eCI Diane Allan; Kimberly Sorfleet; Cathy A Sabiston 
Subjectl Fw: 

Am not able to view attachment on BB but this apparently contains Pauls comments. 
Apologies for brevity and typos ... sent from handheld ... Jodi/Health Canada 

Hayden Lansdell 

----- Original Message -
From a Hayden Lansdell 
Sent a 2009-11-27 12:31 PM EST 
TOI Jodi Brown 

So the note has been Sitting in Paul's bilat file for months now. That said, comments remain. 

-m 
Salvia Oimorun.pcf 
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Thl:: Issue 

Product=,> that daim to (:olllain S, divinol'lIm - or its main active ingredient. salvinorin A - ,Ire 
widdy <J\'aihlftlc on the Imcrnct ano (ll'csold In various "head sbops" and natural food store;'). The 
prrJdu..;!s are sold in a Humber of fOrmalf>:, including seeds and plant cuHings for growing 
purpo"cs, Fn~sh 01' dried leaves arc intended to be chc\vcd. swal[owcd or smoked. Liquid 
prC'panltkms arc also ttvailablc. 

Wsks of L'sing .'ialdil tlh-i;wmltl 

:'l. d/.-'iJwrtllll's eftec!s.whi(;h vary From p~r.s(}n to person~ are onen described as lmpleasmH and 
11:<1', indlHk the 1~)lIowing: 

h;llludnaliorls: 
dysphoria (f~cli!lg: unwell, uneasy or unhappy)~ 
tlUI-.-,t'-hndyexperience.;;; -
L:IH:ontroILuble laughler: 
iu",; of ~onsdoLlsness; 

"hn rt -krill memory 10s:-.; 
litl:kof physical coordinatinn~ 
"I urred 'ipecch ,tnc! :!wk\v;ml scnlcnce patlcrn<;., 

[hac '" np ....... ily 10 predici \vhar effect this substallcL: mily hav..: U11 you, III ~H.itji!ion, lhe dIl:cLs 
fn;IY dHIl:t' from tlnl~ usc w the next. depending on fa(.:lOfs such as: 
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Response to ADM Questions Regarding the IYH article on Salvia DivinorulII 
November 27, 2009 

(1) Why would we do an It's Your Health if we say we have insufficient evidence 
to regulate it? i.e. Why do we have enough about the health impacts yet 
aren't acting to regulate it? 

At the time that the Department elected to proceed with an It's Your Health (JYH) 
document on Salvia divinorum in 2008, infonnation regarding the personal and 
societal health impacts associated with salvia, e.g., the potential for abuse and risk 
of addiction, the extent of actual abuse in Canada and elsewhere, overall risk to 
public health and safety, etc., was missing or anecdotal in nature. 

A series of Health Products and Food Branch (HPFB) and Health Environments 
and Consumer Safety Branch (HECSB) DG-Ievel discussions in 2007and 2008 
about this lack of data led to the conclusion that while the controls imposed by the 
Controlled Drugs and Substances Act (CDSA) were not warranted at this point in 
time (especially given the fact that CDSA scheduling assessments look at exactly 
these types of indicators), the Department still had some obligation to address the 
recurrent media interest and ongoing publici law enforcement enquiries regarding 
this plant. 

In discussions as to what type of measure might be appropriate, both branches 
agreed that an IYH article was an option because they aim to provide the general 
public with infonnation about an issue and/or influence behaviour, which in this 
case, would be the reduced rise of Salvia divinorum for its hallucinogenic 
properties. 

Since the JYH article was completed and submitted for approval, Salvia 
divinorum has been identified for discussion by the Controlled Substances 
Scheduling Working Group, a new HECSBI HPFB working group mandated to 
discuss substances! issues pertaining to drug regulation of joint interest. In 
addition, recent data from the 2009 Ontario Student Drug Use and Health Survey 
shows that approximately 4.4% of all students (representing approx. 42,600 
respondents) in 2009 reported using Salvia divinorum at least once in the past 
year. The Office of Drug and Alcohol Research and Surveillance, CSTD is 
currently preparing a short article on these findings for the Canadian Medical 
Association Journal. It may also be worth pointing out that should further 
infonnation on the extent of abuse in Canada and/or regarding its health impacts 
or addictive potential come to light, there is nothing impeding Health Canada 
from moving to propose the inclusion of one of the Schedules to the CDSA in the 
future. 
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Response to ADM Questions Regarding the IYH article on Salvia Divinorum 
November 27, 2009 

(1) Why would we do an It's Your Health if we say we have insufficient evidence to 
regulate it? i.e. Why do we have enough about the health impacts yet aren't acting 
to regulate it? 

Several months have passed since the last draft of this Its Your Health article on Salvia 
divinorum was approved at the Director General level back in June 2009 and thus the 
information may require updating. While the preliminary fmdings we had at that time, in 
terms of the health impacts associated with Salvia divinorum, e.g., the potential for abuse 
and risk of addiction associated with the substance, the extent of actual abuse of the 
substance in Canada and internationally, and the overall risk to public health and safety 
posed by the substance, were (and largely remain) either missing or anecdotal in nature, 
recent data on the prevalence of Salvia divinorum was just released in the 2009 Ontario 
Student Drug Use and Health Survey (OSDUHS). According to the OSDUHS, 
approximately 4.4% of all students in 2009 reported using Salvia divinorum at least once 
in the past year, which represents about 42,600 students in Ontario. The Office of Drug 
and Alcohol Research and Surveillance, CSTD is currently preparing a short article for 
Canadian Medical Association Journal with more details on these findings. 

In light of the preliminary findings from our scheduling assessment, and the fact that the 
controls imposed by the Controlled Drugs and Substances Act (CDSA) were likely not 
warranted, we began to assess the effectiveness and appropriateness of a ~on-regulatory 
instrument to achieve our policy objectives. One strategy to reduce the health and safety 
risks associated with a substance of concern is to conduct an educational campaign that is 
targeted at known user groups and/or distributors. The information provided helps these 
individuals to make an informed decision based on the health effects of the substance and 
can include recommendations to mitigate its abuse and/or avoid potential risks. The 
publication of an IYH article was therefore contemplated to inform the general public 
about the issue while we continue to collect and consider information about Salvia 
divinorum and its active ingredient, salvinorin A, in order to determine what, if any, 
regulatory controls are needed. Salvia divinorum has also been identified for discussion 
by the Controlled Substances Scheduling Working Group (comprised of representatives 
from both HECSB and HPFB) the key body responsible for identifying and reviewing 
substances, with the exception of precursor chemicals, that are being considered for 
addition to one of the Schedules to the CDSA. 
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• 

Why would we do an It's Your Health if we say we have insufficient evidence to 
regulate it (i.e. why do we have enough information about the health impacts yet 
aren't acting to regulate)? 

INPUT 1 

In light of the considerations and analysis above, it is recommended that neither Salvia 
divinorum nor its main active ingredient, salvinorin A, be scheduled under the CDSA at 
this time as they do not meet the established criteria for scheduling as follows: 

• S. divinorum and salvinorin A are not structurally similar or even 
phannacologically similar to other substances included in the schedules to the 
CDSA. 

• The abuse liability and potential for dependence of S. divinorum is not known as 
very few controlled scientific studies ofthe physical and psychotropic effects of 
S. divinorum have been carried out on humans. More controlled systematic 
research in this area is needed. 

• Effects are known to be short-lived and no long term studies of cumulative use 
have been conducted. 

• Health Canada has only received a limited number of communications regarding 
Salvia divinorum from law enforcement agencies, and none of these have advised 
that the use of Salvia divinorum poses any particular threat to public safety. 

• Prohibition under the CDSA may add unnecessary burden to policing and justice 
systems. 

• Imprisoning individuals using or trafficking Salvia may aggravate an already 
swelling prison system. 

• Evidence of a risk to public health and safety is anecdotal in nature and not 
quantified in any way as there is a lack of information regarding usage in Canada. 

It is therefore recommended that educational materials be published in order to reduce the 
potential health and safety risks associated with this substance and its active ingredient. 

INPUT 2 

• Why NH? Instrument choice (enterprise risk) change public behaviour before 
moving to prohibition; no incidence data outside of Ontario 

'-\.'-\. 'fo 
• there are now recent data on the prevalence of salvia that were just released in the 

Ontario stu~ent drug use survey 00 of st~dents re~orted having .used it at least 
once, rate hIgher than for ecstasy) . Bruna IS prepanng a short artIcle for CMAJ 
with more details on it. 
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.. ' ., 

Diane, 

Jocelyn KulaIHC-SC/Gc/CA 

2009-11-27 02:49 PM 

To Diane AJlanIHC-SC/GC/CA@HWC 

ee CheryI.Tremblay@hc-sc.gc.ca, "Denis Arsenault" 
<denis.arsenault@hc-sc.gc.ca>, "Suzanne Desjardins· 
<Suzanne.Desjardins@hc-sc.gc.ca> 

bee 

Subject Re: Fw: Salvia D - IYH~ 

We can certainly put a rationale together for why we started down the IYH road. This is one of those 
substances with a bit of history in the health portfolio ..... 

Suzanne- how about if we draft something and send to you for input? 

Jocelyn 

Jocelyn Kula 
Managerl Gestlonnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires rtlglementaires 
Office of Controlled Substances! Bureau des substances contrOlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Diane Allan/HC-SC/GC/CA 

Diane A1lanlHC-SC/GC/CA 

2009-11-27 02:41 PM 

Please help. 
Stephanie Szick 

---- Original Message -
Prom I Stephanie szick 

To CheryI.Tremblay@hc-sc.gc.ca, "Suzanne Desjardins· 
<Suzanne.Desjardins@hc-sc.gc.ca> 

cc "Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca>, "Denis 
Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Mrs. Patricia 
Rapold· <Patricia.Rapold@hc-sc.gc.ca>, "Stephanie Szick" 
<stephanie.szick@hc-sc.gc.ca> 

Subject Fw: Salvia D - IYH 

SentI 2009-11-27 02:29 PM EST 
To. Diane Allan; Patricia Rapold 
Ce. Jodi Brown; Kimberly Sorfleetj Arafo Talanej Carmen Berube 
Subject. Salvia D - IYH 

Hi Diane and Patricia, 

Long trail below on this. In short, the Salvia 0 article is with Paul for his sign-off .... he would like clarity on 
the following: 

• Why would we do an ifs your health if we say we have insuffiCient evidence to regulate it? i.e Why 
do we have enough about the health Impacts yet aren't acting to regulate? 
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I've attempted to reply to some of this in my email below to Cathy .... 

Per my email below, can your shop touch base with comms on this, as these articles are pretty much 
comms-Ied and implemented, and let us know by next week. 

Clarification in an email is fine, please attach/include from comms the final rationale/proposal (with 
confirmation of who signed off), and the last version of the article, as well as any formal/approved media 
lines on the issue. 

Deadline to DGO - next Wednesday, December 2, noon 

Kim - please note for BF. 

Thanks very much, 

Stephanie 

----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2009-11-27 02:21 PM -----

..... , .. ' SzicklHC-SC/GC/CA To Cathy A Sabiston/HC-SC/GC/CA iI
''f~ Stephanie 

\. 2009-11-27 02:21 PM cc Jodi Brown/HC-SC/GC/CA@HWC, Kimberly 
\/ u SorfleetlHC-SC/GC/CA@HWC 

Subject Re: Salvia DIl'fl 

Hi Cathy, 
Pasted here is what was originally provided as rationale in the proposal for the Salvia D article ..... keeping 
in mind IYH articles are comms products. I will ask Diane's shop to touch base also with comms to confirm 
what final approved rationale was -- the key was the both HECSB and HPFB were both onside with this 
idea - consensus. I think Paul actually approved the proposal and rationale. Comms should be able to 
provide more clarity. 

The purpose of the article is information, including around current HC role .... the dept. receives the same 
media Os over and over on this issue and an IYH would be something to point reporters to, rather than the 
scramble to gather replies and get approvals across HECSB and HPFB. The article is just more efficient -
it's approved across the two branches good to go. 

THE ISSUE· Salvia Divinorum is a species of sage which belongs to the mint 
family. It is found in the form of dried leaves, extract and plant cuttings. Salvia 
Divinorum, also known as "diviner's sage" and/or "magic mint", is chewed or 
smoked and can induce illusions and hallucinations. 

Salvia Divinorum continues to attract moderate media attention. It will be 
beneficial to have an It's Your Health article available on the internet so that the 
general public can be better informed about the issue, and so that reporters can 
refer to this article, should they have questions about the issue. 

HEALTH CANADA'S ROLE· There are no regulations or laws prohibiting the 
possession, use or sale of Salvia divinorum in Canada. While many countries 
across the globe have prohibited Salvia, it remains legal in Canada. Health 
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". 

Canada is currently exploring our options for prohibiting Salvia in Canada. 

WHY IS THIS ARTICLE NEEDED AND WHY IT'S YOUR HEAL TH?- The target 
audience is the general public. It's Your Health is a good vehicle to use to inform 
individuals about Salvia because the articles are written in plain language and are 
easily understood by the vast majority of Canadians. 

Cathy A Sabiston/HC-SC/GC/CA 

Cathy A 
Sabiston/HC-SC/GC/CA 

2009-11-27 01 :43 PM 

To Stephanie SzicklHC-SC/GC/CA@HWC, Jodi 
Brown/HC-SC/GC/CA@HWC 

cc Kimberly SorfleetlHC-SC/GC/CA@HWC 

Subject Salvia D 

Paul's question is why wid we do an it's your health if we say we have insufficient evidence to regulate it? 
Ie why do we have enuff about the heallth impacts yet aren't acting to regulate 

Can you please ask diane to look into this - or whomever! 

Cas 

000443 



Diane A1lanIHC-SClGC/CA 

2009--11-2702:52 PM 

To Jocelyn KulalHC-SC/GC/CA@HWC 

ec Cheryl Tremblay/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Patricia 
RapaldlHC-SC/GCICA@HWC, Suzanne 

bee 

Subject Re: Fw: Salvia~ 

Yes likely so let's dig these up. 

Jocelyn Kula 

-- Original Message --
rromc Jocelyn Kula 
SentI 2009-11-27 02:51 PM EST 
TOI Diane Allan 

5.19(1) 

eCI Cheryl TremblaYi Denis Arsenault; Patricia Rapold; Suzanne Desjardins 
Subject: Re: Fw: Salvia 

hmmm. Cheryl has gone home Jut I am pretty sure we responded to these 
comments from Paul when the IYH first went to him for approval, as I distinctly remember having a 
conversation with Jay Khosla about this when he was in DGO. 

Jocelyn 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substances! Bureau des substances contrOlees 
Healthy Environments and Consumer Safety Branchl Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Diane Allan/HC-SC/GC/CA 

Diane AllanlHC-SClGClCA 

2009-11-27 02:48 PM To "Cheryl Tremblay" <Cheryl.Tremblay@he-sc.gc.ca>, 
"Suzanne Desjardins· <Suzanne.Desjardins@hc-sc.gc.ca> 

cc "Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca>, "Denis 
Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Mrs. Patricia 
Rapald" <Patricia.Rapold@hc-sc.gc.ca> 

Subject Fw: Salvia 

More info. 

Please help again. 
Jodi Brown 

-- Original Message
rroml Jodi Brown 
Senti 2009-11-27 02:43 PM EST 
TOI Stephanie szick 
Cel Diane Allan; Kimberly Sorfleet; Cathy A Sabiston 
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Subject: Fw: 

Am not able to view attachment on BB but this apparently contains Pauls comments. 
Apologies for brevity and typos ... sent from handheld ... Jodi/Health Canada 

Hayden Lansdell 

----- Original Message ----
From: Hayden Lansdell 
Sent: 2009-11-27 12:31 PM EST 
To: Jodi Brown 

So the note has been sitting in Paul's bilat file for months now. That said, comments remain. 

[attachment "Salvia Divinorum.pdf' deleted by Diane Allan/HC-SC/GC/CA] 
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,.. 

To Denis Arsenault Jocelyn KulaIHC-SClGC/CA 

2009-11-2704:33 PM ce Cheryl Tremblay/HC-SC/GC/CA@HWC 

bec 

cheryl- denis can fill you in ..... 

Jocelyn Kula 
Managerl Gestionnaire 

Subject Fw: Fw: 

POlicy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substances! Bureau des substances contrOlees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
- Forwarded by Jocelyn KulalHC-SC/GC/CA on 2009-11-27 04:32 PM -

"', a :=~ClGC/CA To Jocelyn KulalHC-SC/GC/CA@HWC 

'\ ,. 2009-11-2704:27 PM cc 

'V . Subject Fw: Fw: 

fyi 

- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2009-11-27 04:27 PM -

", .a ~==~C/GC/CA To Jodi BrownlHC-SC/GC/CA 

'\ /" 2009-11-2704:13 PM ce "Mrs. Cathy A Sabiston" <cathy.a.sabiston@hc-sc.gc.ca>. 
V "Diane Allan" <diane.allan@he-se.gc.ca>. "Kimberly Sorfleet" 

<kimbe~ ... sorfleet@hc-sc.gc.ca> 
Subject Re: Fw:eJ 

Okay .... here·s the chronology of sorts. 

I have the hard copy here also from myoid records - the article landed with Paul in June. He sent it to us 
with handwritten comments to Jay. who was acting at the time. Jay provided responses to Hayden in an 
email (I will send under separate cover). 

Then we received here in August the hard copy of the article in PDF with Paul's comments and a cover 
from Paul to Cathy from Aug. in which he indicated he would like to discuss at some point. at a bilat, "not 
urgent" 

Will leave copies of this package for both of you on your desks. This includes Jay's emails. 

Paul's comments/a's to Jay: 

Jay - this document raised some questions for me 
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1) where are our standard lines around drug prevention 
2) the status in other countries section - is that normal in an IYH article? 
Happy to discuss. Paul 
21-June-09 
As written, it seems to generate more questions than provide answers. 

Jodi Brown/HC-SC/GC/CA 

~. Jodi Brown/HC-SC/GC/CA 1M 2009-11-2702:43PM To "Stephanie Szick" <stephanie.szick@hc-sc.gc.ca> 

cc "Diane Allan" <diane.allan@hc-sc.gc.ca>, "Kimberly Sorfleet" 
<kimberly.sorfleet@hc-sc.gc.ca>, "Mrs. Cathy A Sabiston" 
<cathy.a.sabiston@hc-sc.gc.ca> 

Subject Fw: 

Am not able to view attachment on SS but this apparently contains Pauls comments. 
Apologies for brevity and typos ... sent from handheld ... Jodi/Health Canada 

Hayden Lansdell 

----- Original Message ----
From: Hayden Lansdell 
Sent: 2009-11-27 12:31 PM EST 
To: Jodi Brown 

So the note has been sitting in Paul's bilat file for months now. That said, comments remain. 

-m 
Salvia Divinorum.pet 

000447 



Response to ADM Questions Regarding the IYH article on Salvia Divinorum 

(1) Where are our standard lines around drug prevention? 

The standard lines on drug prevention were not incorporated in this IYH because 
the wording of those lines is oriented around illicit drugs which are already 
regulated as controlled substances. They do not translate well to Salvia divinorum 
in light ofthe fact that neither this plant nor its active ingredient are regulated as 
controlled substances at this time. The preliminary findings of our scheduling 
assessment are that information about the different factors considered, e.g., the 
potential for abuse and risk of addiction associated with the substance, the extent 
of actual abuse of the substance in Canada and internationally and the overall risk 
to public health and safety posed by the substance, is either missing or anecdotal 
in nature and thus, the controls imposed by the CDSA are likely not warranted. It 
is because of these preliminary findings that this IYH was contemplated. Salvia 
Divinorum continues to attract moderate media attention and it was thought that it 
would be beneficial to have information available on the internet that would better 
inform the general public about the issue, i.e., health effects and what they can do 
to safe guard their own health. In this regard, the language used in the article is 
focused on the fact that Health Canada does not know very much about how it 
acts on the brain and the body and thus does not recommend that people use it. 

Is it normal to include information with respect to the status in other 
countries in an IYH article? (as written it seems to generate more questions 
than provide answers) 

The information regarding the status of Salvia divinorum and its active ingredient 
salvinorin A in other countries was included as it pertains to one of the factors 
that Health Canada considers when assessing whether to add a substance to one of 
the schedules to the CDSA, i.e., international requirements and trends in 
controlling the substance. This information could however be removed from the 
document without disrupting the flow of the article ifthere are concerns with its 
inclusion. The content of the article has however already been approved by 
HPFB and so we would need to go back to them for approval if this type of 
revision were to be made. 

June 23, 2009 
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Denis 

Denis 
ArsenaultlHC-SClGClCA 

2Q09.11-3a 11 :03 AM, 

Denis Arsenault 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

ee 

bee 

Subject Fw: IYH - Salvia D 

Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires, 
Office of Controlled Substances I Bureau des substances contrOlees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Teleropieur: (613) 946-0125 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
- FOlWarded by Denis ArsenaultlHC-SC/GC/CA on 2009-11-30 11 :02 AM -

Lisa MacKayIHC-SClGClCA 
2009-11-30 09:38 AM To Bronwyn ClineIHC-SC/GC/CA@HWC 

Hello, 

Here is the original proposal: 

it 
Proposed Article IYH SaJvie.O.wpd 

ee Denis ArsenaultlHC-SC/GC/CA@HWC 

Subject Re: Fw: IYH - Salvia D~ 

FYI: the request for prodUCing this article originally came from the drug program at HECSB. Also this 
article has been approved up to ADM level at HPFB. 

Thank you, 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Public Affairs Division I Division des affaires publiques 
Public Affairs, Consultation and Communications Branchl Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Fax 613.952.8644 
Lisa_Mackay@hc-sc.gc.ca 

Bronwyn Cline/HC-SC/GC/CA 

Bronwyn CllneJHC-SC/GC/CA 
To Denis ArsenaultlHC-8C/GC/CA@HWC 
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2009-11-27 04:47PM cc Lisa MacKay/HC-SC/GC/CA@HWC 

Subject Fw: IYH - Salvia D 

Hi Denis, 

I don't have the rationale/proposal - Lisa, can you provide these? - but below are the rest of the docs you 
need. Jodi also has the scanned copy of the article with Paul's comments. 

Thanks, 

Bronwyn Cline 
Communications Officer I Agente des communications 

613-941-2511 I facsimile / telecopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada I 269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada I 269 ave Laurier Ottawa ON K1A OK9 
Government of Canada I Gouvernement du Canada 
---- Forwarded by Bronwyn Cline/HC-SC/GC/CA on 2009-11-27 04:45 PM -----

Bronwyn 
Cline/HC-SC/GC/CA To Jodi Brown/HC-SC/GC/CA 

2009-11-26 11: 13 AM cc Diane Allan/HC-SC/GC/CA@HWC 

Subject IYH - Salvia D 

Hi Jodi, 

I spoke to Hayden about this article, and I understand that Cathy and Paul had a bilat to discuss changes. 
Hayden asked me to re-send you the article, and I'm also attaching the last media lines I could find - once 
we know what needs to be changed in the article, we'll update the lines if necessary, and send back to 
ADMO as a package: 

IYH . Salvia divinorum_8 June 2S.wpd Apps Slip DG&.6.DM HECS Salvia May200S.wpd Salvia ML v.7 April200S.doc 

Thanks! 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile / telecopieur 613-948-8085 
bronwyn_ C/ine@hc-sc.gc.ca 
Health Canada 1 269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada I Gouvernement du Canada 
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'" Suzanne 
~.~ DesjardlnsIHC-SClGClCA 

~ 200!J;.12-<l1 03:07 PM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Denis ArsenaultlHC-SC/GC/CA@HWC, Diane 
AllanlHC-SC/GC/CA@HWC, Jocelyn 
KulalHC-SC/GC/CA@HWC 

bee 

Subject Re: Fw: Salvia D - IYH~ 

HistOrY: ~'. This message has been replied to~ 

Thank you Cheryl, looks excellent to me. 

I only have minor suggestion on your last sentence: 

It may also be worth pointing out that should further information like this on the extent of abuse 
in Canada and/or regarding its health impacts or addictive potential come to light, there is 
nothing impeding Health Canada from moving to propose the inclusion of one of the Schedules 
to the CDSA in the future. 

Suzanne 
Cheryl Tremblay/HC-SC/GC/CA 

Cheryl 
Trembiay/HC-SClGClCA 

2009-12-01 09:51 AM 

Hi Suzanne, 

To Suzanne DesjardinslHC-SC/GC/CA@HWC 

cc Diane A1lanlHC-SC/GC/CA@HWC, Jocelyn 
KulalHC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC 

Subject Re: Fw: Salvia D - IYHl]) 

Further to the emails that were circulating late last week regarding the IYH on Salvia, please find attached 
our response to Paul's comments concerning the rationale for the development of this article for your 
review and comments. 

[attachment "Response to ADM Comments on Salvia IYH Dec 1 2009.doc" deleted by Suzanne 
DesjardinslHC-SC/GC/CAJ 

Thanks, 
Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances contrOlees 
Controlled Substances and Tobacco Directorate I Direction des substances contrOlees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

Jocelyn Kula/HC-SC/GC/CA 

Jocelyn KulaIHC-SClGClCA 
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'<O\..~d... 

Salvia divinorum ~('). 

~.~~~ The Issue 
.::s:::oR-\"~ l~~ 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorunz (s. divinorum) for its ability to produce hallucinations. Certain 
Web sites are also promoting the llse of S. divinorum as a "legal" alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Health Canada recommends that you avoid using this substance because very little is known 
about the damage it may cause to the body, including the brain. There is also no way to predict 
how it will affect you with each use. 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 

(' .' "-- _~ ~ ___ ..st'~' ..... -s~' ......... ~-
The leaves of this plant have been used traditionally\y the Mazatec Indians in Mexico for mrnyF~~ 
years. TradjtiQnal'J~e involves chewing the leaves or using them to mah~ a tea for medicinal 
I2urppses (~!., to tt~t such conditions as headashe or stomach :Ipse!}, or to induce a 'Tmystical" 
~llJcinogeliic expenence tor Spl~ltual purposes. -- <---.b. ~ .. ~ ~r-..oo\-~ 

s.~~ ... 
Products that claim to contain S. divinorul11 - or its main active ingredient, salvinorin A - are ~ 
widely available on the Internet and are sold in various "head shops" and natural food stores. The ~ 
products are sold in a number of formats, including seeds and plant cuttings for growing ~-\-

purposes. Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid ~ .... \. 
preparations are also available. \ ~c::.c;\ :~~ 

~~ 
Risks of Using Salvia divinorum ~~ 

~~ 
S. divinorum's effects, which vary from person to person, are often described as unpleasant and ~ 
may include the following: ~ ,""\--~ 

hallucinations; \" .... :;::::::.'t:. 
dysphoria (feeling unwell, uneasy or unhappy); ~~~~"c::L\.~ 
out-of-body experiences; 
uncontrollable laughter; 
loss of consciousness; 

• short-term memory loss; 
• lack of physical coordination; 

slurred speech and awkward sentence patterns. 

There is no way to predict what etTect this substance may have on you. In addition, the effects 
may differ f1'om one use to the next, depending on factors such as: 
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the potency of the product; 
how much is used; 
the purity of the product (it may be mixed with other substances); 
how it is taken (e.g., chewed, swallowed or smoked); 
the user's mood and expectations. 

A major concern about S. divinorum is ~that there have only been a few scientific studies 
about the way it affects the body and the brain. Scientists know which brain receptors are targeted 
by the active ingredient, salvinorin A, but very little is known about the following: 
• how it affects the brain overall, including whether there are any long-tenn effects or 

permanent damage; 
• how it interacts with other substances, including other dmgs, natural health products and 

alcohol. 

The information regarding physical dependence or addiction to S. divinorum is unclear, although 
it appears the potential for either is low. 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal dmgs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also,' remember that just because a dmg is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, S. divinorum meets the definition of a "natural health product" 
(NHP) under Health Canada's Natural Health Products Regulations. However, no NHPs 
containing this substance have been approved for sale in Canada. This means that products 
claiming to contain S. divinorum have not been reviewed by Health Canada for safety, efficacy or 
quality. As such, they ~ counterfeit or contain other ingredients that pose risks to health, 
and consumers shoul~e "buyer beware" principle. 

ar::D~ 
Natural health products that'Mlve been reviewed and approved by Health Canada are labelled with 
one of the following: 
• a Natural Product Number (NPN); or 

a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divillorum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one of the Schedules to 
the CDSA, Health Canada considers the following factors: 

international requirements and trends in controlling the substance; 
similarity to other substances already regulated under the CDSA; 
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whether there may be legitimate uses of the substance (e.g., potential health benefits, use 
in manufacturing, etc.); 
the potential for abuse and the risk of addiction associated with the substance; 
the extent of actual abuse of the substance in Canada and elsewhere; 
overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine 
whether regulation under the CDSA is the best option to manage the potential risks. Questions 
about the use of S. divinorum have been included in the 2008-2009 Youth Smoking Survey, the 
2009 Canadian Alcohol and Dmg Use Monitoring Survey and the 2009 Ontario Student Dmg Use 
and Health Survey (OSDUHS). The results from the 2009 OSDUHS were published on 
November 18,2009 and indicate that among responding students in Ontario in 2009, 4.4% 
reported using Salvia divinorum at least once in the past year. Data like this, and that from the two 
national surveys which will be available in 2010, will help fill some of these information gaps and 
contribute to future decisions that Health Canada may make about this plant and its active 
ingredient. See the Need More Info? section below for more information on the surveys that are 
collecting information about Salvia divinorum use in Canada and for more detailed findings from 
the 2009 OSDUHS. 

In Other Countries 
Several countries (e.g., Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of S. divinorum and/or 
salvinorin A. In the United States, S. divinorum and salvinorin A are not regulated under the 
Controlled Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, 
while others have placed restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divino rum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Reporting Adverse Reactions 

You can report any adverse reactions to the Canada Vigilance Program by one of the following 
three ways: 
!.; <,.:" in l)llli!1(~ at the J\itlJ i L~D~l:.tl.~~~jlIl~!dlL>'v'~iL'iil~ 
Call toll-free at 1-866-234-2345 
Complete a ('UjFLiliL~: igj1~lD.l:.~.K\?'llortjnKfr2IJll and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
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AL 070IC 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the !1\l~lagepajdJabel from the 'vkdEn~cLI M(';lna<i,! \hh sitL'. The 
Clll;lcl_;LYi2jjJJrlc~!<~jI()rIJD.'.U~UJl and the adverse reaction reporting guidelines may also be obtained 
via this Web site. 

Need More Info? 

For information about the Government of Canada's Anti-Drug Strategy, go to: 
http://www.nationalantidrugstrategy.gc.ca/. The Prevention section on this site has a number of 
helpful resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if 
Your Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.ca/dhp-mps/prodnaturlindex-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.ca/ysssite app/controllerlindex.cfm and 

The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: http://www.hc-sc.gc.ca/hl
vs/drug-drogues/cadums-esccad-eng.php 

The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.net/Research/osdus.html 

Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoi.gov/drugsconcern/salviad/salviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www .oas.sambsa. gov12k8/hallucinogens/hallucinogens. pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.ca/h 1-vsli yb-vsv !index -eng.php 
http://www.hc-sc.gc.ca/engl ishliyhlindex. html 
You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2009 

Catalogue# 
ISBN# 
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Cheryl 
TremblaylHC-SClGCICA 

To Diane AllanlHC-SC/GC/CA@HWC, Patricia 
RapoldlHC-SC/GC/CA@HWC 

200g;.12~1 03:16 PM cc Jocelyn KulalHC-SC/GC/CA@HWC, Suzanne 
DesjardinslHC-SClGC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC 

bee 

Subject Re: Fw: Salvia 0 - IYH 

Hi Diane/Patricia, 

Here are the documents pertaining to the IYH on Salvia. The development of this article was initiated 
following a series of HPFB and HECSB DG-Ievel discussions in 2007-2008 about the lack of data 
regarding Salvia and the departments obligation to address ongoing media interest and public/law 
enforcement enquiries. Both branches agreed that an IYH article was an option because it aims to provide 
the general public with information about an issue and/or influence behaviour, which in this case, would 
be the reduced use of Sa/via divinorum for its hallucinogenic properties. 

I spoke with Lisa Mackay (IYH Project Manager) regarding who signed off on the proposal and while we 
did have an opportunity to provide input on the proposal itself, she mentioned that proposals for IYH 
articles rarely seek formal approvals. I have attached the email from Lisa Holmes (Senior 
Communications Advisor, PACRB) requesting the article below. I have also attached the Approval Slips 
for the articie itself from both HECSB and HPFB. FYI the article has been approved up to ADM level at 
HPFB. 

Response to ADM's Questions 

~* .. 1:!tJ 
Retpcneto ADM CormIIns on Salvia IYH Dec 1 2009.dac 

Final Rationale/Proposal 

g 
Proposed Article IYH SaMa-O.wpd 

Approval Slips for ArtIcle Itself (i.e. not proposal) 

... SIp OG&AOM HeCS SaMa May2009.wpd Apps slip DG&AOM HPFB Salvia May2009.wpd 

Media Lines 

These are the most recent media lines on Sa/via provided by comms. They have not been formally 
approved. We provided additional comments after the discussions that came out of the drafting of the /YH 
but comms was holding off on imputing our comments until they knew what needed to be changed in the 
IYH article, so they could update the media lines as necessary and send the IYH and media lines back to 
ADMO as a package. I have attached our comments on the lines below as well. 

Salvia Ml v.7 ~ 2009.doc Salvia Ml v.7 ~ 2009_CSTD Comments At IYH.doc 

Previous Response to Paul's Comments on the IYH 
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Why would we do an It's Your Health if we say we have insufficient evidence to 
regulate it (i.e. why do we have enough information about the health impacts yet 
aren't acting to regulate)? 

INPUT 1 

In light of the considerations and analysis above, it is recommended that neither Salvia 
divinorum nor its main active ingredient, salvinorin A, be scheduled under the CDSA at 
this time as they do not meet the established criteria for scheduling as follows: 

• S. divinorum and salvinorin A are not structurally similar or even 
pharmacologically similar to other substances included in the schedules to the 
CDSA. 

• The abuse liability and potential for dependence of S. divinorum is not known as 
very few controlled scientific studies of the physical and psychotropic effects of 
S. divinorum have been carried out on humans. More controlled systematic 
research in this area is needed. 

• Effects are known to be short-lived and no long term studies of cumulative use 
have been conducted. 

• Health Canada has only received a limited number of communications regarding 
Salvia divinorum from law enforcement agencies, and none of these have advised 
that the use of Salvia divinorum poses any particular threat to public safety. 

• Prohibition under the CDSA may add unnecessary burden to policing and justice 
systems. 

• Imprisoning individuals using or trafficking Salvia may aggravate an already 
swelling prison system. 

• Evidence of a risk to public health and safety is anecdotal in nature and not 
quantified in any way as there is a lack of information regarding usage in Canada. 

It is therefore recommended that educational materials be published in order to reduce the 
potential health and safety risks associated with this substance and its active ingredient. 

I 

) 

INPUT 2 

• Why IYH? Instrument choice (enterprise risk) change public behaviour before 
moving to prohibition; no incidence data outside of Ontario 

• there are now recent data on the prevalence of salvia that were just released in the 
Ontario student drug use survey (6% of students reported having used it at least 
once, rate higher than for ecstasy) . Bruna is preparing a short article for CMAJ 
with more details on it. 
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Its Your Health 
Proposed Article 

It's Your Health articles answer frequently asked questions from the general public and provide 
health protection advice. Each IYH article is roughly 2 pages long, with a grade 8 to 10 
"readability" level. The target audience is the general public, and plain language is used 
whenever possible. Links to detailed technical or scientific information can be provided in the 
"Need More Info?" section. These publications are distributed to: doctors and their clients, 
teachers and students, magazine editors and their subscribers, other federal and provincial 
departments, private firms, Health Canada and Public Health Agency of Canada employees. This 
publication is also posted on Health Canada and PHACs official Web sites. 

Author and Date of Proposal - Lisa Holmes - October 17, 2008 

Proposed Title - Salvia divinorum 

The Issue - Salvia Divinorum is a species of sage which belongs to the mint family. It is found 
in the form of dried leaves, extract and plant cuttings. Salvia Divinorum, also known as 
"diviner's sage" and/or "magic mint ", is chewed or smoked and can induce illusions and 
hallucinations. 

Salvia Divinorum continues to attract moderate media attention. It will be beneficial to have an 
It's Your Health article available on the internet so that the general public can be better 
informed about the issue, and so that reporters can refer to this article, should they have 
questions about the issue. . 

Health Canada's Role - There are no regulations or laws prohibiting the possession, use or 
sale of Salvia divinorum in Canada. While many countries across the globe have prohibited 
Salvia, it remains legal in Canada. Health Canada is currently exploring our options for 
prohibiting Salvia in Canada. 

Why is this article needed and why It's Your Health? - The target audience is the 
general public. It's Your Health is a good vehicle to use to inform individuals about Salvia 
because the articles are written in plain language and are easily understood by the vast majority 
of Canadians. 

Are other communications products being considered, will they be used ?
Media lines. 

Is there a deadline for producing the IYH article - While it is not part of a larger 
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announcement, it would be beneficial to have this article produced and posted as soon as 
possible, as there continues to be media attention and public interest on the issue. 

Who in the department needs to provide input and who would be the lead 
contact? - Andrew Adams, Director, Drug Analysis Services, HECS; Ranjan Bose, Manager, 
Marketed Biologicals, Biotechnology and Natural Health Products Bureau, Marketed Health 
Products Directorate, and Dr. Helmi Hussien, A/Director, Bureau of Clinical Trials and Health 
Sciences, Natural Health Products Directorate, HPFB. . 

Who in the department or outside of the department should approve this 
article? - Health Canada only. 

Is there a plan for Stakeholder invlovement or dissemination when article is 
completed?: No stakeholder plan - we will refer media to this article. 

If you have any questions regarding this form please contact your Branch or Regional contact 
listed below: 

HECSB 
Judy Froome 
Lisa Brinston 

PHAC 
Julie Rivard 

QUEBEC Region 
Caroline Hares 

MANITOBAISASKATCHEW AN Region 
Adele Novak 

BC Region 
Erik Bruns 

IYH Publisher 
Alastair Sinclair 

FNIHB 
Mary Hand 

HPFB 
Blossom Leung 

ATLANTIC Region 
Eleanor Cameron 

Ontario Region 
Debbie Paine 

ALBERTA Region 
Therese Little 

IYHManager 
Lisa Mackay 

IYH Editor 
Sally Fletcher 
Sean Upton 
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It's Your Health 
(A Health Canada Publication) 

Comments • Commentaires 

It's Your Health articles answer frequently asked questions from the general public and provide health 
protection advice. These publications are distributed to: doctors and their clients, teachers and students, 
magazine editors and their subscribers, other federal and provincial departments, private firms, and 
Health Canada employees. This publication is also posted on the Health Canada official Web site. 
Subject. Sujet: 

Approval deadline Echeance d'approbation 

Salvia divino rum June 12, 2009 

Branch: HECSB Comm: Judy Froome/Christine Roush 

Coordinator: Lisa Mackay 954-0105 Writer: Sue Lumsden 

Program Contacts: Jocelyn Kula, Cheryl Tremblay and Brittany Sauve 

Approvals Signing Authority Signature Date 
Approbations Autorise par 

1. Programme Director Diane Allan Email June 10,2009 

2. Director General Cathy A. Sabiston Email June 15, 2009 

3. HECSB Kathleen Malone Signature June 16,2009 
Communications Exec 

4. ADM Paul Glover 

5. Risk Kathy Howard 
Communications 

Please return to • Veuillez retourner a : Room. Piece: 
Lisa Mackay 1273DBC 
954-0105 FAX: 952-8644 
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It's Your Health 
(A Health Canada/Public Health Agency Publication) 

. Comments • Commentaires 

It's Your Health articles answer frequently asked questions from the general public and provide health 
protection and promotion advice. The articles are distributed to: doctors and their clients, teachers and 
students, magazine editors and their subscribers, other federal and provincial departments, private firms, 
and Health Canada/Public Health Agency of Canada employees. This publication is also posted on the 
Health Canada and Public Health Agency Web sites. 

Subject. Sujet: 
Approval deadline Echeance d'approbation 

Salvia divino rum June 12, 2009 

Branch: HPFB Comm Contact: Blossom Leung 948-7799 

Coordinator: Lisa Mackay 954-0105 Writer: Sue Lumsden 

Program Contact: Valerie Hurry (NHPD), and Robert Leitch and Mano Murty (MHPD) 

Approvals Signing Authority Signature Date 
Approbations Autorise par 

1. Programme Director Robin Maries Approved June 1,2009 

2. Programme Director DucVu , Approved June 1,2009 

3. Programme DG Michelle Boudreau Approved June 1,2009 

4. Programme DG Chris Turner Approved June 4,2009 

4. Communications Jennifer Peddle for Ken Approved June 4,2009 
Executive Polk 

5. ADM Meena Ballentyne Approved June 5, 2009 

6. Risk/Crisis Kathy Howard 
Communications 

Please return to • Veuillez retourner it : Room. Piece: 
Lisa Mackay 1277D Be 
954-0105 FAX: 952-8644 000462 



DRAFT 
April 7, 2009 

Issue 

Media Lines 
Regulatory Control of Salvia Divinorum 

Since 2006, Health Canada has observed a steady increase in the amount of media 
interest regarding the availability of Salvia divinorum on the Canadian market. Health 
Canada has also received a number of enquiries from various municipalities and members 
of the public asking why Health Canada has not taken steps to control the availability of 
Salvia divinorum, particularly given reports from scientific and media sources suggesting 
that Salvia divinorum is being used by adolescents and young adults specifically for its 
hallucinogenic properties. 

Key Messages: 

• Health Canada continues to collect relevant information about Salvia divinorum 
and its active ingredient, Salvinorin A, from both national and international sources 
in order to determine what, if any, regulatory controls are needed. 

• While the media have reported that use of Salvia divinorum is on the rise in certain 
parts of the country, Health Canada does not currently have statistics on its use 
across the Canadian population. ' 

• Health Canada is taking steps to address this lack of data. Questions regarding the 
use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. A general open
ended question about the use of other substances was also been included in the 
2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
Salvinorin A, are controlled under the Controlled Drugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and 
South Korea) have placed controls on the import and/or sale of Salvia divinorum. 
Although some individual U.S. states have implemented laws restricting its use, 
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sale and/or distribution, Salvia divinorum is not federally regulated under the 
Controlled Substances Act in the United States. 

• Salvia divinorum, when associated with health claims, could meet the definition of 
a natural health product under the Natural Health Product Regulations (NHPR). 
This means that Salvia products that are not in compliance with the NHPR may be 
subject to compliance and enforcement actions. 

• . As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divinorum products. 

If asked for specifics on when the survey data will be available: 

• Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available 
in summer 2009, while the results of the Youth Smoking Survey and the Ontario 
Student Drug Use and Health Survey likely will not be available until 2010. 

Questions and Answers 

QI-IfHealth Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
Al - Very few controlled scientific studies of the physical and psychotropic effects of 
Salvia divinorum on humans have been carried out, and using these studies to predict the 
potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none of these has advised that the use of 
Salvia divinorum poses any particular threat to public safety. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 
A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packag~d, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 
A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Product Regulations and/or are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. An import target for 
products with Salvia divinorum has already been placed with Canada Border Services 
Agency. 
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Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
A4 - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• International requirements and trends in control and scheduling; 
• Chemical and pharmacological similarity to other substances already scheduled 

under the CDSA; 
• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Abuse liability and addiction potential of the substance; 
• Extent of actual abuse and misuse of the substance in Canada and internationally; 

and 
• Overall risk to public health and safety posed by the substance. 

Health Canada has only anecdotal information about the last three of the above
mentioned factors, and thus is not yet convinced that the controls imposed by the CDSA 
are an appropriate strategy for managing the risks associated with the use of Salvia 
divinorum. 

Health Canada will, however, continue to collect and consider information regarding 
Salvia divinorum as it becomes available. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
AS -SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 
A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are not adequate to characterize the 
risk to the general population. These data cannot be used to determine incidence of use in 
the general population, as Health Canada does not have any information about the 
number of individuals using or who have used Salvia divinorum. 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are often described as 
unpleasant. 
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The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 
from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 
• 1.8 million persons aged 12 or older used Salvia divinorum at least once in their 

lifetime, and approximately 750,000 did so in the past year. 
• Use was more common among young adults (18 to 25 years old) as opposed to 

older adults (>26 years of age). 
• Young adults were three times more likely than youths aged 12 to 17 to have used 

Salvia divinorum in the past year. 
• Use was more common in males than females. 

Salvia divinorum is widely advertised and promoted on the Internet as a "legal" 
alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique. Salvia divinorum does not appear to cause 
the euphoria often associated with other psychoactive drugs, so many people who try it 
do not repeat the experience. 

Prepared by: Cheryl Tremblay, Policy and Regulatory Affairs Division, DSCSD 
Stephanie Mitchell, Communications Advisor (HECSB) 
Darrin Denne, Communications Officer (HPFB) 

Reviewed by: Mano Murty (MHPD - March 11,2009) 

Approved by : 
Approved 

Approved 
Approved 
Approved 
Approved 
Approved 
Approved 
Pending 
Pending 

Pending 
Pending 
Pending 

Pending 
Pending 
Pending 

Andrew Adams, Director, OCS, DSCSD (March 1 st, 2009) 
Nancy Richards, Director, Bureau of Policy and Regulatory Affairs, NHPD 
(January 23, 2009) 
Due Vu, Director, Marketed Biologics, Biotechnology and Natural Health 
Products Bureau, MHPD (February 3,2009) 

Cathy Sabiston, DG, TDD, HECS (April 7,2009) 
Chris Turner, DG, MHPD (March 13, 2009) 
Michelle Boudreau, DG, NHPD (March 19,2009) 
Sharon Mullins, AlDG, HPFBI (April 3, 2009) 
Ken Polk, Communications Executive, HPFB (April 3, 2009) 
Kathleen Malone, Senior Media Relations, PACCB (April 7,2009) 
Warren Braun, Director, Strategic Communications, PACCB 
Peter Yendall, Director, Public Affairs, P ACCB 

Paul Glover, ADM, HECSB 
Meena Ballantyne, ADM, HPFB 
Anne Lamar, ADM, PACCB 

DMO 
MO 
PCO 
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DRAFT 
April 7, 2009 

Issue 

Media Lines 
Regulatory Control of Salvia Divinorum 

Since 2006, Health Canada has noted ongoing.J:l1_~~~~#~~~~~~!}~g~_clj~K~c?_~Y.~n~~tlt~L'?L_/--
Salvia divinorum on the Canadian market. Health Canada has also received a number of 
enquiries from various municipalities and members of the public asking why Health 
Canada has not taken steps to control the availability of Salvia divinorum, particularly 
given reports from scientific and media sources suggesting that Salvia divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. 

Key Messages: 

Deleted: observed a steady 
increase in the amount of 

Health Canada continues to collect and consider j!!f()~~~~()_f?_!,!~_O_tl~§~?yj!? ________ mm ____ /-- Deleted: relevant 

divinorum and its active ingredient, ~~Y.i_f?~~j~_~, __ ~~~_~~!h_!!~~j~!!~I..~~ __________________ --_---- \...D_e_le_t_ed_:_s _____ --' 
international sources in order to determine what, if any, regulatory controls are 
needed. 

• While the media have reported that use of Salvia divinorum is on the rise in certain 
parts of the country, Health Canada does not currently have statistics on its use 
across the Canadian population. 

• Health Canada is taking steps to address this lack of data. Questions regarding the 
use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Canadian Alcohol and,p!.l:lgg~~M()1:1j~~ri~&~~t:!y:_~m ________ <----- Deleted: Ontario Student 

general open-ended question about the use of other substances was also been - Deleted: and Health 

included in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• In Canada, neither the herb Salvia divino rum nor its main active ingredient, 

~~J!'!!!~~~!!!~!_~~t:!_!.C?8.H!~t_~~_~f?_cl~~_~C? __ 9f!_'!!!f!Hl!4_p.~gs._~1}_4.!j'!:~s.!~'!:~_l!~_!!_c::! _______________ ,:----- >=De=le=t=ed=:=s=======< 
(CDSA). Deleted: controlled 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and 
South Korea) have placed controls on the import and/or sale of Salvia divinorum 
and/or salvinorin A. Although some individual U.S. states have implemented laws 
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restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A ar~ ________ -----{~De_le_te_d_: _is _____ __ 

not federally regulated under the Controlled Substances Act in the United States. 

I. Salvia divinorum~~_~!~~h-~A~t}!?-!~j~!!_~(~_!!~~l:l~~JJ~~~}~hJ)~~~l:l_~!_~!!<:l:~~_ftl~N~~~~~? ___ ------- ~e~\:~~:~~~~:I~sOciated with 

Health Product Regulations (NHPR). This means that Salvia products that are not 
in compliance with the NHPR may be subject to compliance and enforcement 
actions. 

• As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divinorum products. 

If asked for specifics on when the survey data will be available: 

• Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available 
in summer 2009, while the results of the Youth Smoking Survey and the Canadian 
Alcohol an<\~~g_Y~~_M~!!~~~~~!!g_:';~~~l'_V_}(_~!l'_~DJ_!?-~!_~~_~y:~j}~~~~_!!!!m}9JQ: _____ <:/- Deleted: Ontario Student 

Questions and Answers 

QI- If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
Al - Very few controlled scientific studies of the physical and psychotropic effects of 
Salvia divinorum on humans have been carried out, and using these studies to predict the 
potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none of these has advised that the use of 
Salvia divinorum poses any particular threat to public safety. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 
A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 
A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Product Regulations and/or are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. An import target for 

-, Deleted: and Health 

products containing,.§~!~~q_!!!~~1Jf?!~'!!_h~_~J~~~~l'_~~~_l?-_~!~~~~_~j~h_g_~~_~_~~~~~_r _____________ ------{,-De_le_te_d_:_w_ith ____ ~ 
Services Agency. 
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Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
A4 - Health Canada considers several factors in detennining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

I 
. International requirements and trends inle_SH!~~<?JX~~:l5~!i;m ____ m ____ m ______ m_m ____ m_':----- >=De=le=te=d=:=co=n=tro=1 =====< 

Chemical and phannacological similarity to other substances already regulate<i __ m_ ----. Deleted: and scheduling 

under the CDSA; - >=De=le=te=d=:=sc=he=d=ule=d====< 

Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
I . Potential for $~~~~~_rt~_~_~f~<l~j~!!~~_~~_~~(;j~!~.~_~!h~~_~_':l!?~_~~(;_~; ___ m ____ m_. ____ ':--/ >=De=le=te=d=:=A======< 

Extent of actual abuseJ?_tt.~~_~~!?~5_~(;_ej~_g~_~~:l __ ~~AJ?5_~~~!~<?_J?~!!X~_~~ ______________ ,'.':::.-. >=De=le=te=d=:=lia=b=ili=IY=====< 

Overall risk to public health and safety posed by the substance. ""<, >=De=le=te=d=:.;.,po=te=nl=ia=1 o=f=====< 

Health Canada has only anecdotal infonnation about the last three of the above
mentioned factors, and thus is not yet convinced that the controls imposed by the CDSA 
are an appropriate strategy for managing the risks associated with the use of Salvia 
divinorum. The survey results from the 2008-2009 Youth Smoking Survey and the 2009 
Canadian Alcohol and Drug Use Monitoring Survey will help fill some of the 
infonnation gaps. The data, however, will not likely be available until 2010. In the 

Deleted: and misuse 

interim, Health Canada will.E<?~!~~~~J.<?_~<?JA~~~_~~_(;.<?~~_i_~~~_!~f~~~tj_<?~_~~g~~j~g§q!)J!~_/----{ Deleted: , however, 

divinorum as it becomes available. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
A5 -SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 
A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are not adequate to characterize the 
risk to the general population. These data cannot be used to detennine incidence of use in 
the general population, as Health Canada does not have any infonnation about the 
number of individuals using or who have used Salvia divinorum. 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, dysphoria, out-of-body experiences, unconsciousness 
and short-tenn memory loss. The effects, which vary from person to person, are often 
described as unpleasant. 
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The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 
from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 

I • 1.8 million persons aged 12 or older have used Salvia divinorum at least once in 
their lifetime, and approximately 750,000 did so in the past year. 
Use was more common among young adults (18 to 25 years old) as opposed to 
older adults (>26 years of age). 
Young adults were three times more likely than youths aged 12 to 17 to have used 
Salvia divinorum in the past year. 
Use was more common in males than females. 

Salvia divinorum is widely advertised and promoted on the Internet and sold in various 
"head shops" and natural food stores as a "legal" alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum 
resemble tho~e induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique. _------

~----------------------------------------------------------------
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(January 23, 2009) 
Duc Vu, Director, Marketed Biologics, Biotechnology and Natural Health 
Products Bureau, MHPD (February 3, 2009) 

Cathy Sabiston, DG, TDD, HECS (April 7, 2009) 
Chris Turner, DG, MHPD (March 13, 2009) 
Michelle Boudreau, DG, NHPD (March 19,2009) 
Sharon Mullins, NDG, HPFBI (April 3, 2009) 
Ken Polk, Communications Executive, HPFB (April 3, 2009) 
Kathleen Malone, Senior Media Relations, P ACCB (April 7, 2009) 
Warren Braun, Director, Strategic Communications, PACCB 
Peter Yendall, Director, Public Affairs, P ACCB 

Paul Glover, ADM, HECSB 
Meena Ballantyne, ADM, HPFB 
Anne Lamar, ADM, P ACCB 

DMO 
MO 
PCO 
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Let me know if you need anything else. 

Thanks, 
Cheryl 

Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances contra lees 
Controlled Substances and Tobacco Directorate I Direction des substances contralees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 
- Forwarded by Lisa MacKay/HC-SC/GC/CA on 2009-11-30 11:15AM-

~.. ", Lisa HolmeslHC-SC/GC/CA 
~ ,. 2008-10-16 05:07 PM To Lisa MacKay/HC-SC/GC/CA@HWC 

•• • 

Hi Lisa, 

cc Darrin Denne/HC-SC/GC/CA@HWC 

Subject It's Your Health re: Salvia 

The drug group here at HECS would like to have an It's Your Health article written on Salvia. How do we 
proceed with scheduling a meeting with one of the writers? 

Darrin, I'm copying you as well since HPFB will have to take part in this meeting too. 

Thanks! 
Lisa 

Lisa Holmes 
Senior Communications Advisor I Conseillere principale en communications 
PACRBIDGAPCR 
Strategic Communications Directorate I Direction des communications strategiques 
Health Canada I Sante Canada 
T: (613) 957-3431 
F: (613) 948-8085 
C: (613) 601-0215 

Suzanne Desjardins/HC-SC/GC/CA 

Diane Allan/HC-SC/GC/CA 

Diane Allan/HC-SC/GC/CA 

2009-11-27 02:41 PM To CheryI.Tremblay@hc-sc.gc.ca, "Suzanne Desjardins" 
<Suzanne.Desjardins@hc-sc.gc.ca> 

cc "Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca>, "Denis 
Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Mrs. Patricia 
Rapold" <Patricia.Rapold@hc-sc.gc.ca>, "Stephanie Szick" 
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Please help. 
Stephanie Szick 

----- Original Message ----
From: Stephanie Szick 

<stephanie.szick@hc-sc.gc.ca> 
Subject Fw: Salvia 0 - IYH 

Sent: 2009-11-27 02:29 PM EST 
To: Diane Allan; Patricia Rapold 
Cc: Jodi Brown; Kimberly Sorfleet; Arafo Talane; Carmen Berube 
Subject: Salvia D - IYH 

Hi Diane and Patricia, 

Long trail below on this. In short, the Salvia D article is with Paul for his sign-off .... he would like clarity on 
the following: 

• Why would we do an it's your health if we say we have insufficient evidence to regulate it? i.e Why 
do we have enough about the health impacts yet aren't acting to regulate? 

I've attempted to reply to some of this in my email below to Cathy .... 

Per my email below, can your shop touch base with comms on this, as these articles are pretty much 
comms-Ied and implemented, and let us know by next week. 

Clarification in an email is fine, please attach/include from comms the final rationale/proposal (with 
confirmation of who signed off), and the last version of the article, as well as any formal/approved media 
lines on the issue. 

Deadline to DGC - next Wednesday, December 2, noon 

Kim - please note for BF. 

Thanks very much, 

Stephanie 

-- Forwarded by Stephanie SzickfHC-SC/GC/CA on 2009-11-27 02:21 PM

Hi Cathy, 

Stephanie 
SzicklHC-SC/GC/CA 

2009-11-2702:21 PM 
To Cathy A Sabiston/HC-SC/GC/CA 

cc Jodi Brown/HC-SC/GC/CA@HWC, Kimberly 
SorfleetlHC-SC/GC/CA@HWC 

Subject Re: Salvia D~ 

Pasted here is what was originally provided as rationale in the proposal for the Salvia D article ..... keeping 
in mind IYH articles are comms products. I will ask Diane's shop to touch base also with comms to confirm 
what final approved rationale was -- the key was the both HECSB and HPFB were both onside with this 
idea - consensus. I think Paul actually approved the proposal and rationale. Comms should be able to 
provide more clarity. 

000472 



The purpose of the article is information, including around current HC role .... the dept. receives the same 
media Qs over and over on this issue and an IYH would be something to point reporters to, rather than the 
scramble to gather replies and get approvals across HECSB and HPFB. The article is just more efficient -
it's approved across the two branches good to go. 

THE ISSUE - Salvia Divinorum is a species of sage which belongs to the mint 
family. It is found in the form of dried leaves, extract and plant cuttings. Salvia 
Divinorum, also known as "diviner's sage" and/or "magic mint", is chewed or 
smoked and can induce illusions and hallucinations. 

Salvia Divinorum continues to attract moderate media attention. It will be 
beneficial to have an It's Your Health article available on the internet so that the 
general public can be better informed about the issue, and so that reporters can 
refer to this article, should they have questions about the issue. 

HEALTH CANADA'S ROLE - There are no regulations or laws prohibiting the 
possession, use or sale of Salvia divinorum in Canada. While many countries 
across the globe have prohibited Salvia, it remains legal in Canada. Health 
Canada is currently exploring our options for prohibiting Salvia in Canada. 

WHY IS THIS ARTICLE NEEDED AND WHY IT'S YOUR HEAL TH?- The target 
audience is the general public. It's Your Health is a good vehicle to use to inform 
individuals about Salvia because the articles are written in plain language and are 
easily understood by the vast majority of Canadians. 

Cathy A Sabiston/HC-SC/GC/CA 

Cathy A 
Sabiston/HC-SC/GC/CA 

2009-11-27 01:43PM 

To Stephanie SzicklHC-SC/GC/CA@HWC, Jodi 
Brown/HC-SC/GC/CA@HWC 

cc Kimberly SorfleetlHC-SC/GC/CA@HWC 

Subject Salvia 0 

Paul's question is why wid we do an it's your health if we say we have insufficient evidence to regulate it? 
Ie why do we have enuff about the heallth impacts yet aren't acting to regulate 

Can you please ask diane to look into this - or whomever! 

Cas 
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,:. 
~':. 

',... Suzanne -.» DesJardlnsIHC-SC/GClCA 

~. 2009-12-0804:27 PM 

Thanks Cheryl, 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Carmen BerubelHC-SCJGCJCA@HWC, Diane 
AllanlHC-SC/GC/CA@HWC, Isabel 
ShanahanlHC-SC/GC/CA@HWC, Jocelyn 

bee 

5.19(1) 

Subject Re: Fw: 09-135999-128 - Action Request - REDIRECTED 
TO HECSB -, request re: Status of Salvia 
(Divinorum) in Canadal3 

I onlyhave ~few commen~;_,,, ____ ,_ r.t \~e:a:;=-_~C- t-;.-~~~yc.~-~ -----
- 2M1f ... :tIlIIJa~;1 s..~~S 

Suzanne 
Cheryl Tremblay/HC-SC/GC/CA 

.", ..... ,.,"' 

~ 
.. 

.. . 
.. .. .. 

... u· •• ·•• ..... 

Cheryl 
TremblaylHC-SClGC/CA 

2009-12-0804:06 PM 
To Suzanne DesjardinslHC-SC/GC/CA@HWC 

cc Carmen BerubeIHC-SC/GC/CA@HWC, Diane 
AIIanlHC-SC/GC/CA@HWC, Isabel 
ShanahanlHC-SC/GC/CA@HWC, Jocelyn 
KulalHC-SC/GC/CA@HWC 

Subject Re: Fw: 09-135999-128 - Action Request - REDIRECTED 

HI Suzanne, 

Here are the speaking points on Salvia for 
these are due in DGO tomorrow by 10:00am. 

TO HECSB . request re: Status of Salvia 
(Divinorum) in Canadal3 

for your review and approval. Please note that 

JK - These are saved under PRAD/Briefing Notes and Memosl2009 

[attachment "09-135999-128-TAlKING POINTS_MP Gord Brown_Salvia Divinorum_Dec 8 2009.wpd" 
deleted by Suzanne DesjardinslHC-SC/GC/CA] 

Thank you, 
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Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances controlees 
Controlled Substances and Tobacco Directorate I Direction des substances controlees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction genera Ie de la sante environnementale et 
de la securite consommateurs 
Health Canada I Sante Canada s.19( 1) 
Tel: (613) 954-6527 Fax: (613) 946-4224 

Jocelyn Kula/HC-SC/GC/CA 

Jocelyn Kula/HC-SC/GC/CA 
2Uag:-1T-ag-1Z:5Zl'M-~---------ToSuZanfle DesjafflinsfH€-se/eG/GA@HWG--~------ ... 

CC Cheryl Tremblay/HC-SC/GC/CA@HWC, Diane Allan, Isabel 
Shanahan, Carmen Berube 

Subject Re: Fw: 09-135999-128 - Action Request - REDIRECTED 

Thanks Suzanne, 

Cheryl is working on the speaking pOints for t 
today. 

TO HECSB - request re: Status of Salvia 
(Divinorum) in Canada~ 

right now, and we will send you a draft later 

Isabel- pis bring docket for 09-076902 to me when it comes in from DO 

JK 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Suzanne Desjardins/HC-SC/GC/CA 

'", Suzanne 
.~. ~~ Desjardins/HC-SC/GC/CA 

~. 2009-12-0811:10AM 

s.19(1) 

To Jocelyn Kula/HC-SC/GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC 

cc Annie Berube/HC-SC/GC/CA@HWC 

Subject Fw: 09-135999-128 - Action Request - REDIRECTED TO 
HECSB -- - . - request re: Status of Salvia 
(Divinorum) in Canada 

I just received another docket on Salvia (number 09-076902-986), which I am re-directing to you. The 
response you are preparing for the below request will likely only needed to be changed a bit to reply to it; 
again we will be pleased to provide input (HPFB input may also be needed?). 
Thanks 
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5.19(1) 
Suzanne 
----- Forwarded by Suzanne Desjardins/HC-SC/GC/CA on 2009-12-08 11 :08 AM ----

FYJ----

Kimberly 
SorfleetlHC-SC/GC/CA 

2009-12-0810:31 AM 

Kimberly Sorfleet 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc Suzanne Desjardins/HC-SC/GC/CA@HWC, Carmen 
Berube/HC-SC/GC/CA@HWC 

Subject Fw: 09-135999-128 - Action Request - REDIRECTED TO 
HECSB request re: Status of Salvia 
(Divino rum) in Canada 

Executive Assistant to the Director General / Adjointe Executive a la Directrice generale 
Controlled Substances & Tobacco Directorate {CST D) 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada / Sante Canada 
E-Mail: kimberly.sorfleet@hc-sc.gc.ca 
Tel: (613) 946-9316 Fax: (613) 946-6460 

----- Forwarded by Kimberly SorfleetlHC-SC/GC/CA on 2009-12-08 10:30 AM ---

" "'. Suzanne 
:Y#.~~. Desjardins/HC-SC/GC/CA 

~. 2009-12-0810:29 AM 

To Carmen Berube/HC-SC/GC/CA@HWC 

cc Diane Allan/HC-SC/GC/CA@HWC, Jodi 
Brown/HC-SC/GC/CA@HWC, Kimberly 
SorfleetlHC-SC/GC/CA@HWC, Manjula 
Biradar/HC-SC/GC/CA@HWC 

Subject Re: 09-135999-128 - Action Request - REDIRECTED TO 
HECSB . request re: Status of Salvia 
(Divinorum) in Canada13 

Please let Jocelyn know that we will provide input as requested. 
Thanks 
Suzanne 

Carmen 8erube/HC-SC/GC/CA 

Kimberly, 

Carmen 
Berube/HC-SC/GC/CA 

2009-12-08 10:22 AM 

To Kimberly SorfleetlHC-SC/GC/CA@HWC 

cc Diane Allan/HC-SC/GC/CA@HWC, Jodi 
Brown/HC-SC/GC/CA@HWC, Manjula 
Biradar/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC 

Subject Re: 09-135999-128 - Action Request - REDIRECTED TO 
HECSB request re: Status of Salvia 
(Divinorum) in CanadaLill 
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I am preparing a docket and will send it over to Jocelyn Kula, Manager of OCS PRAD to proceed with this 
request. 

Carmen 

Kimberly SorfleetlHC-SC/GC/CA 

Hi there, 

Kimberly 
SorfleetlHC·SC/GC/CA 

2009-12-0810:15 AM 

To Diane Allan/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC 

cc Jodi Brown/HC-SC/GC/CA@HWC, Carmen 

Subject 

BerubelHC-SC/GC/CA@I-IWG.-Manjula- n 

Biradar/HC-SC/GC/CA@HWC 
09-135999-128 - Action Request - REDIRECTED TO 
HECSB - request re: Status of Salvia 
(Divinorum) in Canada 

Further to my email from this morning, we have now been given the full lead on this request. Please work 
together and provide DGO with a draft version of talking pOints for Cathy's review and approval by 10:00 
a.m. tomorrow, December 9th. 

Please do not hesitate to let me know if you have any questions. 

Thank yOL~! 

Kimberly Sorfleet 
Executive Assistant to the Director General / Adjointe Executive a la Directrice generale 
Controlled Substances & Tobacco Directorate (CSTD) 
Direction des substances contrOlees et de la lutte au tabagisme (DSCLT) 
Health Canada / Sante Canada 
E-Mail: kimberly.sorfleet@hc-sc.gc.ca 
Tel: (613) 946-9316 Fax: (613) 946-6460 

---- Forwarded by Kimberly SorfleetlHC-SC/GC/CA on 2009-12-0810:13 AM --

Michel 
Prud'Homme/HC·SC/GC/CA 

2009-12-0810:12 AM 

To Kimberly SorfleetlHC-SC/GC/CA@HWC 

cc Jodi Brown/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC, Lyne Tasse, Natalie 
Racine/HC-SC/GC/CA@HWC, Jonathan 
Loan/HC-SC/GC/CA@HWC 

Subject 09-135999-128 - Action Request - REDIRECTED TO 
HECSB . request re: Status of Salvia 
(Divinorum) in Canada 

Please see the action request below which has been re-directed from HPFB to HECSB and provide your 
input by noon, tomorrow, Wednesday, December 9, 2009. 

Thanks, 
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Michel 5.19(1) 

----- Forwarded by Michel Prud'Homme/HC-SC/GC/CA on 2009-12-0810:06 AM -----

~ 
Frederick 

" ..... ........ Coyle/HC-SC/GC/CA To HECSB_Action RequesC 48h, Natalie 
2009-12-08 09:53 AM Racine/HC-SC/GC/CA@HWC, Joan 

Kennedy/HC-SC/GC/CA@HWC,Jonathan 
Loan/HC-SC/GC/CA@HWC 

cc sarah-emily_carle@poc.hc-sc.gc.ca@Exchange, 
caroline_pitfield@poc.hc-sc.gc.ca@exchange, Bryan 
Takeda/HC-SC/GC/CA@HWC, Robert 
Simms/HC-SC/GC/CA@HWC 

Subjec~ REDIRECTED TO HECSB . requestre: 
Status of Salvia (Divinorum) in Canada 

HECSB: 

Please note that HPFB has redirected this request to HECSB. Rationale is below. 

"This should be a HECS lead. There are no health products with this ingredient. The questions surround 
the scheduling status (controlled or not). " 

Thank you. 
Fred Coyle 
Ministerial Briefing Unit I Unite d'information ministerielle 

----- Forwarded by Frederick Coyle/HC-SC/GC/CA on 2009-12-08 09:50 AM ----

Status: Open/Ouvert 
(;!()!l1I~1I911I1!1tl 

Docket No.: 09-135999 - 128 

Branch: HECSB-ADM 

cc: HPFB 

ACnONREQUEST-DEMANDED~cnON 

I{EQLESTOI{'S ~A.\IE· "OM J)tJ DDI.·\NJ)ELI{ DATE 'iDIBEH· .'il.'\Jj':Jw 
Frederick Coyle 2009-12-07 MECS#09-135999-128 

S{ ·IlJECT· OB.IET 
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'equest re: Status of Salvia (Divinorum) in Canada 5.19(1) 

REQliEST - l>E:\CIANOE (VYYY-MM-DD) 
(1}Date: 2009-12-07 

HECSB (Lead) with input from HPFB, if applicable: 

The Minister's office has received a request from the office of who is looking for a short summary and talking 
points on a substance called Salvia and it's status in Canada. There are active media lines (not yet approved) on this issue in 
MECS under 09-101970-456, perhaps some of this information can serve to respond to this request. 

A constituent for has some specific questions which are included below (a specific answer to each of these 
questions is not required, but the background and talking points should provide an overview of these concerns): 
1. Do you agree with the fact that it is legal, and marijuana is not, when salvia is much worst then marijuana? 
2. Do you believe the government sees this drug as an issue and will take action, or wait till something more devastating then 
the 17 year old boy whO killed himself and wrote a note about the drug just before? 
3. I read that the government will not make it illegal until health Canada takes the step to say "it's bad" ... do you think maybe 
there using this as an excuse? 
4. Is there anything you know about Salvia that I might not know? 
5. Would you bring this into a meeting, and make awareness? 
6. Do you see the problem that many people see, that this drug is legal and being used to the extent that lives are being 
taken and it is only going to get worst? 

Please provide background information and talking points on this issue, which can be shared with the MP's office, to MBU by 
12:00PM on Thursday, December 10, 2009. 

PLEASE ADVISE MBU IMMEDIATELY IF THIS REQUEST NEEDS TO BE REDIRECTED TO A DIFFERENT BRANCH OR 
IF OTHER BRANCHES NEED TO BE INVOLVED, OR IF FURTHER CLARIFICATION IS REQUIRED. 
(2}Date: 

(3}Date: 

REQURED ON - REQlJIS I.E 
Date: 2009-12-10 

DEP,ARDIE:'IITAL CO:'llTACT - ,,\GENT DE LlAISO:'ll IHJ 
:l-HNISTEHE 
Frederick Coyle 

AT-A 
Time: 12:00 PM 

TELEPHONE NL'l-IRER - Nl::\lf:RO DE TEu':PHONE 
941-6093 
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· ......... 'fI'" 
4~"'. 
~ . • M ••• ·.··" ...... 

Cheryt 
TremblaylHC-5C1GClCA 

2009-12-0804:06 PM 

To Suzanne DesjardinslHC-SC/GClCA@HWC 

cc Carmen BerubelHC-SC/GC/CA@HWC, Diane 
AllanlHC-SC/GC/CA@HWC, Isabel 
ShanahanlHC-SC/GC/CA@HWC, Jocelyn 

bee Cheryl Tremblay/HC-SC/G'C/CA 

5.19(1) 

Subject Re: Fw: 09-135999-128 - Action Request - REDIRECTED 

HI Suzanne, 

____ ----'H~e~r=e-"a"-'re"-'th~e-"'s~king points on Salvia for 
these are due in DGO tomorrow by 1 0:00am. 

TO HECSB - request re: Status of Salvia 
(Divinorum) in CanadaEl 

for your review and approval. Please note that 

JK - These are saved under PRAD/Briefing Notes and Memosl2009 

09-135999-128-TAlKlNG POINTSJ 

Thank you, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances controlees 
Controlled Substances and Tobacco Directorate I Direction des substances controlees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Diredion generale de la sante environnementale et 
de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

Jocelyn Kula/HC-SC/GC/CA 

A.... .
. Jocelyn KulalHC-5C1GClCA 

2009-12-0812:52 PM 
~ .... -;-', -

'.~. 
p 

Thanks Suzanne, 

To Suzanne DesjardinslHC-SC/GC/CA@HWC 

ee Cheryl Tremblay/HC-SC/GC/CA@HWC, Diane Allan, Isabel 
Shanahan, Carmen Berube 

Subject Re: Fw: 09-135999-128 - Action Request - REDIRECTED 
TO HECSB . request re: Status of Salvia 
(Divinorum) in (,;anaaatil 

Cheryl is working on the speaking points for' right now, and we will send you a draft later 
today. 

Isabel- pis bring docket for 09-076902 to me when it comes in from DO 

JK 

Jocelyn Kula 
Managerl Gestionnaire 
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Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substancesl Bureau des substances controlees 

5.19(1) 

Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Suzanne Desjardins/HC-SC/GC/CA 

'$ Suzanne 
~. ~"" Desjardins/HC-SC/GC/CA 

~:" 2009-12-0811:10AM 

~-~--~~----- .. 

To Jocelyn Kula/HC-SC/GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC 

cc Annie Berube/HC-SC/GC/CA@HWC 

Subject Fw: 09-135999-128 - Action Request - REDIRECTED TO 
HECSB • request re: Status of Salvia 
(Divinorum) in Canada 

I just received another docket on Salvia (number 09-076902-986), which I am re-directing to you. The 
response you are preparing for the below request will likely only needed to be changed a bit to reply to it; 
again we will be pleased to provide input (HPFB input may also be needed?). 
Thanks 
Suzanne 
----- Forwarded by Suzanne Desjardins/HC-SC/GC/CA on 2009-12-08 11 :08 AM -----

f'+.' ...... ,." .. 

?a'" · ... .. .. .. 
... Ila .... ··." ...... · 

FYI 

Kimberly 
SorfleetlHC-SC/GC/CA 

2009-12-0810:31 AM 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc Suzanne Desjardins/HC-SC/GC/CA@HWC, Carmen 
- Berube/HC-SC/GC/CA@HWC 

Subject Fw: 09-135999-128 - Action Request - REDIRECTED TO 
HECSB request re: Status of Salvia 
(Divinorum) in Canada 

Kimberly Sorfleet 
Executive Assistant to the Director General! Adjointe Executive a la Directrice generale 
Controlled Substances & Tobacco Directorate (CSTD) 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada! Sante Canada 
E-Mail: kimberly.sorfleet@hc-sc.gc.ca 
Tel: (613) 946-9316 Fax: (613) 946-6460 

----- Forwarded by Kimberly SorfleetlHC-SC/GC/CA on 2009-12-0810:30 AM -----

" ~ Suzanne 
.».~. Desjardins/HC-SC/GC/CA 

~. 2009-12-0810:29 AM 

To Carmen Berube/HC-SC/GC/CA@HWC 

cc Diane Allan/HC-SC/GC/CA@HWC, Jodi 
Brown/HC-SC/GC/CA@HWC. Kimberly 
SorfleetlHC-SC/GC/CA@HWC, Manjula 
Biradar/HC-SC/GC/CA@HWC 

Subject Re: 09-135999-128 - Action Request - REDIRECTED TO 
HECSB - request re: Status of Salvia 
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(Divinorum) in Canada!] 

Please let Jocelyn know that we will provide input as requested. 
Thanks 
Suzanne 

Carmen Berube/HC-SC/GC/CA 

Carmen 
Berube/HC-SC/GC/CA To Kimberly SorfleetlHC-SC/GC/CA@HWC 

5.19(1) 

_2 ____ 0 __ 0_9'--_1-=-2--=-08 ___ 1 0 __ :2_2_A __ "_M_"" _______ ,,"-__ I .. U<ll1<:i AllanLHc"SClGC1CA@liWG.-JQ~ _______ " _____ _ 

Kimberly, 

Brown/HC-SC/GC/CA@HWC, Manjula 
Biradar/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC 

Subject Re: 09-135999-128 - Action Request - REDIRECTED TO 
HECSB - request re: Status of Salvia 
(Divinorum) in CanadaE] 

I am preparing a docket and will send it over to Jocelyn Kula, Manager of OCS PRAD to proceed with this 
request. 

Carmen 

Kimberly SorfleetlHC-SC/GC/CA 

Hi there, 

Kimberly 
SorfleetlHC-SC/GC/CA 

2009-12-08 10: 15 AM 

To Diane Allan/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC 

cc Jodi Brown/HC-SC/GC/CA@HWC,Carmen 
Berube/HC-SC/GC/CA@HWC, Manjula 
Biradar/HC-SC/GC/CA@HWC 

Subject 09-135999-128 - Action Request - REDIRECTED TO 
HECSB request re: Status of Salvia 
(DivinorumJ In Canada 

Further to my email from this morning, we have now been given the full lead on this request. Please work 
together and provide DGO with a draft version of talking points for Cathy's review and approval by 10:00 
a.m. tomorrow, December 9th. 

Please do not hesitate to let me know if you have any questions. 

Thank you! 

Kimberly Sorfleet 
Executive Assistant to the Director General I Adjointe Executive a la Directrice generale 
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Controlled Substances & Tobacco Directorate (CSTD) 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada I Sante Canada 
E-Mail: kimberly.sorfleet@hc-sc.gc.ca 
Tel: (613) 946-9316 Fax: (613) 946-6460 

----- Forwarded by Kimberly SorfleetlHC-SC/GC/CA on 2009-12-0810:13 AM ---

Michel 
Prud'Homme/HC-SC/GC/CA To Kimberly SorfleetlHC-SC/GC/CA@HWC 

2009-12-0810:12 AM cc Jodi Brown/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC, Lyne Tasse, Natalie 
Racine/HC-SC/GC/CA@HWC, Jonathan 

~--------------+Loarl/HC-SetGeteA@H'v'v'C 

Subject 09-135999-128 - Action Request - REDIRECTED TO 
HECSB - request re: Status of Salvia 
(Divinorum) in Canada 

Please see the action request below which has been re-directed from HPFB to HECSB and provide your 
input by noon, tomorrow, Wednesday, December 9,2009. 

Thanks, 
Michel 

--- Forwarded by Michel Prud'Homme/HC-SC/GC/CA on 2009-12-0810:06 AM ---

* 
Frederick 

> A "," »>' Coyle/HC-SC/GC/CA To HECSB_Action Request_ 48h, Natalie 
; 2009-12-0809:53 AM Racine/HC-SC/GC/CA@HWC, Joan 

Kennedy/HC-SC/GC/CA@HWC, Jonathan 

HECSB: 

Loan/HC-SC/GC/CA@HWC 
cc sarah-emily-carle@poc.hc-sc.gc.ca@Exchange, 

caroline_pitfield@poc.hc-sc.gc.ca@exchange, Bryan 
Takeda/HC-SC/GC/CA@HWC, Robert 
Simms/HC-SC/GC/CA@HWC 

Subject REDIRECTED TO HECSB ' request re: 
Status of Salvia (Divinorum) in Canada 

Please note that HPFB has redirected this request to HECSB. Rationale is below. 

"This should be a HECS lead. There are no health products with this ingredient. The questions surround 
the scheduling status (controlled or not). " 

Thank you. 
Fred Coyle 
Ministerial Briefing Unit I Unite d'information ministerielle 

---- Forwarded by Frederick Coyle/HC-SC/GC/CA on 2009-12-08 09:50 AM ----

Status: Open/Ouvert 
Close Requestl 

Docket No.: 09-135999 - 128 
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Healthy Environments and Consumer Safety MECS# 09-135999-128 

5.19(1) 

MINISTER'S OFFICE REQUEST 

ISSUE: Office request a brief summary and talking points on Salvia 
divinorum and its status in Canada. 

BACKGROUND: 

Salvia divinorum is a species of sage which belongs to the mint family. It is found in the form of 
dried leaves, extract and plant cuttings and is usually chewed or smoked in order to induce its 
psychotropic effects. 

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for many 
years. Traditional use involves chewing the leaves or using them to make a tea for medicinal 
purposes (e.g., to treat such conditions as headache or stomach upset), or to induce a "mystical" 
or hallucinogenic experience for spiritual purposes. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing 
purposes. Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid 
preparations are also available. 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, are 
regulated under the Controlled Drugs and Substances Act (CDSA). Salvia divinorum is not listed 
under the United Nations Drug Control Conventions and does not have to be regulated as a 
controlled substance in any of the countries (including Canada) that are signatories to these 
conventions. 

Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South Korea) 
have however placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. 
Although some individual U.S. states have implemented laws restricting its use. sale and/or 
distribution, Salvia divinorum and salvinorin A are not regulated under the federal Controlled 
Substances Act. 

TALKING POINTS: 

• Health Canada is aware of some ofthe effects associated with the use of Salvia divinorum 
including hallucinations, out-of-body experiences, unconsciousness and short-term 
memory loss. 
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• Health Canada considers several factors in determining whether scheduling a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
• International requirements and trends in regulatory status; 
• Chemical and pharmacological similarity to other substances already regulated 

under the CDSA; 
• Legitimate uses ofthe substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

• In the case of Salvia divinorum, information about these factors is either missing or 
anecdotal in nature. For example, very few scientific studies looking into the physical 
and psychotropic effects of Salvia divinorum on humans have been carried out. More 
systematic research in this area is needed. 

• In addition, the Department has only received a limited number of communications 
indicating concern with respect to Salvia divinorum from law enforcement agencies, and 
none of these has advised that the use of Salvia divinorum poses any threat to public 
safety. 

• Questions regarding the use of Salvia divinorum were included in the 2008-2009 Youth 
Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey (OSDUHS). 
The results from the 2009 OSDUHS were published on November 18, 2009: 
• Among all students in 2009,4.4% report using Salvia divinorum at least once in 

the past year; 
• Males (6.2%) are significantly more likely than females (2.3%) to use Salvia 

divinorum; 
• There is significant grade variation, with Salvia divinorum use most likely among 

11 th graders (8.6%) and 12th graders (8.4%); and 
• There are significant regional variations, with students in the North (9.2%) most 

likely to use Salvia divinorum. 

• Health Canada recommends that the use of Salvia divinorum be avoided because very 
little is known about the effects it may have on the body, including the brain. There is 
also no way to predict how it will affect different individuals and the effects may differ 
from one use to the next, depending on the potency of the product; how much is used; the 
purity of the product (it may be mixed with other substances); how it is taken (e.g., 
chewed, swallowed or smoked); and the user's mood and expectations. 

Prepared by: Cheryl Tremblay 
Telephone: 613-954-6527 

Approved by: ADM sign-off is required. 
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Telephone: 
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6. .. . Jocelyn KulaIHC-SClGClCA 

2009-12-0909:04 AM ... ::t;,· .... 
To Suzanne DesjardinslHC-SC/GC/CA@HWC, Cheryl 

Tremblay/HC-SC/GC/CA@HWC 
ee Carmen Berube/HC-SC/GC/CA@HWC, Diane 

AllanlHC-SC/GC/CA@HWC, Isabel 
ShanahanlHC-SC/GClCA@HWC 

bee 

Subject Re: Fw: 09-135999-128 - Action Request - REDIRECTED 
TO HECSB . request re: Status of Salvia 
(Divinorum) in l,;anaaats 

... _.~i~~~'.!:~:,.:.·~~~:·:.~~.~:!h!S·~;;~~.·.~~~~~·~e~~~f~i:~.~:~r-2i;;%:","~;:,,-,·;~~c-::~""'·.~""'I:}""~;'i;mj~""'i~i""'i1.i7f~;'""'~"""';l,""(,""'{~:""'G""~':'""":;:"""2~::~~ 

Yes although I am sad that wacan'tsay more about the IYH and its content- perhaps it is better to 
remove. Only other option would to get into all the stuff about salvia being an unapproved NHP but I really 
think it is too techical for this purpose. 
JK 
Sent by blackbeny 

Jocelyn Kula 
Manager/ Gestionnaire 
Policy and Regulatory Affairs Division! Division des politlques et affaires reglementaires 

Suzanne Desjardins 

--- Original Message -
From I Suzanne Desjardins 
Senti 2009-12-09 08:55 AM EST 
TOI Cheryl Tremblay 
eCI Carmen Berube; Diane Allan; Isabel Shanahan; Jocelyn Kula 
Subject, Re: Fw: 09-135999-128 Action Request REDIRECTED TO HECSB 

request re: Status of Salvia (Divinorum) in Canada 
that would be my suggestion. Diane/Jocelyn: what do you think? 
Suzanne 

Cheryl Tremblay/HC-SC/GC/CA . 

h"@i~'~.'"' 
.. . 

a. 4 .. .............. ". 

Cheryl 
TremblaylHC-SCIGC/CA 

2009-12-0908:49 AM 

Good morning Suzanne, 

To Suzanne DesjardinslHC-SC/GC/CA@HWC 

ec Carmen BerubelHC-SC/GC/CA@HWC, Diane 
AllanlHC-SC/GC/CA@HWC, Isabel 
ShanahanlHC-SC/GC/CA@HWC, Jocelyn 
KulalHC-SC/GC/CA@HWC 

Subject Re: Fw: 09-135999-128 - Action Request - REDIRECTED 
TO HECSB • request re: Status of Salvia 
(Divinorum) in Canadal3 

Thank you for your comments. As for the last point on where HC formally recommends that the use of 
Salvia be avoided, nothing has been published as of yet. That point stemmed from the IYH which we don't 
definitively know the status of at this point in time so perhaps we should remove all together? 

Thanks, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division / Division des politiques et affaires reglementaires 
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Office of Controlled Substances I Bureau des substances controh~es 
Controlled Substances and Tobacco Directorate I Direction des substances controlees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch / Direction generale de la sante environnementale et 
de la securite consommateurs 
Health Canada / Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

Suzanne Desjardins/HC-SC/GC/CA 

Suzanne 
Desjardins/HC-SC/GC/CA 

2009-12-0804:27 PM 

To Cheryl T remblay/HC-SC/GC/CA@HWC 

cc Carmen Diane 
.----------------r..ffi>n:ti::r,.:W1"f7J'TM.r,ruwr.~~~~~-------~-"·---"-"-

Thanks Cheryl, 

I only have a few comments; 

- 2nd para: is it really "head shops" ? 

Shanahan/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

Subject Re: Fw: 09-135999-128 - Action Request - REDIRECTED 
TO HECSB request re: Status of Salvia 
(Divinorum) in Canadal:i1 

- Talking points: Health Canada is aware of some of the effects associated with the use of Salvia 
divinorum including hallucinations, out-of-body experiences, unconsciousness and short-term 
memory loss 

- " ... were included in the 2008-2009 Youth Smoking Survey": I would remove reference to the 
YSS, since data are not yet available 

Also, the last part refers to HC recommending that sue of Salvia be avoided. Was there an 
advisory on it issued by HHP, or am I confusing it with BZP? In any event, where can we find 
that He is recommending that use be avoided? perhaps we shoudl refer to it more formally. 
Suzanne 

Cheryl Tremblay/HC-SC/GC/CA 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-12-0804:06 PM 

To Suzanne Desjardins/HC-SC/GC/CA@HWC 

cc Carmen Berube/HC-SC/GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC, Isabel 
Shanahan/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

Subject Re: Fw: 09-135999-128 - Action Request - REDIRECTED 
TO HECSB . "equest re: Status of Salvia 
(Divinorum) in Canadabj 
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5.19(1) 

MECS# 09-135999-128 

MINISTER'S OFFICE REQUEST 

ISSUE: Office requested infonnation on Salvia divinorum and its 
status in Canada. 

BACKGROUND: 

Salvia divinorum is a species of sage which belongs to the mint family. It is found in a 
number of fonnats, including seeds, extract and plant cuttings for growing purposes. 

_________ Er~QLdriedJeaYes can be chewed, swallowed or smoked-to-inGuoo-psyehotropic 
effects. Liquid preparations are also available. Products that claim to contain 
S. divino rum - or its main active ingredient, salvinorin A - are widely available on the 
Internet and sold in alternative lifestyle stores. 

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for 
many years. Traditional use involves chewing the leaves or using them to make a tea for 
medicinal purposes (e.g. to treat such conditions as headache or stomach upset), or to 
induce a "mystical" or hallucinogenic experience for spiritual purposes. 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act. Salvia divinorum is not 
liste~ under the United Nations Drug Control Conventions and does not have to be 
regulated as a controlled substance in any ofthe countries (including Canada) that are 
signatories to these conventions. 

Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have however placed controls on the import and/or sale of Salvia divinorum 
and/or salvinorin A. Although some individual states in the U.S. have implemented laws 
restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
regulated under the federal Controlled Substances Act. 

Questions regarding the use of Salvia divino rum were included in the 2009 Ontario 
Student Drug Use and Health Survey. The results from this survey were published on 
November 18,2009: 

1. Among all students in 2009, 4.4 per cent report using Salvia divino rum at 
least once in the past year; 

2. Males (6.2 per cent) are significantly more likely than females (2.3 per cent) 
to use Salvia divino rum; 

3. There is significant grade variation, with Salvia divino rum use most likely 
among 11 th graders (8.6 per cent) and 12th graders (8.4 per cent); and 

4. There are significant regional variations, with students in the North (9.2 per 
cent) most likely to use Salvia divinorum. 

Health Canada will consider this data in its ongoing examination of 0'00490 
salvinorin A. 



- 2 -
TALKING POINTS: 

• Health Canada considers several factors in detennining whether scheduling a 
substance under the Controlled Drugs and Substances Act is warranted. These 
include: 
• 
• 

• 
• 
• 
• 

International requirements and trends in regulatory status; 
Chemical and phannacological similarity to other substances already 
regulated under the Controlled Drugs and Substances Act; 
Legitimate uses, of the substance (iue therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and, 
Overall risk to public health and safety posed by the substance. 

• In the case of Salvia divinorum, information about these factors is either missing 
or anecdotal in nature. For example, very few scientific studies looking into the 
physical and psychotropic effects of Salvia divinorum on humans have been 
carried out. More systematic research in this area is needed. 

• In addition, the Department has only received a limited number of communications 
indicating concern with respect to Salvia divinorum from law enforcement 
agencies, and none of these have advised that the use of Salvia divinorum poses 
any threat to public safety. 

• Questions regarding the use of Salvia divinorum were included in the 2009 Ontario 
Student Drug Use and Health Survey, the results of which were published very 
recently. 

• Health Canada will consider this data in its ongoing examination of Salvia 
divinorum and salvinorin A. 

Branch Head: 
Telephone: 

Paul Glover, ADM, HECSB 
613-946-6701 
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Jocelyn KulalHC-SClGClCA 

2009-12-1008:58 PM; 

To Jodi BrownlHC-SC/GC/CA@HWC 

ee "Cheryl Tremblay" <Cheryl.Tremblay@hc-sc.gc.ca>. "Diane 
Allan" <diane.allan@hc-sc.gc.ca>. "Denis Arsenault" 
<denis.arsenault@hc-sc.gc.ca> 

bee 

Subject Re: CMAJ: Banning 'magic mint' could slow research~ 

Yes saw this but that said it is validation of some of the great work that comes out of OCS and CSTD
there are several sections 6f the piece that are direct quotes from our media lines .... 
Of note is that it would be hard to get for reasearch if banned in the US, but of course the system here is 
different in that we can issue an exemption- that Is if the political will allows of coursell 

JK 
Sent by blackberry 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 

Jodi Brown 

---- Original Message -
Proal Jodi Brown 
Sent. 2009-12-10 03:28 PM EST 
To. Jocelyn Kula; Diane Allan; Suzanne Desjardins 
Subject. Fw: CMAJ: Banning 'magic mint' could slow research 

cleaning email....can·t remember if you received this .... another issue to keep in mind once we have to 
address this one again .... re: research angle 

- Forwarded by Jodi BrownlHC-SC/GC/CA on 2009-12-10 03:26 PM

HC_Medla_SCIHC-SC/GClC 
A To 
Sent by: Nicolas Frate 

cc 

2009-11-3001:24 PM Subject CMAJ: Banning 'magic mint' could slow research 

November 23 2009 
Banning 'magiC mint' could slow research 
Source: CMAJ, by Roger Collier 

Salvia divinorum can beam you to Mars. It can eradicate gravity. It can show you things that will make you 
howl with laughter and things that will make you scream in fear. But it only does these things in your head 
-and only for about 15 minutes. 

Millions of people have embarked on short-haul head trips after smoking Salvia divinorum. a plant from 
the mint family. Thousands have posted their hallucinogenic joumeys on YouTube. In one video, viewed 
some two million times, a young woman says her mouth is falling off. 

Some lawmakers believe Salvia divinorum. a.k.a. 'magic mint' or 'diviner's sage.' is dangerous. About a 
dozen countries have banned it. including Australia and Belgium. Selling it in parts of the United States will 
also eam you a fine and jail time. But it's legal in Canada. In some Canadian cities, a shop selling bongs is 
likely to have a cardboard sign in the window that says "Salvia sold here." 
Though many politicians have the plant on their not-in-my-jurisdictlon lists. there is no scientific data to 
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suggest the plant's active ingredient, Salvin orin A, has any long-term effects. Some researchers studying 
the plant -which may prove useful in treating mental illness - are worried that bans may make their work 
more difficult. They say the herb doesn't appear to be addictive or toxic. Hospital emergency rooms aren't 
reporting major problems with patients suffering "bad trips" from Salvia divinorum. Nor have police made 
much noise about the herb. 

"Health Canada has only received a limited number of communications regarding Salvia divinorum from 
law enforcement agencies, and none of these has advised that the use of Salvia divinorum poses any 
threat to public safety," Health Canada spokesman Gary Holub writes in an email. 

Holub notes, however, that Health Canada is attempting to learn how many Canadians are using Salvia 
divinorum. It included questions about the plant in the 2008-2009 Youth Smoking Survey and the 2009 
Ontario Student Drug Use and Health Survey. Health Canada is also collecting data about the herb. from 

--"'---~--national and international sources, to determine if it should be regulated. 

"Very few controlled scientific studies of the physical and psychotropic effects of Salvia divinorum on 
humans have been carried out, and using these studies to predict the potential for addiction and abuse 
associated with Salvia divinorum is difficult," writes Holub. "Health Canada recommends that the use of 
this substance be avoided because very little is known about the damage it may cause to the body, 
including the brain. There is also no way to predict how it will affect an individual with each use." 

Salvia divinorum has been used by the Mazatecs in Oaxaca, Mexico, for centuries. Folk healers chew the 
leaves to produce mild hallucinations they believe provide spiritual guidance. In the early 1960s, Gordon 
Wasson, an American anthropologist, became the first person from a Western nation to take and write 
about the herb. In the early 1980s, a Mexican researcher isolated its active ingredient. But it wasn't until 
the 1990s that people began extracting that ingredient and adding it to fresh Salvia divinorum leaves. 

These fortified leaves are what people buy, often over the Internet, and smoke in a bong or pipe. In the 
US, about 1.8 million people have tried Salvia divinorum, according to the 2008 National Survey on Drug 
Use and Health. As with crack cocaine, the effects upon inhalation are almost instantaneous and though 
short-lived, anything but mild. 

"It is the most potent naturally occurring hallucinogen," says Dr. Bryan Roth, project director of the 
National Institute of Mental Health Psychoactive Drugs Screening Program. "It rivals LSD [lysergic acid 
diethylamide] in potency." 

In 2002, Roth discovered that Salvinorin A had a different chemical structure than any other hallucinogen, 
natural or synthetic (PNAS 2002;99: 11934-9). He also found that it didn't activate the serotonin receptor 
responsible for the mind-bending effects of other hallucinogens. Because of its unique properties, 
Salvinorin A might be a novel compound for use in therapies for diseases that distort perception, such as 
schizophrenia and bipolar disorder. 

"What we are hoping, when we find drugs that affect human consciousness, is to use them to make better 
treatments for mental illness," says Roth, a professor at the University of North Carolina in Chapel Hill. 

That research might prove challenging, however, if the US Food and Drug Administration outlaws Salvia 
divinorum, which Roth says is likely. Though supportive of regulating distribution, he isn't looking forward 
to widespread legal barriers to acceSSing Salvin orin A. Such laws would not only keep the herb out of the 
hands of teenagers hoping to visit Jupiter on purple unicorns, but also out of the labs of scientists. 

"It will make subsequent studies very difficult," says Roth. "It won't make them impossible but will make it 
difficult to obtain for therapeutic research." 

Media Monitoring Unit I Unite de surveillance des medias 
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. l)TERS TO THE EDITOR 

rated, subjects who smoked persistently (those who smoked at 
both baseline and follow-up) had significantly higher HPA ac
tivity than subjects who did not smoke (2). In addition, adoles
cents who did not smoke at baseline but initiated smoking dur
ing follow-up and continued to smoke regularly had higher 
HPA activity (measured at baseline) compared with non-smok
ers. These data suggest that elevated HPA activity might serve 
as a vulnerability marker for both nicotine-related as well as 
non-nicotine-related substance use disorders. 

unit for acute psychosis and paranoia, which occurred 
shortly after smoking salvia. In transport, the patient be
came suspicious and attempted to jump from the vehicle. 
Upon presentation, he demonstrated echolalia, paranoia, 
flight of ideas, and psychomotor agitation. The patient re
mained agitated for the first 2 days of hospitalization. He 
attempted to barricade himself in his room. Risperidone 
(3 mg by mouth/three times per day) was administered, 
and the patient was eventually stabilized. The dosage, 
however, resulted in the parkison ian features of rigidity, 

It was not possible to examine cigarette smoking as a po- bradykinesia, and masked facies. 
tential mediator/moderator of the relationship between HPA Mr. J was transferred to the chemical dependency unit 
activity and the development of substance use disorder be- for further treatment. He was stabilized, and treatment 
cause the onset of smoking did not always precede the initia- with risperidone was slowly tapered. During the taper 
tion of alcohol or drug use. Again, there was a high co-occur- from risperidone, the patient continued to improve and 

- reficeorsmolmfgannilfiFriic6tine sUDsfanceuseaf tiOt:n----- manifested--bette.._insight-and-Iogical--thought-processes;-----------
baseline and follow-up. In our article the effect of prior sub- He participated in group therapy and interacted with 

, . peers and the parkinsonian features subsided. One day 
stance use on the development of substance use disorder was ft"'d . hd h ., . . .. . a er rlsperl one was WIt rawn, t e patIent s symptoms 
exammed. Although pnor substance use had a.slgnificant m- abruptly returned. He became agitated, paranoid, and ag-
fluence on the development of substance use disorder, the ef- gressive and believed he was able to project and receive 
fects of HPA activity and stressful life experiences persisted thoughts. He returned to the inpatient psychiatry unit 
after accounting for the effect of prior substance use. We where risperidone (3 mg by mouth/twice daily) was rein-
agree with Drs. SchUtz and Sepehry that future investigations stated. He was once again stabilized and transferred to 
should include more careful assessments of nicotine use. the referring psychiatric facility for further treatment. At 
Such studies also should examine the complex relationships the 4·month follow-up, the patient exhibited no percepti-
among nicotine use, neurobiological markers, psychosocial ble improvement. 
factors, and clinical outcomes. 
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Persistent Psychosis Associated With Salvia 
D;v;norum Use 

To THE EDITOR: Salvia divinorum (salvia) is a sage plant that 
is easily obtained in the United States. Its active ingredient, 
SalvinorinA, is a novel and highly selective pure kappa opiate 
receptor agonist with rapid onset and powerful hallucino
genic properties (1). Salvia has become increasingly popular 
as a drug of abuse when smoked: No long-tetID negative out
comes have been reported from the use of salvia. We present 
a case in which salvia precipitated persistent psychosis. 

"Mr. 1" was a 21-year-old man with no family or per
Je ... 1 pJfei1iatcic hislel, 0; labulate., ab!iioii"ullties. lie 
was reported to have normal social interactions, behavior, 
and cognitive skills. He was transferred to our psychiatric 

To the best of our knowledge, this is the first reported case 
of a persistent negative outcome from the use of salvia. We 
suspect that our patient was genetically predisposed to 
schizophrenia, and salvia precipitated the clinical manifesta
tions. This may relate to the drug's ability to influence dopa
mine levels in the brain and potentiate plastic changes in 
frontal lobe networks (3). 

Previous studies have cited salvia as a potential treatment 
option for eNS illnesses (2). This is surprising, considering the 
paucity of research regarding its efficacy. Salvia's ability to in
crease dopamine levels in the nucleus accumbens increases 
its potential for dependence. Consistently, patients at our 
clinic who have used the drug report that its psychological ef
fects are abrupt and frightening. Clinicians shouJd be aware 
that salvia use can be associated with psychiatric illness. 
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Light drugs are still available in free sale in Russia despite the official decree issued by Surgeon General 
Gennady Onischenko. One can purchase a blend of dry herbs in specialized shops. Dope sellers assure 
their customers that their products are absolutely harmless. 

------ "The-narcotic-herbs-were-ol igiJ lally asect-irrspa-partors-as-fragranc-e;- but It IateToc-C[Jrrecttosomeom~ fer 
smoke grass, and that's how it all started. One gram of weed costs 900 rubles ($27), and this dose is 
enough for five adults. We have been receiving many calls lately from people who suffered from smoking 
these herbs. It is possible to develop an addiction to this kind of smoking. Others say that a person may 
start acting inadequately as a result of smoking," a specialist with the Drug Control Service of Samara, 
Ekaterina Kondareva said. 

Russia's Surgeon General Gennady Onischenko issued a special decree to ban the sales of herbal 
smoke blends in the Russian Federation. The decree particularly banned the sales of blends containing 
such herbs as Salvia Divinorum and/or Argyreia Nervosa (Hawaiian rose) and/or Nymphea caerulea 
(blue lotus). The blends containing the herbs are available under such names as AM-HI-CO, Dream, 
Spice (Gold, Diamond), Zoom, Ex-ses, Pep Spice, Yucatan Fire and some others. 

The official decree has not stopped the sales of herbal smoke blends. "We have heard of the decree, but 
we are not going to scrap our sales, we have not received any instructions from our manager," sellers 
say. 

© 1999-2009. «PRAVDA.Ru». When reproducing our materials in whole or in part, 
hyperlink to PRAVDA.Ru should be made. The opinions and views of the authors do not 
always coincide with the point of view of PRA VDA.Ru's editors. 
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Drugs and Chemicals ofConcen:t> Salvia Divin()rLlnL. ___ .. ~ .. __ ... 

Drugs and Chemicals of Concern 

SALVIA DIVINORUM AND SALVINORIN A 

(Street Names: Maria Pastora, Sage of the Seers, Diviner's Sage, 
Salvia, Sally.D, Magic Mint) 

October 2009 DE. 

Introduction: 

Salvia divino rum is a perennial herb in the mint family native to certain areas of the Sie 
Mazateca region of Oaxaca, Mexico. The plant, which can grow to over three feet in hI 
has large green leaves, hollow square stems and white flowers with purple calyces, ca 
be grown successfully outside of this region. Salvia divinorum has been used by the M 
Indians for its ritual divination and healing. The active constituent of Salvia divinorum t 
identified as salvinorin A. Currently, neither Salvia divinorum nor any of its constituent!: 
including salvinorin A, are controlled under the federal Controlled Substances Act (CS. 

Licit Uses: 

Neither Salvia divinorum nor its active constituent salvinorin A has an approved medic. 
the U.S. 

Chemistry and Pharmacology: 

Salvinorin A, also called Divinorin A. is believed to be the ingredient responsible for thE 
hallucinogenic effects of Salvia divinorum. Chemically. it is a neoclerodane diterpene fo 
primarily in the leaves. and to a lesser extent in the stems. Although several other sub: 
have been isolated from the plant. none have beell-shown to be psychoactive. 

In the U.S .• plant material is typically either chewed or smoked. When chewed. the lea 
and juice are maintained within the cheek area with absorption occurring across the lir 
the oral mucosa (buccal). Effects first appear within 5 to 10 minutes. Dried leaves, as \ 

pure salvinorin A, at a dose of 200-500 micrograms. results in effects within 30 secone 
lasts about 30 minutes. 

A limited number of studies have reported the effects of using either plant material or s 
A Psychic effects include perceptions of bright ligh'~ .. : .. :,", ~~I~.~ --'"' ~ .. ~-~~ ~~ ••• _11 
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movements and body or object distortions. Other effects include dysphoria, uncontroliE 
laughter, a sense of loss of body, overlapping realities, and hallucinations (seeing obje 
are not present). Adverse physical effects may include incoordination, dizziness, and s 
speech. 

Scientific studies show that salvinorin A is a potent and selective kappa opioid recepto 
agonist. Other drugs that act at the kappa opioid receptor also produce hallucinogenic 
and dysphoria similar to that produced by salvinorin A. Salvinorin A does not activate t 
serotonin 2A receptor, which mediates the effects of other schedule I hallucinogens. 

Illicit Uses: 

Salvinorin A and Salvia divinorum products are abused for their ability to evoke halluci 
effects.-whichrin general,. are similaf. to those-otot~ scheduled.haUUGinogeniG substE-· 

User Population: 

According to the National Survey on Drug Use and Health Report (NSDUH), Use of S~ 
Hallucinogens: 2006, published by SAMHSA in February 2008, it is estimated that 1.8 
persons aged 12 or older used Salvia divino rum in their lifetime, and approximately 75 
did so in the past year. Use was more common among young adults (18 to 25 years 01 
opposed to older adults (>26 years of age). Young adults were 3 times more likely thaI 
aged 12 to 17 to have used Salvia divinorum in the past year. Use is more common in 
than females according to NSDUH. 

Seizures of Salvia divinorum and salvinorin A by federal, state and local law enforcernt 
officials have increased from 1 in 2004 to 70 in 2008, according to the National Forens 
Laboratory Information System (NFL/S). In the first half of 2009, 34 seizures have alre. 
reported to forensic laboratories. 

illicit Distribution: 

Salvia divino rum is grown domestically and imported from Mexico and Central and SOl 
America. The Internet is used for the promotion and distribution of Salvia divinorum. It 
as seeds, plant cuttings, whole plants, fresh and dried leaves, extract-enhanced leavel 
various strengths (e.g., 5x, 10x, 20x, 30x), and liquid extracts purported to contain sal .. 
These products are also sold at local shops (e.g., head shops and tobacco shops). 

Control Status: 

Salvia divinorum and salvinorin A are not currently controlled under the CSA. As of Oc 
2009, fourteen states have enacted legislation placing regulatory controls on Salvia dh 
and/or salvinorin A. Delaware, Florida, Illinois, Kansas, North Dakota, Oklahoma, Virgi 
Ohio. and Nebraska have placed Salvia divinorum and/or salvinorin A into schedule I ( 
law. California, Louisiana, Maine, North Carolina, and Tennessee enacted legislation r 
the distribution of the plant. Legislative bills proposing regulatory controls died in AlabE 
Alaska,lndiana, South Carolina, Maryland, Texas, West Virginia and Georgia. 

Salvinorin A and/or Salvia divinorum have been placed under regulatory controls in Au 
Belgium. Denmark, Estonia, Finland-, Italy.. Japan, Spain, and Sweden; 

Comments and additional information are welcomed by the Drug and Chemica 
Evaluation Section; Fax 202-353-1263, telephone 202-307-7183 or Email 
ODE@usdoj.gov. 
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Hi Cheryl, 

Lisa MacKay /HC-SCIGClCA 

2009'-12·1803:04 PM 

To Cheryl Tremblay/HC·SC/GC/CA@HWC 

ee Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn 
KulalHC·SC/GC/CA@HWC 

bee 

Subject Re: IYH Salvia Divinoruml] 

NHPD is ok with the proposed modifications to the IYH on Salvia 

Have a good weekend I 

Lisa 
Cheryl Tremblay/HC·SC/GC/CA 

..... , .... , .... 
~"'. .. .. . '" .. .. ·u·.·· ...... 

Cheryl 
TremblayJHC.SC/GC/CA 

2009·12-1702:45 PM 

Hi again Lisa, 

To Lisa MacKay/HC-SC/GC/CA@HWC 

CC Denis ArsenauItlHC·SC/GC/CA@HWC, Jocelyn 
KulalHC-SC/GC/CA@HWC 

Subject Re: IYH Salvia Dlvinorumg} 

00 you anticipate that we would have to get HPFB to sign off if we were to include the following additional 
'revision to the background section of the IYH on Salvia? 

Background 

s. divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 

The leaves of this plant have been used traditionally for spiritual and medicinal purposes by the 
Mazatec Indians in Mexico for many years. Tt=attitieBal use iw.;eh'es ehewiBg the le87.'es Sf asiag 
them ts malEe 8 tea fef meEtieiBall'1:lfJ'sses (e.g., ts &'eat Satlft esaEtitisftS as heaeaehe Sf stemaeh 
upset), Sf ts iBtluee a "mystie81" Sf ftallaeiaegeaie 8*I'eAeaee fef spirittiell'Ul'J'8ses. 

Thanks, 
Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances controlees 
Controlled Substances and Tobacco Directorate I Direction des substances controlees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

Lisa MacKay/HC-SC/GC/CA 
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Hi Cheryl, 

Lisa MacKay IHC-SC/GC/CA 

2009-12-1610:15 AM To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

Subject Re: IYH Salvia DivinorumQ'J 

No I think it should be fine as you are only adding the information on the Survey. 

Thank you 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Public Affairs Division I Division des affaires publiques 
Public Affairs, Consultation and Communications Branchl Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Fax 613.952.8644 
Lisa_Mackay@hc-sc.gc.ca 

Cheryl Tremblay/HC-SC/GC/CA 

W'.',.W.'.''''' Cheryl 
Tremblay IHC-SC/GC/CA 

2009-12-1610:12 AM 

Hi Lisa, 

To Lisa MacKay/HC-SC/GC/CA@HWC 

cc Jocelyn Kula/HC-SC/GC/CA@HWC, Denis 
Arsenault/HC-SC/GC/CA@HWC 

Subject IYH Salvia Divinorum 

Given the amount of time that has passed since the IYH on Sa/via Divinorum has been in the formal 
approvals process we have been asked to review the content to ensure that it is as current as possible 
before it is approved by our ADM. I have attached the revisions that we would like to propose below. Do 
you anticipate that these changes would require HPFB sign off again? 

~ 
IYH - Salvia divinorum - June 8 2009_HECSB Proposed Revisions_Dec 16 2009.wpd 

Thank you, 
Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances controlees 
Controlled Substances and Tobacco Directorate I Direction des substances controlees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
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de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 
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.... " .••. ,.f'. 

Hi Diane, 

Cheryt 
Trembley/HC-SClGC/CA 

2009-12;,.21 09:41 AM 

To Diane AllanlHC-SC/GC/CA@HWC 

cc Jocelyn KulalHC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Isabel 
ShanahanlHC-SC/GC/CA@HWC, Carmen 

bee Cheryl Tremblay/HC-SC/G"C::/CA 

Subject Re: Fw: Fw: Salvia D - IYH~ 

The revisions to the IYH on Salvia have been reviewed/approved by NHPD. 

Here they are in red line and clean version. 

~ 
IYH - Salvia Oivinorum - June 82009- HECSB Proposed Revisions - Dec 162OO9_RecII1e.doc 

~ 
IYH - Salvia Oivinorum - June 82009- HECSB Proposed ReviIicJna - Dec 162009_0ean.doc 

Do we need any kind of routing slip or MECS to get it back through DGO? 

Thanks, 
Cheryl 

Diane Allan/HC-SC/GC/CA 

Diane A1lanlHC-8C/GC/CA 

2009-12-1907:15 PM To Cheryl Tremblay/HC-SC/GC/CA@HWC 

ec 

Subject Re: Fw: Fw: Salvia 0 - IYH~ 

Cheryl, I provide you with minimal corrections last week. Curious when I can get these back? Are they 
back with Jocelyn? 

Diane Allan 

Director I Directrice 
Office of Controlled Substances I Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch I Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada I Sante Canada 
Tel: 613-952-2177 
Fax: 613-946-4224 

*effective immediately, my new email addressisdiane.allan@hc-sc.gc.ca 
Cheryl Tremblay/HC-SC/GC/CA 

." .. , ..... , .... 
@i 

.. .., 
.. .. ... ;,. .. 

...... '" ....... & ..... 

Cheryt 
Tremblay/HC-SC/GC/CA 

2009-12-1611 :12 AM 
To Diane AllanlHC-SC/GC/CA@HWC 

ce "Carmen Berube" <carmen.berube@he-sc.ge.ca>, "Cheryl 
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¥Tn",...".." ... 

Subject 

Good morning Diane, 

Tremblay" <CheryI.Tremblay@hc-sc.gc.ca>, "Jocelyn Kula" 
<jocelyn.kula@hc-sc.gc.ca>, "Mrs. Patricia Rapold" 
<Patricia.Rapold@hc-sc.gc.ca>, Suzanne 
Desjardins/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC 
Re: Fw: Fw: Salvia D -IYH!2:l 

Here are the proposed revisions to the IYH on Sa/via divinorum for your review and approval. We have 
added the information with respect to the OSDUHS and have included Germany (March 1, 2008) and 
Japan (November 9, 2008) in the list of countries that have placed restrictions on Salvia. These are not 
new developments, the list simply gave some examples and was not intended to be exhaustive. 

FYI - Suzanne has approved the following. We also spoke with Lisa Mackay (IYH coordinator) and she 
advised that these changes would not require HPFB sign off again. 

IYH - Salvia Divinorum - June 8 2009 - H ECS B Proposed Revisions - Dec 16 2009_ Dean .doc 

IYH - Salvia Divinorum - June 82009- HECSB Proposed Revisions - Dec 16 2009_Redline.doc 

Thanks, 
Cheryl 

Diane Allan/HC-SC/GC/CA 

Diane Allan/HC-SC/GC/CA 

2009-12-07 03:24 PM To Suzanne.Desjardins@hc-sc.gc.ca, "Cheryl Tremblay" 
<CheryI.Tremblay@hc-sc.gc.ca>, "Jocelyn Kula" 
<jocelyn.kula@hc-sc.gc.ca> 

cc "Mrs. Patricia Rapold" <Patricia.Rapold@hc-sc.gc.ca>, 
"Carmen Berube" <carmen.berube@hc-sc.gc.ca> 

Subject Fw: Fw: Salvia D - IYH 

Not urgent but could we see if any further international updates since time has passed. 

Perhaps next week? 

Jodi Brown 

----- Original Message ----
From: Jodi Brown 
Sent: 2009-12-07 03:11 PM EST 
To: Diane Allan 
Subject: Re: Fw: Salvia D - IYH 

I've forwarded to ADMO and have asked them how they wish to proceed. In the meantime, however, 
given how long we've held this up, is there content that needs to be updated, particularly with respect to 
the status of Salvia D in other countries that is included in the IYH???? 
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will let you know once I hear from ADMO whether they are okay with this going forward ... thanks, JB 

Diane Allan/HC-SC/GC/CA 

Diane Allan/HC-SC/GC/CA 

2009-12-01 03:23 PM 

Hi Jodi - for your review ..... 

Diane Allan 

Director / Directrice 

To Jodi Brown/HC-SC/GC/CA@HWC 

cc Cathy A Sabiston/HC-SC/GC/CA@HWC, CSTD-DGO 

Subject Fw: Salvia D - IYH 

Office of Controlled Substances / Bureau des substances controh~es 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada I Sante Canada 
Tel: 613-952-2177 
Fax: 613-946-4224 

*effective immediately, my new email addressisdiane.allan@hc-sc.gc.ca 
----- Forwarded by Diane Allan/HC-SC/GC/CA on 2009-12-01 03:22 PM ----

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-12-0103:16 PM 

Hi Diane/Patricia, 

To Diane Allan/HC-SC/GC/CA@HWC, Patricia 
Rapold/HC-SC/GC/CA@HWC 

cc Jocelyn Kula/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC 

Subject Re: Fw: Salvia D - IYH 

Here are the documents pertaining to the IYH on Salvia. The development of this article was initiated 
following a series of HPFB and HECSB DG-Ievel discussions in 2007-2008 about the lack of data 
regarding Salvia and the department's obligation to address ongoing media interest and public/law 
enforcement enquiries. Both branches agreed that an IYH article was an option because it aims to provide 
the general public with information about an issue and/or influence behaviour, which in this case, would 
be the reduced use of Salvia divinorum for its hallucinogenic properties. 

I spoke with Lisa Mackay (IYH Project Manager) regarding who signed off on the proposal and while we 
did have an opportunity to provide input on the proposal itself, she mentioned that proposals for IYH 
articles rarely seek formal approvals. I have attached the email from Lisa Holmes (Senior 
Communications Advisor, PACRB) requesting the article below. I have also attached the Approval Slips 
for the article itself from both HECSB and HPFB. FYI the article has been approved up to ADM level at 
HPFB. 

Response to ADM's Questions 
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Response to ADM Comments on Salvia IYH Dec 12009.doc 

Final Rationale/Proposal 

Proposed Article IYH S alvia·D. wpd 

Approval Slips for Article Itself (i.e. not proposal) 

Apps Slip DG&ADM HECS Salvia May2009.wpd Apps Slip DG~DM HPFB Salvia May2009.wpd 

Media Lines 

These are the most recent media lines on Salvia provided by comms. They have not been formally 
approved. We provided additional comments after the discussions that came out of the drafting of the IYH 
but comms was holding off on imputing our comments until they knew what needed to be changed in the 
IYH article, so they could update the media lines as necessary and send the IYH and media lines back to 
ADMO as a package. I have attached our comments on the lines below as well. 

Salvia ML v.7 April2009.doc Salvia ML v.7 April2009_CSTD Comments re IYH.doc 

Previous Response to Paul's Comments on the IYH 

Responses to ADM Comments on Salvia IYH June 232009.doc 

Let me know if you need anything else. 

Thanks, 
Cheryl 

Policy and Regulatory Affairs Division / Division des politiques et affaires reglementaires 
Office of Controlled Substances / Bureau des substances contr61ees 
Controlled Substances and Tobacco Directorate / Direction des substances contr61ees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch / Direction generale de la sante environnementale et 
de la securite consommateurs 
Health Canada / Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 
----- Forwarded by Lisa MacKay/HC-SC/GC/CA on 2009-11-30 11: 15 AM -----

,It ,. Lisa HolmeslHC-SC/GC/CA 

~& "II "" 2008-10-1605:07 PM To Lisa MacKay/HC-SC/GC/CA@HWC 

'l~ 

cc Darrin Denne/HC-SC/GC/CA@HWC 

Subject It's Your Health re: Salvia 
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Hi Lisa, 

The drug group here at HECS would like to have an It's Your Health article written on Salvia. How do we 
proceed with scheduling a meeting with one of the writers? 

Darrin, I'm copying you as well since HPFB will have to take part in this meeting too. 

Thanks! 
Lisa 

Lisa Holmes 
Senior Communications Advisor I ConseillE~re principale en communications 
PACRBIDGAPCR 
Strategic Communications Directorate I Direction des communications strategiques 
Health Canada I Sante Canada 
T: (613) 957~3431 
F: (613) 948~8085 
C: (613) 601~0215 

Suzanne Desjardins/HC~SC/GC/CA 

Diane Allan/HC~SC/GC/CA 

Please help. 

Diane Allan/HC~SC/GC/CA 

2009~11-2702:41 PM 

Stephanie Szick 

----- Original Message --~-
From: Stephanie szick 

To CheryI.Tremblay@hc~sc.gc.ca, "Suzanne Desjardins" 
<Suzanne.Desjardins@hc~sc.gc.ca> 

cc "Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca>, "Denis 
Arsenault" <denis.arsenault@hc~sc.gc.ca>, "Mrs. Patricia 
Rapold:' <Patricia.Rapold@hc-sc.gc.ca>, "Stephanie Szick" 
<stephanie.szick@hc-sc.gc.ca> 

Subject Fw: Salvia D - IYH 

Sent: 2009-11-27 02:29 PM EST 
To: Diane Allan; Patricia Rapold 
ec: Jodi Brown; Kimberly Sorfleet; Arafo Talane; Carmen Berube 
Subject: Salvia D - IYH 

Hi Diane and Patricia, 

Long trail below on this. In short, the Salvia D article is with Paul for his sign-off .... he would like clarity on 
the following: 

• Why would we do an it's your health if we say we have insufficient evidence to regulate it? i.e Why 
do we have enough about the health impacts yet aren't acting to regulate? 

I've attempted to reply to some of this in my email below to Cathy .... 

Per my email below, can your shop touch base with comms on this, as these articles are pretty much 
comms-Ied and implemented, and let us know by next week. 
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Clarification in an email is fine, please attach/include from comms the final rationale/proposal (with 
confirmation of who signed off), and the last version of the article, as well as any formal/approved media 
lines on the issue. 

Deadline to DGO - next Wednesday, December 2, noon 

Kim - please note for BF. 

Thanks very much, 

Stephanie 

----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2009-11-27 02:21 PM -----

"'," ' ,:r SzicklHC-SC/GC/CA To Cathy A Sabiston/HC-SC/GC/CA tt
'(; ;! Stephanie 

\. 2009-11-2702:21 PM cc Jodi Brown/HC-SC/GC/CA@HWC, Kimberly 
\ /' V SorfleetlHC-SC/GC/CA@HWC 

Subject Re: Salvia ol§] 

Hi Cathy, 
Pasted here is what was originally provided as rationale in the proposal for the Salvia D article ..... keeping 
in mind IYH articles are comms products. I will ask Diane's shop to touch base also with comms to confirm 
what final approved rationale was -- the key was the both HECSB and HPFB were both on side with this 
idea - consensus. I think Paul actually approved the proposal and rationale. Comms should be able to 
provide more clarity. 

The purpose of the article is information, including around current HC role .... the dept. receives the same 
media Qs over and over on this issue and an IYH would be something to point reporters to, rather than the 
scramble to gather replies and get approvals across HECSB and HPFB. The article is just more efficient
it's approved across the two branches good to go. 

THE ISSUE - Salvia Divinorum is a species of sage which belongs to the mint 
family. It is found in the form of dried leaves, extract and plant cuttings. Salvia 
Divinorum, also known as "diviner's sage" and/or "magic mint", is chewed or 
smoked and can induce illusions and hallucinations. 

Salvia Divinorum continues to attract moderate media attention. It will be 
beneficial to have an It's Your Health article available on the internet so that the 
general public can be better informed about the issue, and so that reporters can 
refer to this article, should they have questions about the issue. 

HEALTH CANADA'S ROLE - There are no regulations or laws prohibiting the 
possession, use or sale of Salvia divinorum in Canada. While many countries 
across the globe have prohibited Salvia, it remains legal in Canada. Health 
Canada is currently exploring our options for prohibiting Salvia in Canada. 

WHY IS THIS ARTICLE NEEDED AND WHY IT'S YOUR HEAL TH?- The target 
audience is the general public. It's Your Health is a good vehicle to use to inform 
individuals about Salvia because the articles are written in plain language and are 
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easily understood by the vast majority of Canadians. 

Cathy A Sabiston/HC-SC/GC/CA 

Cathy A 
Sabiston/HC-SC/GC/CA 

2009-11-27 01 :43 PM 

To Stephanie SzicklHC-SC/GC/CA@HWC, Jodi 
Brown/HC-SC/GC/CA@HWC 

cc Kimberly SorfleetlHC-SC/GC/CA@HWC 

Subject Salvia D 

Paul's question is why wid we do an it's your health if we say we have insufficient evidence to regulate it? 
Ie why do we have enuff about the heallth impacts yet aren't acting to regulate 

Can you please ask diane to look into this - or whomever! 

Cas 
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Salvia divinorum 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (S. divinorum) for its ability to produce hallucinations. Certain 
Web sites are also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Health Canada recommends that you avoid using this substance because very little is known 
about the damage it may cause to the body, including the brain. There is also no way to predict 
how it will affect you with each use. 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 

The leaves of this plant have been used traditionally for spiritual and medicinal purposes by the 
Mazatec Indians in Mexico for many years. 

Products that claim to contain S. divinorum - or its main active ingr.edient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing 
purposes. Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid 
preparations are also available. 

Risks of Using Salvia divinorum 

S. divinorum's effects, which vary from person to person, are often described as unpleasant and 
may include the following: 
• hallucinations; 
• dysphoria (feeling unwell, uneasy or unhappy); 
• out-of-body experiences; 
• uncontrollable laughter; 
• loss of consciousness; 
• short-term memory loss; 
• lack of physical coordination; 
• slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 
• the potency of the product; 
• how much is used; 
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• 
• 

the extent of actual abuse of the substance in Canada and elsewhere; 
overall risk to public health and safety posed by the substance . 

In the case of S. divinorum, there is simply not enough information available to determine 
whether regulation under the CDSA is the best option to manage the potential risks. Questions 
about the use of S. divinorum have been included in the 2008-2009 Youth Smoking Survey, the 
2009 Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario Student Drug Use 
and Health Survey (OSDUHS). The results from the 2009 OSDUHS were published on 
November 18, 2009 and indicate that among responding students in Ontario in 2009, 4.4% 
reported using Salvia divinorum at least once in the past year. Data like this, and that from the two 
national surveys which will be available in 2010, will help fill some of these information gaps and 
contribute to future decisions that Health Canada may make about this plant and its active 
ingredient. See the Need More Info? section below for more information on the surveys that are 
collecting information about Salvia divinorum use in Canada and for more detailed findings from 
the 2009 OSDUHS. 

In Other Countries 
Several countries (e.g., Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of S. divinorum and/or 
salvinorin A. In the United States, S. divinorum and salvinorin A are not regulated under the 
Controlled Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, 
while others have placed restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Reporting Adverse Reactions 

You can report any adverse reactions to the Canada Vigilance Program by one of the following 
three ways: 

• Report online at the MedEffect™ Canada Web site 
• Call toll-free at 1-866-234-2345 
• Complete a Canada Vigilance Reporting Form and either: 
• Fax toll-free to 1-866-678-6789 
• Mail to: Canada Vigilance Program 

Health Canada 
AL 070lC 
Ottawa, ON KIA OK9 
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5.19(1) 

Writer: Sue Lumsden 

Version/date: Draft Seven. May 27,2009. Removes highlighter marking changes in Draft Six, 
which have been agreed to by the Program Contacts. Replaces reference (and link) 
to the Ontario Student Drug Use and Health Survey with a reference (and link) to 
the (national) Canadian Alcohol and Drug Use Monitoring Survey. 

Contacts: HECSB: Jocelyn Kula, Cheryl Tremblay, Brittany Sauve 
IIPFB-NHPD: Valerie HUHY, Robin MarIes 
HPFB-MHPD: Scott Jordan (Draft Two only), Robert Leitch, Mano Murty 
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Salvia divinorum (Redlble) 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (s. divinorum) for its ability to produce hallucinations. Certain 
Web sites are also promoting the use of S. divino rum as a "legal" alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Health Canada recommends that you avoid using this substance because very little is known 
about the damage it may cause to the body, including the brain. There is also no way to predict 
how it will affect you with each use. 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 
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The leaves of this plant have been used traditionally for spiritual and medicinal pumoses by the 
Mazatec Indians in Mexico for many years. 

'Products that -claim-to -contahi s~ divinorum-~ or its mam active -ingredIent,-salvinorln i\-- are
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number offormats, including seeds and plant cuttings for growing 
purposes. Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid 
preparations are also available. 

Risks of Using Salvia divino rum 

S. divinorum's effects, which vary from person to person, are often described as unpleasant and 
may include the following: 

hallucinations; 
dysphoria (feeling unwell, uneasy or unhappy); 
out-of-body experiences; 
uncontrollable laughter; 
loss of consciousness; 
short-term memory loss; 
lack of physical coordination; 
slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 
the purity of the product (it may be mixed with other substances); 
how it is taken (e.g., chewed, swallowed or smoked); 
the user's mood and expectations. 

Deleted: Traditional use 
. involves chewing the leaves or 

using them to make a tea for 
medicinal purposes (e.g., to treat 
such conditions as headache or 
stomach upset), or to induce a 
"mystical" or hallucinogenic 
experience for spiritual purposes. '\I 

A major concern about S. divinorum is ft!at there have only been a few scientific studies about the __ .. {Deleted: the fact 

way it affects the body and the brain. scientists know whIch 1,ram-receptors -are targeted by the - ---
active ingredient, salvinorin A, but very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or 
permanent damage; 
how it interacts with other substances, including other drugs, natural health products and 
alcohol. 

The information regarding physical dependence or addiction to S. divinorum is unclear, although 
it appears the potential for either is low. 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divino rum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
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reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, S. divino rum meets the definition of a "natural health product" 
(NHP) under Health Canada's Natural Health Products Regulations. However, no NHPs 
containing this substance have been approved for sale in Canada. This means that products 
claiming to contain S. divinorum have not been reviewed by Health Canada for safety, efficacy or 
quality. As such, they may be counterfeit or contain other ingredients that pose risks to health, 
and consumers should ~ the_ "b_uY~l" ~ew~r~" p!i!l~ipl~. _ _ _ _ _ _ _ __ _ _ __ _ _ _ _ _ __ _ _ _ _ ___ _ _ _ _ __ __ {~~De_leted __ : h_e_ed ____ ~ 

Natural health products that have been reviewed and approved by Health Canada are labelled with 
one of the following: 

a Natural Product Number (NPN); or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divinorum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one of the Schedules to 
the CDSA, Health Canada considers the following factors: 

international requirements and trends in controlling the substance; 
• similarity to other substances already regulated under the CDSA; 

whether there may be legitimate uses of the substance (e.g., potential health benefits, use 
in manufacturing, etc.); 

• the potential for abuse and the risk of addiction associated with the substance; 
the extent of actual abuse of the substance in Canada and elsewhere; 
overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine 
whether regulation under the CDSA is the best option to manage the potential risks. Questions 
about the use of S. divinorum have been included in the 20.0.8-20.0.9 Youth Smoking Survey -'0 t!te __ 
20.0.9 Canadian Alcohol and Drug Use Monitoring Survey'aI!<! t_he 2_o.O? Ont~rio Student Drug Use 
and Health Survey (OSDUHS). The results from the 20.0.9 OSDUHS were published on 
-November 18,20.0.9 and indicate that among responding students in Ontario in 20.0.9, 4.4% 
reported using Salvia divino rum at least once in the past year. Data like this, and that from the two 

- -1 Deleted: and 

Deleted: , 

national surveys which will be available in 20. 1 0., .~ill helpfiU so.rn~ of the~~ in!()lll!atio.n_gap~a!1~ ___ - (Deleted: these survey results 

contribute to future decisions that Health Canada may make about this plant and its active 
ingredient.;iee th~ _Neeci Mor:e InJ~?_ secti(m!,~lo:v: formoreil1fo_rma!ion on the surveys that ~re _ 
collecting information about Salvia divinorum use in Canada and for more detailed findings from 
the 20.0.9 OSDUHS. 

In Other Countries 
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• 

• 

Several countries (e.g., Australia, Belgium, Denmark, Finland, Germany.,_I~aly~ ~aplll1~~u~ __ .. ____ .. _ .. Deleted: Sweden 

Korea, Spain and SwedenX It~ve .. I'.lll~ed_ con!I".o!~ ()l! the)rnp_o!1_ and/()r_ s_a!e. ()( S..djvil'}()rum.al1cV..o! __ . C ;-,- Deleted: Spain, 

salvinorin A. In the United States, S. divinorum and salvinorin A are not regulated under the ,. >=De=leted==: =Fi=nI=an=d=an=d==~ 
Controlled Substances Act, but a number of individual states have placed restrictions on their sale Comment [ell: Alphabetize? 

and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, 
while others have placed restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divino rum. 

Reporting Adverse Reactions 

You can report any adverse reactions to the Canada Vigilance Program by one of the following 
three ways: 

Report online at the MedEffect™ Canada Web site 

Call toll-free at 1-866-234-2345 

Complete a Canada Vigilance Reporting Form and either: 

Fax toll-free to 1-866-678-6789 

Mail to: Canada Vigilance Program 
Health Canada 
AL070IC 

Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ Canada Web site. The 
Canada Vigilance Reporting Fonn and the adverse reaction reporting guidelines may also be obtained 
via this Web site. 

Need More Info? 

For information about the Government of Canada' s Anti-Drug Strategy, go to: 
http://www.nationalantidrugstrategy.gc.ca/. The Prevention section on this site has a number of 
helpful resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if 
Your Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.ca/dhp-mps/prodnaturlindex-eng.php 
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For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://wwwsss.uwaterloo.calysssite app/controller/index.cfm and 

The .2009 Canadian Alcohol and Drug Use Monitoring Survey, at: http://www.hc-sc.gc.calhl
vs/ drug-dro gues/cadums-esccad-eng.php 

The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.netiResearchlosdus.html 

Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov/2k8lhallucinogenslhallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsvlindex-eng.php 
http://www.hc-sc.gc.calenglishliyhlindex.html 
You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2009 

Catalogue# 
ISBN# 

Writer: Sue Lumsden 

----- 0 -----
5.19(1) 

VersionJdate: Draft Seven. May 27,2009. Removes highlighter marking changes in Draft Six, 
which have been agreed to by the Program Contacts. Replaces reference (and link) 
to the Ontario Student Drug Use and Health Survey with a reference (and link) to 
the (national) Canadian Alcohol and Drug Use Monitoring Survey. 

Contacts: HECSB: Jocelyn Kula, Cheryl Tremblay, Brittany Sauve 
HPFB-NHPD: Valerie Hurry, Robin Maries 
HPFB-MHPD: Scott Jordan (Draft Two only), Robert Leitch, Mano Murty 
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Jocelyn KulaIHC-SClGClCA 

:, 200~ 12-2201:49 PM To Diane AllanlHC-SC/GC/CA@HWC, Jodi 
Brown/HC-SC/GC/CA@HWC 

cc Kimberly SorfleetlHC-SC/GC/CA@HWC, Cheryl 
Tremblay/HC-SC/GC/CA@HWC 

Subject Re: salvia D docket~ 

Only to say that we only got a verbal approval from HPFB so if a routing slip is required, we would have to 
get one. 
JK 
Sent by blackberry 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 

Diane Allan 

---- Original Message --
From: Diane Allan 
Sent: 2009-12-22 01:40 PM EST 
To. Jodi Brown; Jocelyn Kula 
Cc: Kimberly Sorfleet; Cheryl Tremblay; Jocelyn Kula 
Subject: Re: salvia D docket 

Yes and yes for approvals. 

Can email approval be provided or would DGO prefer a signed routing slip? 

Jodi Brown 

----- Original Message -
From. Jodi Brown 
Sent: 2009-12-22 01:37 PM EST 
To: Diane Allan; Jocelyn Kula 
Cc: Kimberly Sorfleet 
Subject. salvia D docket 

I see this docket has risen (I). Can you please let me know of status and process at this stage (e.g. are 
we re-issuing this in a formal docket form to try and get ADM sign off due to delay on original process? 
has HPFB approved this version? to what level? ... ) thanks .... J8 
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------------------------~-------- --

Jodi BrownlHc-8C/GClCA 

2009-12-22 04:00 PM 

To Diane Allan/HC-SC/GC/CA@HWC 

cc Cheryl Tremblay/HC-SC/GC/CA@HWC, Jocelyn 
KulalHC-SC/GC/CA@HWC, Kimberly 
SorfleeVHC-SC/GC/CA@HWC 

bcc 

Subject Re: salvia D docket~ 

hey, there's no one here pushing for this as far as I know (unless you tell me otherwisel) - that was why I 
was asking all of the questions about rationale for moving it forward now as I was surprised to see it come 
back up given all of the workload pressures on your gangl 

Diane Allan/HC-SC/GC/CA 

Diane AllanlHC-SC/GClCA 

2009-12-2203:54 PM To Jodi BrownlHC-SC/GC/CA@HWC 

cc Cheryl Tremblay/HC-SC/GC/CA@HWC, Jocelyn 
KulalHC-SC/GC/CA@HWC, Kimberly 
SorfleeVHC-SC/GC/CA@HWC 

Subject Re: salvia D docketjgJ 

well is all of this needs to be done to get approvals, then it will have to wait to the New year. Woudl this be 
OK? 

Diane Allan 

Director I Directrice 
Office of Controlled Substances I Bureau des substances controlc~es 
Healthy Environments and Consumer Safety Branch I Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada I Sante Canada 
Tel: 613-952-2177 
Fax: 613-946-4224 

*effective immediately, my new email addressisdiane.allan@hc-sc.gc.ca 
Jodi Brown/HC-SC/GC/CA 

~ Jodi BrownlHC-SC/GC/CA 1M 2OQ9-12-2203:25PM To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc Cheryl Tremblay/HC-SC/GC/CA@HWC, Diane 
AllanlHC-SC/GC/CA@HWC, Kimberly 
SorfleeVHC-SC/GC/CA@HWC 

Subject Re: salvia D docketffi) 

So have media lines, etc. been tweaked as well? and do we need to send up with the IYH cover for 
approval that accompanied the last one showing HPFB sign off, Comms, etc. ? Are there antiCipated 
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pressures to move this through that ADMO should be aware of? 

I would suggest one minor change to page 3, where there's a couple lines re: the survey/latest data that 
are a bit clunky. Change to " .... 4.4% reported using .... in the past year. FURTHER DATA FROM THE 
TWO NATIONAL SURVEYS WILL BE AVAILABLE IN 2010. IT IS ANTICIPATED THAT SUCH DATA 
WILL HELP ADDRESS SOME OF THE INFORMATION GAPS ABOUT THIS SUBSTANCE and contribute 
to .... " 

...... thanks, JB 

Jocelyn Kula/HC-SC/GC/CA 

Jocelyn Kula/HC-SC/GC/CA 

2009-12-22 01 :49 PM To Diane Allan/HC-SC/GC/CA@HWC, Jodi 
Brown/HC-SC/GC/CA@HWC 

cc Kimberly SorfleeUHC-SC/GC/CA@HWC, Cheryl 
Tremblay/HC-SC/GC/CA@HWC 

Subject Re: salvia D docketQj 

Only to say that we only got a verbal approval from HPFB so if a routing slip is required, we would have to 
get one. 
JK 
Sent by blackberry 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Division! Division des politiques et affaires reglementaires 

Diane Allan 

----- Original Message ----
From: Diane Allan 
Sent: 2009-12-22 01:40 PM EST 
To: Jodi Brown; Jocelyn Kula 
Cc: Kimberly Sorfleet; Cheryl Tremblay; Jocelyn Kula 
Subject: Re: salvia D docket 

Yes and yes for approvals. 

Can email approval be provided or would DGO prefer a signed routing slip? 

Jodi Brown 

----- Original Message ----
From: Jodi Brown 
Sent: 2009-12-22 01:37 PM EST 
To: Diane Allan; Jocelyn Kula 
Cc: Kimberly Sorfleet 
Subject: salvia D docket 

I see this docket has risen (!). Can you please let me know of status and process at this stage (e.g. are 
we re-issuing this in a formal docket form to try and get ADM sign off due to delay on original process? 
has HPFB approved this version? to what level? ... ) thanks .... JB 
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, 
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1+. Health 
Canada 

Healthy Environments 
and Consumer Safety 
Branch 

Sante 
Canada 

Direction generale. 
Sante environnemenlala at 
securite des consommateurs 

Our ,.. Notr. ",ifJ'ltf!C8 

09-076902-986 

~-------~---------- 23 DEC. lUOS 
Dr. Ian MacDonald Gemmill 
Kingston, Frontenac and Lennox & Addington Public Health 
221 Portsmouth Avenue 
Kingston, Ontario 
K7M IVS 

Dear Dr. MacDonald Gemmill: 

Thank you for your correspondence of Novemher 26,2009, addressed to Deputy 
Minister Morris Rosenberg, regarding Health Canada's position on Salvia divinonlm. In 
your letter you also request infonnation with respect to the health risks associated with 
this plant and its active ingredient, salvinorin A. The Deputy Minister has forwarded 
your letter to my office for a response. 

Health Canada is aware of some of the experiences that are being reported by 
individuals that have experimented with the use of Salvia divinorum, including 
hallucinations, out-of-body experiences, unconsciousness and short-term memory loss. 

As for Health Canada's position, the Department has not yet decided whether 
Sa/via divinorum or salvinorin A warrant regulation as controlJed substances. This is 
because information about the factors considered in contemplating whether to add a 
substance to one of the schedules to the Controlled Dmgs alld Substances Act, including 
the potential for abuse and risk of addiction associated with the substance, the extent of 
actual abuse of the substance in Canada and internationally, the overall risk to public 
health and safety posed by the substance, etc., is either missing or anecdotal in nature. 
For example, very few scientific studies looking into the physical and psychotropic 
etTects of Sa/via divinonun on humans have been carried out, and using these studies to 
predict the potential for addiction and abuse associated with Salvia divinontm is difficult . 

. .12 
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In addition, the Department has only received a limited number of communications 
indicating concern with respect to Salvia divinorum from law enforcement agencies, and 
none of these have advised that the use of Salvia divinorum poses any threat to public 
safety. 

------~--____ tkalt1LCanada is taking steps to address the lack of data regarding the use and the 
extent of abuse involving Sa/via divinorurn. Questions regarding its use were included in 
the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Dmg Use 
Monitoring Survey, and the 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS). The results trom the 2009 OSDUHS were published on November 18, 2009 
and indicate that among responding students in Ontario in 2009, 4.4% reported using 
Salvia divinorum at least once in the past year. Data like this, and that from the two 
national surveys which \-viH be available in 2010, will help fill some of these information 
gaps and contribute to future decisions that Health Canada may make about this plant and 
its active ingredient. Please visit http://www.camh.netiResearchlosdus.html for more 
detailed findings from the 2009 OSDUHS. 

Health Canada will continue to collect and consider information regarding Salvia 
divinorum and to consult with key stakeholders, including healtl1 officials in other 
countries, and law enforcement officials here at home to determine the most appropriate 
strategy to manage the risks associated with the use of Salvia divillorum. 

Thank you for writing. 

Sincerely, 

Diane Allan 
Director 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 
Healthy Environments and Consumer Branch 
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26 November 2009 

Deputy Minister Morris Rosenburg 
Health·Can~------··---------

Brooke Claxton Building, Tunney's Pasture 
Postal Locator: 0906C 
Ottawa, Ontario KIA OK9 

Dear Deputy Minister: 

RE: Salvia divinorum. 

,-til "'(lnlill'd lor/ll rJ//!Jlir IlI'rrlrll II.IJI'JI(IIII./.millfl'li Jrirh Qw.'I'JI'S Ullin'I'-'illl 
I,M. Gemmill MD. e(,Ft'_ FI<Ct'(C! :Vle<ikal Officer "r He:tlth 

Telephone: 613.549.1232 Ext. 1234 
Email: MOH@kflapublichealth.ca 

I am writing to enquire about the Health Canada position on Salvia divinorum, and herb common 
in parts of the Western hemisphere and containing a psychoactive chemical called salvinorin A. 
We have had reports of its sale in shops in this area and are aware that it has psychotropic 
effects. 

I am writing to enquire from yqu:~bout your opin~n of the health ri~k~ of this plant and the 
chemical involved. In addition, I am writing to enguire about Health Canada's position and what 
action, if any, your department intends to take on this plant and chemical. Your response will 
assist us in deciding what action we might take 10cal1y to restrict or prevent its sale to youth in 
this area. 

Thank you in advance for your assistance and look forward to an infonnative response. 

Yours truly, 

~ ~ ~.tZ. c2.r2. p:" 

Ian MacDonald Gemmill, MD, CCFP, PCPP, FRCP(C) 
Medical Officer of Health . 

IMG:cbk 
Copy to: Board of Health members 

E. Gardner, Manager, Environmental Health 
P. Lavalley, Director, Infflctio\l~ Disease Prevention ana Environmental Health 

,-

KINGSTON, FRONTENAC AND LENNOX & ADDINGTON PUBLlCfiEALTH 

M.O~ ~ 
221 Portsmouth Avenue, Kingston. Ontario K7M 1 V5 ~ ....... ~ 
Tel: 613·549·1232 1·800-267·7875 ....... ....... 

Branch Offices 
Clovne Tel: 61:l·:~:~f;.Rq!<q F:lll' fiI1.1:H;_()~?·) 

Sh;rbot l.ake Tel: 613·:000529 
Fax: 613-549-7896 www.kflapublichealth.ca 1'\apanee Tel: 613-: 
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a. " .. .................... 

Cheryl 
Tremblay/HC-SClGC/CA 

2009-12-2311:02 AM: 

Good morning lisa, 

To Lisa MacKay/HC-SC/GC/CA@HWC 

cc Jocelyn Kula/HC-SC/GC/CA@HWC, Diane 
AllanlHC-SC/GC/CA@HWC, Kimberly 
SorfleetlHC-SC/GC/CA@HWC, Jodi 

bcc Cheryl Tremblay/HC-SC/GC/CA 

Subject Fw: salvia D docket 

Please see string of emails re: IYH on Salvia below. Should we work through your office for the approval 
from HPFB? 

Thanks, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances contr61ees 
Controlled Substances and Tobacco Directorate I Direction des substances contr61ees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction genera Ie de la sante environnementale et 
de la securite consommateurs . 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 
- Forwarded by Cheryl Tremblay/HC-SC/GC/CA on 2009-12-2310:59 AM-

t- 2009-12-23 10:32 AM To Jocelyn KulalHC-SC/GC/CA@HWC 

• 

Jodi BrownlHC-SC/GC/CA 

cc Cheryl Tremblay/HC-SC/GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC, Kimberly 
SorfleetlHC-SC/GC/CA@HWC 

Subject Re: salvia D docket~ 

Spoke with ADMO and we will move the docket forward. So if you have the updated media lines from 
Comms, piS advise, and yes, if you can get HPFB to send approval (even if it is an email for now), pis 
forward ASAP. 

Thanks ... JB 

Jocelyn Kula/HC-SC/GC/CA 

A.... ... .
. Jocelyn KulalHC-5C/GC/CA 

2009-12-2203:59 PM 
,';¥ . 

, ,,:;,. 

To Jodi Brown/HC-SC/GC/CA@HWC 

cc Cheryl Tremblay/HC-SC/GC/CA@HWC, Diane 
AllanlHC-SC/GC/CA@HWC, Kimberly 
SorfleetlHC-SC/GC/CA@HWC 

Subject Re: salvia D docket0 

Yes there are pressures to move this through ADMO as Paul's approval has been pending since the 
Spring and HPFB signed off months ago, it would be nice to get this one up on the website and then start 
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using it in standard responses etc. 

Re. media lines, I am copying Bronwyn so she can confirm, but last I remember, we had suggested some 
changes to the approved lines in order to align the text with the proposed IYH article but nothing ever got 
approved because ADMO wanted them to go forward for approval at the same time as the IYH and Paul 
had questions about the IYH over the summer. I am attaching the latest version that Comms had 
prepared and that we edited. I would suggest that we flag both docs to ADMO so that they get approved 
at the same time. 

Salvia ML v.7 Apri12009_CSTD Comments re IYH.doc 

Re. your proposed change, while I see what you are saying, I have to be honest and say that as we have 
worked with Suzanne D on the current text and HPFB has now approved it, making any more changes will 
now only further delay things. Your calli suppose but if the change is really a nice to have rather than a 
must have, I say we leave it for now. 

Jocelyn 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Division! Division des politiques et affaires reglementaires 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Jodi Brown/HC-SC/GC/CA 

Jodi Brown/HC-SC/GC/CA 

2009-12-22 03:25 PM To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc Cheryl Tremblay/HC-SC/GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC, Kimberly 
SorfleetlHC-SC/GC/CA@HWC 

Subject Re: salvia D dockettE! 

So have media lines, etc. been tweaked as well? and do we need to send up with the IYH cover for 
approval that accompanied the last one showing HPFB sign off, Comms, etc. ? Are there anticipated 
pressures to move this through that ADMO should be aware of? 

I would suggest one minor change to page 3, where there's a couple lines re: the surveyllatest data that 
are a bit clunky. Change to " ... .4.4% reported using .... in the past year. FURTHER DATA FROM THE 
TWO NATIONAL SURVEYS WILL BE AVAILABLE IN 2010. IT IS ANTICIPATED THAT SUCH DATA 
WILL HELP ADDRESS SOME OF THE INFORMATION GAPS ABOUT THIS SUBSTANCE and contribute 
to .... " 

...... thanks, JB 

Jocelyn Kula/HC-SC/GC/CA 
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DRAFT 
April 7, 2009 

Issue 

Media Lines 
Regulatory Control of Salvia Divinorum 

Since 2006, Health Canada has noted ongoingJ11~di~ interes! regar4i.ng_th~ ay~iJability of 
Salvia divinorum on the Canadian market. Health Canada has also received a number of 
enquiries from various municipalities and members of the public asking why Health 
Canada has not taken steps to control the availability of Salvia divinorum, particularly 
given reports from scientific and media sources suggesting that Salvia divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. 

Key Messages: 

Deleted: observed a steady 
increase in the amount of 

• Health Canada continues to collect and consider p!~ormatioll!lb()ut Sa[-ll~a_ 
divinorum and its active ingredient, §.alvi~ori~A~ !i"91l1 ~othnatio!1a! ~Ilcl __ _ 

_ _ _ - (Deleted: relevant 

_ I Deleted: S 
-- ~------------------

international sources in order to determine what, if any, regulatory controls are 
needed. 

• While the media have reported that use of Salvia divinorum is on the rise in certain 
parts of the country, Health Canada does not currently have statistics on its use 
across the Canadian population. 

• Health Canada is taking steps to address this lack of data. Questions regarding the 
use of Salvia divinorum have been included in the 2008-2009 Youth Smoking 
Survey and the 2009 Canadian Alcohol anq,])rug ys~ M()nit()ring..s1J1"":ey~ A _ 
general open-ended question about the use of other substances was also been 
included in the 2008 Canadian Alcohol and Drug Use Monitoring Survey. 

Supplementarv Messages: 

On the classification of Salvia divinorum: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
;:;,alvin9!i!1_A,_ ar~reglllated..und_er t~e_ (;01}trolled p!ugs atulSu!J~tp!ll:~~ Act __ _ 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and 
South Korea) have placed controls on the import and/or sale of Salvia divinorum 
,md/or salvinorin A. Although some individual U.S. states have implemented laws 
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restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are., ____ - ( Deleted: is 
----------------~ 

I • 

not federally regulated under the Controlled Substances Act in the United States. 

Salvia divinorum Jll~t:t~Jlle ~~:fiIlitio!1_ o{ ~ natur~l h_ealtll P!()<!l!cJ ~nd~r ~h(j!NatlJ,.al 
Health Product Regulations (NHPR). This means that Salvia products that are not 
in compliance with the NHPR may be subject to compliance and enforcement 
actions. 

• As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divinorum products. 

If asked for specifics on when the survey data will be available: 

• Data from the Canadian Alcohol and Drug Use Monitoring Survey will be available 
in summer 2009, while the results of the Youth Smoking Survey and the Canadian 

- Deleted: , when associated with 
health claims. could 

Alcohol and, Qrug_l:!s~M0I1.ito!ing$_urv(!y !ik(!IYvviJ! Ilot be_ ~"a_ita!>!euI1.t!1201 O~ __.. - Deleted: Ontario Student 

Questions and Answers 

Ql - If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
Al - Very few controlled scientific studies of the physical and psychotropic effects of 
Salvia divinorum on humans have been carried out, and using these studies to predict the 
potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. 

Health Canada has only received a limited number of communications regarding Salvia 
divinorum from law enforcement agencies, and none of these has advised that the use of 
Salvia divinorum poses any particular threat to public safety. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 
A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 
A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Product Regulations and/or are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. An import target for 
products contailling.Salvia divinorum has already been placed with Canada Border 
Services Agency. 
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Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
A4 - Health Canada considers several factors in detennining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

I : 

International requirements and trends inJegulatorys~atu~ _ ... _ .... . ... _ . _ .. _ 
Chemical and pharmacological similarity to other substances already reguiateq. 
under the CDSA; 
Legitimate uses ofthe substance (i.e., therapeutic, industrial or commercial); 
Potential for aJ:>.use .and ris~ _of aMic!io!1. associated wit~ .th.e_ s.u.bstancle;_ . __ .. __ 
Extent of actual abuse .oftht) su~sJlll!ce. in _C'!fla~ _anli. intep:1ation.ally; aIl4 
Overall risk to public health and safety posed by the substance. 

Health Canada has only anecdotal information about the last three of the above
mentioned factors, and thus is not yet convinced that the controls imposed by the CDSA 
are an appropriate strategy for managing the risks associated with the use of Salvia 
divinorum. The survey results from the 2008-2009 Youth Smoking Survey and the 2009 
Canadian Alcohol and Drug Use Monitoring Survey will help fill some of the 
information gaps. The data, however, will not likely be available until 2010. In the 

Deleted: control 

. Deleted: and scheduling 

Deleted: scheduled 

- Deleted: A 

Deleted: liability 

,.' (Deleted: potential of 

" i Deleted: and misuse 

interim, Health Canada will,.contjm.1t!. to_ col!e.ct ~4 ~()ns.ilit)r_ ip.f()~ation_ r_egllr(iil!g Sglvia ___ .[ Deleted:, however, 

divinorum as it becomes available. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
AS -See A4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 
A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are not adequate to characterize the 
risk to the general population. These data cannot be used to detennine incidence of use in 
the general population, as Health Canada does not have any information about the 
number of individuals using or who have used Salvia divinorum. 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, dysphoria, out-of-body experiences, unconsciousness 
and short-term memory loss. The effects, which vary from person to person, are often 
described as unpleasant. 
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The use of Salvia divinorom as a psychotropic agent first came to Health Canada's 
attention some years ago. While no validated data exist regarding usage in Canada, data 
from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 

I • 1.8 million persons aged 12 or older have used Salvia divinorum at least once in 
their lifetime, and approximately 750,000 did so in the past year. 

• Use was more common among young adults (18 to 25 years old) as opposed to 
older adults (>26 years of age). 

• Young adults were three times more likely than youths aged 12 to 17 to have used 
Salvia divinorum in the past year. 
Use was more common in males than females. 

Salvia divinorom is widely advertised and promoted on the Internet and sold in various 
"head shops" and natural food stores as a "legal" alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorom 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique. y ~ ~ _ ~ ~ _____ ~ __ _ _ _ _ _ ~ _ ~ _______ _ 

Prepared by: Cheryl Tremblay, Policy and Regulatory Affairs Division, DSCSD 
Stephanie Mitchell, Communications Advisor (HECSB) 
Darrin Denne, Communications Officer (HPFB) 

Reviewed by: Mano Murty (MHPD - March II, 2009) 

Approved by : 
Approved 

Approved 
Approved 
Approved 
Approved 
Approved 
Approved 
Pending 
Pending 

Pending 
Pending 
Pending 

Pending 
Pending 
Pending 

Andrew Adams, Director, OCS, DSCSD (March 1st
, 2009) 

Nancy Richards, Director, Bureau of Policy and Regulatory Affairs, NHPD 
(January 23, 2009) 
Due Vu, Director, Marketed Biologics, Biotechnology and Natural Health 
Products Bureau, MHPD (February 3, 2009) 

Cathy Sabiston, DG, TDD, HECS (April 7, 2009) 
Chris Turner, DG, MHPD (March 13, 2009) 
Michelle Boudreau, DG, NHPD (March 19, 2009) 
Sharon Mullins, AJDG, HPFBI (April 3, 2009) 
Ken Polk, Communications Executive, HPFB (April 3, 2009) 
Kathleen Malone, Senior Media Relations, PACCB (April 7, 2009) 
Warren Braun, Director, Strategic Communications, PACCB 
Peter Yendall, Director, Public Affairs, PACCB 

Paul Glover, ADM, HECSB 
Meena Ballantyne, ADM, HPFB 
Anne Lamar, ADM, PACCB 

DMO 
MO 
PCO 
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Hi Bronwyn, 

Cheryl 
Tremblay/HC-SClGClCA 

200g..12-23 01:51 PM 

To Bronwyn Cline/HC-SC/GC/CA@HWC 

ee Jodi BrownlHC-SC/GC/CA@HWC, Kimberly 
SorlJeetlHC-SC/GClCA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC, Jocelyn 

bee Cheryl Tremblay/HC-SC/GC/CA 

Subject Fw: salvia 0 docket 

Here are the proposed revisions to the IYH and Ml on Saliva. They have been approved by Diane Allan 
(below). 

Q - Can we include a line about the IYH in the Ml yet or would it be added once published? 

Thanks, 
Cheryl , 
-- Forwarded by Cheryl Tremblay/HC-SC/GC/CA on 2009-12-23 01 :45 PM -

Diane A1lanlHC-SC/GC/CA 

2009-12-2301:45 PM 

Approved. 

Diane Allan 

Director I Directrice 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

ee 

Subject Re: Fw: Fw: salvia 0 docket~ 

Office of Controlled Substances I Bureau des substances contralees 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada I Sante Canada 
Tel: 613-952-2177 
Fax: 613-946-4224 

*effective immediately, my new email addressisdiane.allan@hc-sc.gc.ca 
Cheryl Tremblay/HC-SC/GC/CA 

.i.'" .• ".". 
@i. • .. . ,. 
.. oil • ... u· ..... u ..... 

Hi Diane, 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-12-2301:04 PM 
To Diane AllanlHC-SC/GC/CA@HWC 

ee 

Subject Re: Fw: Fw: salvia 0 docketlIl 

Here are the latest versions of the proposed revisions to the IYH and Ml on Saliva for your 
review/approval. 
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FYI - Denis has not reviewed and is currently on lunch, would you like me to have him look over them prior 
to your approval? 

IYH - Salvia Divinorum - June 32009- HEeSB Proposed Revisions - Dec 23 2009_0ean.doc 

IYH - Salvia Divinorum - June 82009 - HECSB Proposed Revisions - Dec 23 2009_Redline.doc 

Media Lines 

Salvia ML v.7 _CSTD Comments re IYH_Dec 232009.doc 

Thanks, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances controlees 
Controlled Substances and Tobacco Directorate I Direction des substances controlees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction genera Ie de la sante environnementale et 
de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

Jodi Brown/HC-SC/GC/CA 

To Diane Allan/HC-SC/GC/CA@HWC 

cc Bronwyn Cline/HC-SC/GC/CA@HWC, Cheryl 
Tremblay/HC-SC/GC/CA@HWC, Kimberly 
SorfleetlHC-SC/GC/CA@HWC 

Subject Re: Fw: Fw: salvia D docketC':l 

This is why I didn't understand why a new docket was opened yesterday by OCS on this. Can you pis 
close the docket/file, and I will pull from CAthy's signature book. Bronwyn said Comms will send an entire 
package (media lines and IYH) for approvals to our DG and HPFB DG. As such, since its needs to get 
approved again, can we fix the 'clunky line' as per my original email below and have HPFB and our DG 
review that once finalised with comms and MLs. 

Thanks ... JB 

Diane Allan/HC-SC/GC/CA 

Diane Allan/HC-SC/GC/CA 

2009-12-23 11 :18 AM To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Jodi Brown/HC-SC/GC/CA@HWC, Bronwyn 
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Cline/HC-SC/GC/CA@HWC 
Subject Re: Fw: Fw: salvia D docketli] 

Well then no further action for us Jodi then. 

Thanks Cheryl. 
Cheryl Tremblay 

----- Original Message ----
From: Cheryl Tremblay 
Sent: 2009-12-23 11:17 AM EST 
To: Diane Allan 
Cc: Jodi Brown; Bronwyn Cline 
Subject: Re: Fw: Fw: salvia D docket 

Bronwyn said that they would push both the IYH and the media lines through approvals together. 

Diane Allan/HC-SC/GC/CA 

Diane Allan/HC-SC/GC/CA 

2009-12-2311 :15 AM To Jodi Brown/HC-SC/GC/CA@HWC 

cc "Cheryl Tremblay" <CheryI.Tremblay@hc-sc.gc.ca> 

Subject Fw: Fw: salvia D docket 

So comms handles comms products we would have to handle the IYH on its own. 
Cheryl Tremblay 

----- Original Message ----
From: Cheryl Tremblay 
Sent: 2009-12-23 11:08 AM EST 
To: Diane Allan 
Subject: Re: Fw: salvia D docket 

Hi Diane, 

I just spoke with Bronwyn and she said that the approvals have been handled through comms in the past 
and to forward the article on to her and let her know who has approved, etc. I am updating the proposed 
revisions to the media lines now and will forward them on shortly. 

Thanks, 
Cheryl 

Diane Allan/HC-SC/GC/CA 

Diane Allan/HC-SC/GC/CA 

2009-12-23 11 :05 AM To "Cheryl Tremblay" <CheryI.Tremblay@hc-sc.gc.ca> 

cc 

Subject Fw: salvia D docket 
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Salvia divinorum (Clean) - CSTD Proposed Revisions - December 23, 2009 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (S. divinorum) for its ability to produce hallucinations. Certain 
Web sites are also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Health Canada recommends that you avoid using this substance because very little is known 
about the damage it may cause to the body, including the brain. There is also no way to predict 
how it will affect you with each use. 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 

The leaves ofthis plant have been used traditionally for spiritual and medicinal purposes by the 
Mazatec Indians in Mexico for many years. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing 
purposes. Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid 
preparations are also available. 

Risks of Using Salvia divinorum 

S. divinorum's effects, which vary from person to person, are often described as unpleasant and 
may include the following: 
• hallucinations; 
• dysphoria (feeling unwell, uneasy or unhappy); 
• out-of-body experiences; 
• uncontrollable laughter; 
• loss of consciousness; 
• short-term memory loss; 
• lack of physical coordination; 
• slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 
• the potency of the product; 
• how much is used; 
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• 
• 
• 

the purity of the product (it may be mixed with other substances); 
how it is taken (e.g., chewed, swallowed or smoked); 
the user's mood and expectations. 

A major concern about S. divinorum is that there have only been a few scientific studies about the 
way it affects the body and the brain. Scientists know which brain receptors are targeted by the 
active ingredient, salvinorin A, but very little is known about the following: 
• how it affects the brain overall, including whether there are any long-term effects or 

permanent damage; 
• how it interacts with other substances, including other drugs, natural health products and 

alcohol. 

The information regarding physical dependence or addiction to S. divinorum is unclear, although 
it appears the potential for either is low. 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, S. divinorum meets the definition of a "natural health product" 
(NHP) under Health Canada's Natural Health Products Regulations. However, no NHPs 
containing this substance have been approved for sale in Canada. This means that products 
claiming to contain S. divinorum have not been reviewed by Health Canada for safety, efficacy or 
quality. As such, they may be counterfeit or contain other ingredients that pose risks to health, 
and consumers should apply the "buyer beware" principle. 

Natural health products that have been reviewed and approved by Health Canada are labelled with 
one of the following: 
• a Natural Product Number (NPN); or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divinorum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing wh.ether to add a substance to one of the Schedules to 
the CDSA, Health Canada considers the following factors: 
• international requirements and trends in controlling the substance; 
• similarity to other substances already regulated under the CDSA; 
• whether there may be legitimate uses of the substance (e.g., potential health benefits, use 

in manufacturing, etc.); 
• the potential for abuse and the risk of addiction associated with the substance; 
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• 

• 
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• 

• the extent of actual abuse of the substance in Canada and elsewhere; 
• overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine 
whether regulation under the CDSA is the best option to manage the potential risks. Questions 
about the use of S. divinorum have been included in the 2008-2009 Youth Smoking Survey, the 
2009 Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario Student Drug Use 
and Health Survey (OSDUHS). The results from the 2009 OSDUHS were published on 
November 18,2009 and indicate that among responding students in Ontario, 4.4% reported using 
Salvia divinorum at least once in the past year. Further data from the two national surveys will be 
available in 2010. It is anticipated that such data will help address some of the information gaps 
about this substance and contribute to future decisions that Health Canada may make about this 
plant and its active ingredient. See the Need More Info? section below for more information on 
the surveys that are collecting information about Salvia divinorum use in Canada and for more 
detailed findings from the 2009 OSDUHS. 

In Other Countries 
Several countries (e.g., Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of S. divinorum and/or 
salvinorin A. In the United States, S. divinorum and salvinorin A are not regulated under the 
Controlled Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, 
while others have placed restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Reporting Adverse Reactions 

You can report any adverse reactions to the Canada Vigilance Program by one ofthe following 
three ways: 

Report online at the MedEffect™ Canada Web site 

Call toll-free at 1-866-234-2345 

Complete a Canada Vigilance Reporting Forn1 and either: 

Fax toll-free to 1-866-678-6789 
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Mail to: Canada Vigilance Program 
Health Canada 
AL 0701C 

Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEftect™ Canada Web site. The 
Canada Vigilance Reporting Form and the adverse reaction reporting guidelines may also be obtained 
via this Web site. 

Need More Info? 

For information about the Government of Canada's Anti-Drug Strategy, go to: 
http://www.nationalantidrugstrategy.gc.caf. The Prevention section on this site has a number of 
helpful resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if 
Your Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.cafdhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.cafysssiteapp/controller/index.cfin and 

The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: http://www.hc-sc.gc.cafhl
vsl drug-dro guesl cadums-esccad-eng.php 

The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.net/Research! osdus.html 

Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov12k8/hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.cafhl-vsliyh-vsv/index-eng.php 
http://www.hc-sc.gc.cafenglish!iyhiindex.html 
You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Salvia divinorum (Redline) - CSTD Proposed Revisiolls - December 23. 2009 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (s. divinorum) for its ability to produce hallucinations. Certain 
Web sites are also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Health Canada recommends that you avoid using this substance because very little is known 
about the damage it may cause to the body, including the brain. There is also no way to predict 
how it will affect you with each use. 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 
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The leaves of this plant have been used traditionally for spiritual and medicinal purposes by the 
Mazatec Indians in Mexico for many years. 

". - - - - .- -- . - - - - - .- - -~ -- - - - -- - - .- - - - - .. - - - - - - - - -- .- - - -. -- - - - - .-

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing 
purposes. Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid 
preparations are also available. 

Risks of Using Salvia divinorum 

S. divinorum's effects, which vary from person to person, are often described as unpleasant and 
may include the following: 

hallucinations; 
dysphoria (feeling unwell, uneasy or unhappy); 
out-of-body experiences; 
uncontrollable laughter; 
loss of consciousness; 

• short-term memory loss; 
lack of physical coordination; 

• slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 

• the purity of the product (it may be mixed with other substances); 
how it is taken (e.g., chewed, swallowed or smoked); 
the user's mood and expectations. 

- . Deleted: Traditional use 
involves chewing the leaves or 
using them to make a tea for 
medicinal purposes (e.g., to treat 
such conditions as headache or 
stomach upset), or to induce a 
"mystical" or hallucinogenic 
experience for spiritual purposes.' 

A major concern about S. divinorum is.t~~(tl1~r~ Aav~ 9Illy_ ~e_eIl_a fe~ s.cientili.c s_tlI<!ii!s. ~bout _tl1~ _ _ - { Deleted: the fact 

way it affects the body and the brain. Scientists know which brain receptors are targeted by the 
active ingredient, salvinorin A, but very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or 
permanent damage; 
how it interacts with other substances, including other drugs, natural health products and 
alcohol. 

The information regarding physical dependence or addiction to S. divinorum is unclear, although 
it appears the potential for either is low. 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
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reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, S. divinorum meets the defmition of a "natural health product" 
(NHP) under Health Canada's Natural Health Products Regulations. However, no NHPs 
containing this substance have been approved for sale in Canada. This means that products 
claiming to contain S. divinorum have not been reviewed by Health Canada for safety, efficacy or 
quality. As such, they may be counterfeit or contain other ingredients that pose risks to health, 
and consumers should mmlY.,the_ '~buy~r b~ware" pri!l<:iple... __ . _. .. l_D_e_leted __ : h_ee_d ____ ~ 

Natural health products that have been reviewed and approved by Health Canada are labelled with 
one of the following: 

a Natural Product Number (NPN); or 
a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divino rum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one of the Schedules to 
the CDSA, Health Canada considers the following factors: 
• international requirements and trends in controlling the substance; 
• similarity to other substances already regulated under the CDSA; 
• whether there may be legitimate uses of the substance (e.g., potential health benefits, use 

in manufacturing, etc.); 
the potential for abuse and the risk of addiction associated with the substance; 
the extent of actual abuse of the substance in Canada and elsewhere; 
overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine 
whether regulation under the CDSA is the best option to manage the potential risks. Questions 
about the use of S. divinorum have been included in the 20.0.8-20.0.9 Youth Smoking Survey,. th~ _____ .. t>=~=leted==: =an=d======< 

20.0.9 Canadian Alcohol and Drug Use Monitoring SurveY.~l!<! the 2QO? Qntario Stu<!ept Drug Us~ Deleted:, 
--------------~ and Health Survey (OSDUHS). The results from the 20.09 OSDUHS were published on 

November 18,20.09 and indicate that among responding students in Ontario, 4.4% reported llsing 
Salvia divinorum at least once in the past year. Further data from the two national surveys will be 
available in 2010. It is anticipated that such data,.wlllhelp addre.s§._s0!l1e.ofth~ inf()rmation gaps 
about this substance and contribute to future decisions that Health Canada may make about this 
plant and its active ingredient.jSee.the Need More Info? sec:tion ~e19wfo~more. informati()ll on 
the surveys that are collecting iniomlation about Salvia divinorum use in Canada and for more 
Jetailed findings from the 20.09 OSDUHS. 

In Other Countries 
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• 

• 

Several countries (e.g., Australia, Belgium, Denmark, Finland, Gennany~)taly~ ~ap~~~~1!.~ __ . _____ - Deleted: Sweden 

Korea, Spain and Sweden X h3:".e .I!l~~ed_ contr~ls on the _ i!flp_o!1 apdl <!r. s~le_ ()( ~ . . divilUJ1]lm ~<I/~! _ ' , ,- Deleted: Spain. 
salvinorin A. In the United States, S. divinorum and salvinorin A are not regulated under the -,' >=D=e=Ieted==:=Fi=n1=an=d=an=d====< 

Controlled Substances Act, but a number of individual states have placed restrictions on their sale (comment [C1l: Alphabetize? 

andlor import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy andlor sell S. divinorum andlor salvinorin A to various degrees, 
while others have placed restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider infonnation regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in detennining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Reporting Adverse Reactions 

You can report any adverse reactions to the Canada Vigilance Program by one of the following 
three ways: 

Report online at the MedEffect™ Canada Web site 

Call toll-free at 1-866-234-2345 

Complete a Canada Vigilance Reporting Fonn and either: 

Fax toll-free to 1-866-678-6789 

Mail to: Canada Vigilance Program 
Health Canada 
AL 0701C 

Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ Canada Web site. The 
Canada Vigilance Reporting Fonn and the adverse reaction reporting guidelines may also be obtained 
via this Web site. 

Need More Info? 

For information about the Government of Canada's Anti-Drug Strategy, go to: 
http://www.nationalantidrugstrategy.gc.cal. The Prevention section on this site has a number of 
helpful resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if 
Your Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 
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For more on the surveys that are collecting infonnation about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssiteapp/controllerlindex.cfin and 

The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: http://www.hc-sc.gc.ca/hl
vs/drug-drogues/cadums-esccad-eng.php 

The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.net/Research/osdus.htrnl 

Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htrn 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov!2k8Ihallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.calhl-vsliyh-vsv/index-eng.php 
http://www.hc-sc.gc.calenglishliyhlindex.htrnl 
You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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DRAFT 

December 23 .. 20()9 _. __ . . __ . __ .... , . _ .. .. _ ... , . __ . _ ..... __ .. _ ,. .. [Deleted: April 7 

Media Lines 
Regulatory Control of Salvia Divinorum 

ill!!£ 
Since 2006, Health Canada has noted ongoingJIledia interest regarding the availability of.. Deleted: observed a steady 

Salvia divinorum on the Canadian market. Health call ada has also· received a number o-f· -. increase in the amount of 

enquiries from various municipalities and members of the public asking why Health 
Canada has not taken steps to control the availability of Salvia divinorum, particularly 
given reports from scientific and media sources suggesting that Salvia divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. 

Key Messages: 

• .T~e pepartment ]1a~ not xet .decided whet]1er •. S(llviadivinon~m or its ac!ive . _ ...... ' .' 

• 

ingredient salvinorin A warrant regulation as controlled substances in Canada. This ' 
is because information about the factors considered in contemplating whether to 
add a substance to one of the schedules to the .. Controlled Drugp and Substances 
Act, is either missing or anecdotal in nature. 

Health Canada is taking steps to address this lack of data. Questions about the use \ 
of Salvia divinorum have been included in the 2008-2009 Youth Smoking Survey~ .. " \ 
JJ1.e.2_009.Canadian Alcohol an9.Qrug.lls.eMon!torin~~u!Ye:y and the 2009 On!ario " 
Student Drug Use and Health Survey.~It is anticipated that the data from these " '. 

-~"- . ~-- - \ \ 

surveys will help address some of the information gaps about this substance and \' ' 
contribute to future decisions that Health Canada may make about this plant and its I' 

Deleted: <#>Health Canada 
continues to collect relevant 
infonnation about Salvia 
divinorum and its active 
ingredient, Salvinorin A, from both 
national and international sources 
in order to detennine what, if any. 
regulatory controls are needed.'\I 
'\I , 
Deleted: While the media have 
reported that use of Salvia 
divinorum is on the rise in certain 
parts of the country, Health 
Canada does not currently have 
statistics on its use across tbe 
Canadian population. 

Formatted: Font: Italic 
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=~"-====""- " ,.\ \ ( Deleted: regarding 

. I' r 
• Health Canada continues to collect and consider information regarding Salvia 

divinorum and to consult with key stakeholders, including heath officials in other 
countries, and law enforcement here at home to determine the most appropriate 
strategy to manage the risks associated with the use of Salvia divinonlln. 

Supplementarv Messages: 

On the classification of Salvia divinorum: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
,i?,alvinorin.A,are regulateci.uII,de! the Controlletj Drugs (lndSubstances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 
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• 

I • 

Several countries (Australia, Bel~um, Denmark, Finland, Germany-t. !t~lyJ Jkl12a.nJ __ _ 
~~l!th ~orea. Spain apd Sweden)~~ye p!~c.edc~ntro!s ~f! ~he irnport: !U!d/ O! sale of __ ... 
Salvia divinorum and/or salvinorin A. Although some individual U.S. states have . 
implemented laws restricting its use, sale and/or distribution, Salvia divinorum and 
salvinorin A are,. not_ (e~eraJly_ regtlla!ed 1!I!4er }!Ie~on!rollefi.sups~a!lces. .4C:1 in. th~ __ . -. 
United States. 

Salvia divinorum )ll~~t~t!Ie ~~fiI!itiono.( a. I!l!tural h~alfl! p!()du.c~ lJ!lder the _Natural 
Health Product Regulations (NHPR). This means that Salvia products that are not 
in compliance with the NHPR may be subject to compliance and enforcement 
actions. 

• As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divinorum products. 

• ~rhe results from the 2QQ9 On!ario. Stu.dent Drug Use and f:Iealth Survey were 
published on November 18,2009 and indicate that among responding students in 
Ontario, 4.4% reported using Salvia divinontm at least once in the past year. Health 
Canada will consider this data in its ongoing examination of Salvia divinonlm and 
salvinorin A. 

• Further data from the two national surveys, i.e., the 2008-2009 Youth Smoking ... 
Survey and the 2009 Canadian Alcohol and Drug Use Monitoring Survey, will be 
available in 2010. 

Questions and Answers 

Ql -If Health Canada is aware of Salvia divinorum's iII-effects, why isn't it illegal? 
Al - Very few controlled scientific studies of the physical and psychotropic effects of 
Salvia divinorum on humans have been carried out, and using these studies to predict the 
potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. 

Health Canada has only received a limited number of communications indicating concern 
with respect to~,~alllia qivinorum from )~w enf()rc.ement ag~ncies, and Il.one _of these has _ 
advised that the use of Salvia divinorum poses any Jhreat to public sa(ety:. _ 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 
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A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 
A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Product Regulations and/or are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. An import target for 
products containin&.Sa!viadivil}q~mp.a~ Cl.!r~lldx b~en pla~ed ~5th Cll,Ilada~ordel" 
Services Agency. 

Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
A4 - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

{ Deleted: with 

I 
. International requirements and trends in controlling the substance,,; ______ .. _ _ _ ~ - - - Deleted: and scheduling 

Chemical and pharmacological similarity to other substances already regulatec\ _ ..... _- Deleted: scheduled 

under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 

I · Potential for ap.us~1U14ris~ _oLaM(c.ti~1l as~~ciated with.th.e_~L!.bs!a.n~e;. _ .. ___ . __ ~ _ - - ->=[ D=e=le=ted=:=A======< 
Extent of actual abuse .o{th(! !'ll~~tll,Ilce_ in C:anad.a .a!l~ illternlltio.nally; lIIld ._ . _. __ . - -- Deleted: liability 

Overall risk to public health and safety posed by the substance. Deleted: potential of 

Health Canada has only anecdotal information about the last three of the above
mentioned factors, and thus is not yet convinced that the controls imposed by the CDSA 
are an appropriate strategy for managing the risks associated with the use of Salvia 
divinorum. It is anticipated that the data from the 2008-2009 Youth Smoking Survey, the 
2009 Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario Student 
Drug Use and Health Survey will help address some of the information gaps about this 
substance and contribute to future decisions that Health Canada may make about this 
plant and its active ingredient. The data from the two national surveys will be available in 
2010. 
Health Canada wiIL"c(}fltinu.e. to_collec~ llnd consider}llformati~nregllrdiIlg Sqlv!a 
divinorum as it becomes available. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
AS - SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 
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A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinontm as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are not adequate to characterize the 
risk to the geneml population. These data cannot be used to determine incidence of use in 
the general population, as Health Canada does not have any information about the 
number of individuals using or who have used Salvia divinontm. 

Background 

Salvia divinontm is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, dysphoria, out-of-body experiences, unconsciousness 
and short-term memory loss. The effects, which vary from person to person, are often 
described as unpleasant. 

The leaves of this plant have been used traditionally for spiritual and medicinal purposes 
by the Mazatec Indians in Mexico for many years, 

The use of Salvia divinontm as a psychotropic agent first came to Health Canada's 
attention some years ago. 

The results from the 2009 Ontario Student Drug Use and Health Survey, which were 
published on November 18.2009, indicate that among responding students in Ontario, 
4.4% reported using Salvia divinontm at least once in the past year. Health Canada will 
consider this data in its ongoing examination of Salvia divinonlm and salvinorin A. 

It is anticipated that the data from the 2008-2009 Youth Smoking Survey, the 2009 
Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario Student Drug 
Use and Health Survey will help address some onhe information gaps aboufthe use of 
this substance and contribute to future decisions that Health Canada may make about this 
plant and its active ingredient. The data from the two national surveys will be available in 
2010. 

~ta J~9m _a_ ~QO_6)~J·~tj0:f!!!1_SuryC?y ()!1 p~g_l!~e_ ~4. !I~~l.t1.! ~ep()~! p1:1~~~~e~ _by t..h~ _l!.~-, . _ - - . Deleted: While no validated data 

Substance Abuse and Mental Health Services Administration has estimated that: exist regarding usage in Canada, d 

I • 1.8 million persons aged 12 or older have used Salvia divinontm at least once in 
their lifetime, and approximately 75.0,0.00 did so in the past year. 
Use was more common among young adults (18 to 25 years old) as opposed to 
older adults (>26 years of age). 
Young adults were three times more likely than youths aged 12 to 17 to have used 
Salvia divinontm in the past year. 
Use was more common in males than females. I 

Salvia divinontm is widely advertised and promoted on the Internet and sold in various 
alternative lifestyle stores as a "legal" alternative to street drugs. 
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While some users have reported that the psychotropic effects of Salvia divinornm 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique .• _____ ._ _ _ __ _ _ _ __ ._ 
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DRAFT 
December 23~2009 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has noted ongoingJ11ediainterestregardingtheavail~bilityof / 
Salvia divinorum on the Canadian market. Health Canada has also received a number of 
enquiries from various municipalities and members of the public asking why Health 
Canada has not taken steps to control the availability of Salvia divinorum, particularly 
given reports from scientific and media sources suggesting that Salvia divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. 

Key Messages: 

• .T~e Departl11ent hasn()t )'et __ d~c idedvvheth,er ~~',~(via Giivinorum or_its active, _ " 
ingredient salvinorin A warrant regulation as controlled substances in Canada. This 
is because information about the factors considered in contemplating whether to 
add a substance to one of the schedules to the.(ontro!ledJ)rug,sgnd§u~stClnces, 
Act, is either missing or anecdotal in nature. 

• Health Canada is taking steps to address this lack of data. Questions about, the_ use 
of Salvia divinorum have been included in the 2008-2009 Youth Smoking Survey, 
Jh~ 2009c:an_adianl-\lc,o_hol<u:Iqprug(Jse l\1()nitoring.Sul"Vey_afl~,the2999 Qntari<?_ 
Student Drug Use and Health Survey.,Jtjs,_ant\ciJ?at~d,thatthectataJr()mJheseH 
surveys will help address some of the information gaps about this substance and 
contribute to future decisions that Health Canada may make about this plant and its 
active ingredient. 

• Health Canada continues to collect and consider information regarding Salvia <-, 

divinorum and to consult with key stakeholders, including heath officials in other 
countries, and law enforcement here at home to determine the most appropriate 
;>trategy to manage the risks associated with the use of Salvia divinorum. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
,:,alvinorin A, are regulated,.under the Controlled Drugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 
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Several c. ount.n. 'es (AU. stralia, Bel&ium, Denmark, Finla. nd. Genna. n. y~ ItaIY,}llRa.nn,.... {Deleted: Sweden 

~outl1l(o~a, Spain anci. .Swedel1 H1a.ve {>laced <:ontrols ()n the import and/or sale of. • / j Comment [ell: Alphabetize 

• 
. . . .. (Deleted: Spain, Finland and Salvia divinorum and/or salvinorin A. Although some individual U.S. states have 

implemented laws restricting its use, sale and/or distribution, Salvia divinorum and 
salvinorin A arc:,. not federallyreglllatedunderth~Controlll?d Substances Actin the j 

United States. 

Salvia divinorum Jlleet~the definition of a natural health {>r()cluct under the.1Y~tural._ 
Health Product Regulations (NHPR). This means that Salvia products that are not 
in compliance with the NHPR may be subject to compliance and enforcement 
actions. 

• As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divinorum products. 

If asked/or specifics onJilesuryeyda.ttl.i. .. 

• ~r.h~ ~~sllltsJroI1Uhe .. 2~Q? gn!a.ri() St':lden~ prug.lJs~ .~11cl.. tI.ealth..s.ury~y \V~r~ +, 

published on November 18, 2009 and indicate that among responding students in 
Ontario, 4.4% reported using Salvia divinorum at least once in the past year. Health 
Canada will consider this data in its ongoing examination of Salvia divinorum and 
salvinorin A. 

• Further data from the two national surveys, i.e., the 2008-2009 Youth Smoking 4-

Survey and the 2009 Canadian Alcohol and Drug Use Monitoring Survey, will be 
available in 2010. 

Questions and Answers 

Ql- If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
Al - Very few controlled scientific studies of the physical and psychotropic effects of 
Salvia divinorum on humans have been carried out, and using these studies to predict the 
potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. 

Health Canada has only received a limited number of communications indicating concern 
with respect to..Salvia divinorum from law enforcement agencies, and none of these has ... 
advised that the use of Salvia divinorum poses any Jhreat to public safety. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum. but 
not the sale of Salvia divino rum itself? 
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A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 
A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Product Regulations andlor are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. An import target for 
products containing,Salvia ciivinorum has already been pillceqwitll Canada.Border .. 
Services Agency. 

Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
A4 - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

l Deleted: with 

International requirements and trends in controlling the substance,; ... / (Deleted: and scheduling 

Chemical and pharmacologIcal similarity to other substances already regulateq, .- {Deleted: scheduled 

• 

I : 

under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for a,plls~ .aIldris\(. ()( llddi<:tionas.~()cillte.d .. l;Vit~..th~. s~~starlc.e; ..... 
Extent of actual abuse pf the _ sllbstallce. ill <:anadll and internlltio.n.ally; and._ 
Overall risk to public health and safety posed by the substance. 

Health Canada has only anecdotal information about the last three of the above
mentioned factors, and thus is not yet convinced that the controls imposed by the CDSA 
are an appropriate strategy for managing the risks associated with the use of Salvia 
divinorum. It is anticipated that the data from the 2008-2009 Youth Smoking Survey, the 
2009 Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario Student 
Drug Use and Health Survey will help address some of the information gaps about this 
substance and contribute to future decisions that Health Canada may make about this 
plant and its active ingredient. The data from the two national surveys will be available in 
2010. 
Health Canada will"continue t() collect and collsider informatioll regar(jing Salvia . 
divinorum as it becomes available. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
A5 - See A4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 
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A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are not adequate to characterize the 
risk to the general population. These data cannot be used to determine incidence of use in 
the general population, as Health Canada does not have any information about the 
number of individuals using or who have used Salvia divinorum. 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, dysphoria, out-of-body experiences, unconsciousness 
and short-term memory loss. The effects, which vary from person to person, are often 
described as unpleasant. 

The leaves of this plant have been used traditionally for spiritual and medicinal purposes 
by the Mazatec Indians in Mexico for many years, 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. 

The results from the 2009 Ontario Student Omg Use and Health Survey, which were 
published on November \8, 2009, indicate that among responding students in Ontario, 
4.4% reported using Salvia divinorum at least once in the past year. Health Canada will 
consider this data in its ongoing examination of Salvia divinorum and salvinorin A. 

[t is anticipated that the data from the 2008-2009 Youth Smoking Survey, the 2009 
Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario Student Dmg 
Use and Health Survey will help address some of the information gaps about the use of 
this substance and contribute to future decisions that Health Canada may make about this 
plant and its active ingredient. The data from the two national surveys will be available in 
2010. 

l]pt~ Kr()l:n __ a. ~9g.6 ~~JJ~l!3-t~.l:1t:V~)' g.tlJJ.!1lg.Q~.e. <l~~. fI~aJ~h_ ~t!R~l't! p.uI?H~h~~t~YJh~Q:~:. _. .. .. Deleted: While no validated data 

Substance Abuse and Mental Health Services Administration has estimated that: exist regarding usage in Canada, d 

I • 1.8 million persons aged 12 or older have used Salvia divinorum at least once in 
their lifetime, and approximately 750,000 did so in the past year. 
Use was more common among young adults (18 to 25 years old) as opposed to 
older adults (>26 years of age). 

• Young adults were three times more likely than youths aged 12 to 17 to have used 
Salvia divinorum in the past year. 
Use was more common in males than females. I . , Comment [eI]: Leave in? 

Salvia divinorum is widely advertised and promoted on the Internet and sold in various 
cllternative lifestyle stores as a "legal" alternative to street drugs. 
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While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique .• 
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DRAFT 
April 7, 2009 

Media Lines 
Regulatory Control of Salvia Divinorum 

~ 
Since 2006, Health Canada has noted ongoing,p1edia interest regarciing theavailabilit)' ()f _ ~ 
Salvia divinorum on the Canadian market. Health Canada has also received a number of 
enquiries from various municipalities and members of the public asking why Health 
Canada has not taken steps to control the availability of Salvia divinorum, particularly 
given reports from scientific and media sources suggesting that Salvia divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. 

Key Messages: 

• ;The pepartment h?s. not yet decide9 _'Yh~t~er ,Salvia divJnorllln or its _active ___ _ 

• 

ingredient salvinorin A warrant regulation as controlled substances in Canada. This 
is because infonnation about the factors considered in contemplating whether to 
add a substance to one of the schedules to the *Controlled pru¥,s and Substanc_es 
Act, is either missing or anecdotal in nature. 

Health Canada is taking steps to address this lack of data. Questions about !4e lise _ .. 
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in order to detennine what. if any, 
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Deleted: While the media have 

of Salvia divinorum have been included in the 2008-2009 Y out~Smolci-'J~.1,I,rv.ey~ \ 
~he 2009Canadian Alcohol and,Qrug9se Monitorin!tSurv~e:m09 9nlano-', 
Student Drug Use and Health Survey~It is. allticipated t4at the 9ata fr<?m the~e __ _ _ '.- I, 

reported that use of Salvia 
divinorum is on the rise in certain 
parts of the COWltry, Health 
Canada does not currently have 
statistics on its use across the surveys will help address some of the infonnation gaps about this substance and ," Canadian population. 

• 

contribute to future decisions that Health Canada may make about this plant and its 
active ingredient. 

Health Canada continues to collect and consider infom1ation regarding Salvia 
divinorum and to consult with key stakeholders, including heath otTicials in other 
countries, and law enforcement here at home to detennine the most appropriate 
strategy to manage the risks associated with the use of Salvia divinorum. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
ialvinorin A,are regulate{under the Controlled Drugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 
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• 

I • 

Several countries (Australia, Belgium, Denmark, Finland, GermanY-t Italy, Japan. 
;;outh .Korea, S12~inandS weden) }lave placed controls on the import ancy~r sale of -~ 
Salvia divinorum.and/or salvinorin A. Although some individual U.S. states have 
implemented laws restricting its use, sale and/or distribution, Salvia divinorum and 
;;alvinorin A are,.l1()t fed~rallyreglliated under the ControlledSubstances At:t inthe 
United States. 

Salvia divinorumjlleet§. the definition ofa natural health product under th~Natural _. 
Health Product Regulations (NHPR). This means that Salvia products that are not 
in compliance with the NHPR may be subject to compliance and enforcement 
actions. 

• As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divino rum products. 

If asked for specifics on Jhe s_urve)' data; _ 

• 

• 

.1h~ rt:su!tsfrom Jht: 2009 Ontario S!u1ent Dl1:1g Use andHealth Sutyey wer~ . 
published on November 18, 2009 and indicate that among responding students in 
Ontario, 4.4% reported using Salvia divinorum at least once in the past year. Health 
Canada will consider this data in its ongoing examination of Salvia divillOnl111 and 
sal vinorin A. 

Further data trom the two national surveys, i.e., the 2008-2009 Youth Smoking 
Survey and the 2009 Canadian Alcohol and Drug Use Monitoring Survey, will be 
:ivai1able in 2010. 

Questions and Answers 

Ql - If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
Al - Very few controlled scientific studies of the physical and psychotropic effects of 
Salvia divinorum on humans have been carried out, and using these studies to predict the 
potential for addiction and abuse associated with Salvia divinorum is difficult. More 
controlled systematic research in this area is needed. 

Health Canada has only received a limited number of communications indicating concern 
\Vi th respect to. Salvia divinonlm fromlaw enforcement agencies, and none of these has 
advised that the use of Salvia divinonlm poses any Jhreat to public safety. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 
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A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 
A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Product Regulations andlor are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. An import target for 
products containing,Salvia divinorum has lllre1l4)' ~t:e.n. pla~<;!d with. Canad1\ B()r_de! _ 
Services Agency. 

Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 
A4 - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

I : 
International requirements and trends in controlling the substance..;. _ __ _ _ _ .. ___ _ 
Chemical and pharmacological similarity to other substances already regulateq. _ 
under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
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Health Canada has only anecdotal information about the last three of the above
mentioned factors, and thus is not yet convinced that the controls imposed by the CDSA 
are an appropriate strategy for managing the risks associated with the use of Salvia 
divinorum. It is anticipated that the data from the 2008-2009 Youth Smoking Survey, the 
2009 Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario Student 
Drug Use and Health Survey will help address some of the infurmation gaps about this 
substance and contribute to future decisions that Health Canada may make about this 
plant and its active ingredient. The data from the two national surveys will be available in 
2010. 
Health Canada will.continue to collect and consider information regarding Salvia . 
divinorum as it becomes available. 

QS - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
AS - See A4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 
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A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are not adequate to characterize the 
risk to the general population. These data cannot be used to determine incidence of use in 
the general population, as Health Canada does not have any information about the 
number of individuals using or who have used Salvia divinorum. 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, dysphoria, out-of-body experiences, unconsciousness 
and short-term memory loss. The effects, which vary from person to person, are often 
described as unpleasant. 

The leaves of this plant have been used traditionally for spiritual and medicinal purposes 
by the Mazatec Indians in Mexico for many years, 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. 

The results from the 2009 Ontario Student Drug Use and Health Survey, which were 
published on November 18,1009, indicate that among responding students in Ontario, 
4.4% reported using Salvia divinonun at least once in the past year. Health Canada will 
consider this data in its ongoing examination of Salvia divinorum and salvinorin A. 

It is anticipated that the data trom the 2008-2009 Youth Smoking Survey, the 2009 
Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario Student Drug 
Use and Health Survey will help address some of the information gaps about the use of 
this substance and contribute to future decisions that Health Canada may make about this 
plant and its active ingredient. The data from the two national surveys will be available in 
2010. 
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Substance Abuse and Mental Health Services Administration has estimated that: l exist regarding usage in Canada. d 

I • 1.8 million persons aged 12 or older have used Salvia divinorum at least once in 
their lifetime, and approximately 750,000 did so in the past year. 
Use was more common among young adults (18 to 25 years old) as opposed to 
older adults (>26 years of age). 
Young adults were three times more likely than youths aged 12 to 17 to have used 
Salvia divinorum in the past year. 
Use was more common in males than females. ! 

Salvia divinorum is widely advertised and promoted on the Internet .and sold in various 
~dternative lifestyle stores as a "legal" alternative to street drugs. 
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While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique. ~ 
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DRAFT 
December 23, 2009 

Media Lines 
Regulatory Control of Salvia Divinorum 

~ 
Since 2006, Health Canada has noted ongoing media interest regarding the availability of 
Salvia divinorum on the Canadian market. Health Canada has also received a number of 
enquiries from various municipalities and members of the public asking why Health 
Canada has not taken steps to control the availability of Salvia divinorum, particularly 
given reports from scientific and media sources suggesting that Salvia divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. 

Key Messages: 

• .\V~en solei tc>~, the purp()se ()f~odifyinK organic: functi()n~~alvia (tivin()rY!?1, u 

meets the definition of a natural health product under the ,-Vqtu,:a!JlealthPr:oduct' 
Regulations (NHPR). This means that Salvia products that are not in compliance 
with the NHPR may be subject to compliance and enforcement actions. 

• There is currently insufficientjrlformaticm availabl(;,)t()deterrnine \Vh(;')ther§at:vi(l 
divinorum and its active ingredient salvinorin A should be scheduled undet,the , 
{:C!ntr()aed, f)rll~ an.4 S~~st(Jnces A~Ji:e-'llanjlgeJhti potentia! risks a'l'lQciate~ 
·"iVitk tke tt~e sf8tlliia 61it'i1'l(;!1'J'/IIII, 

• Health Canada continues to collect and consider information regarding Salvia 
divinorum and to consult with key stakeholders, including heath officials in other 
countries, and law enforcement here at home to determine the most appropriate 
strategy to manage the risks associated with the use oft)a"viadivinoru/11V 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
salvinorin A, are regulated under the Controlled Drugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any ofthe countries 
(including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, 
South Korea, Spain and Sweden) have placed controls on the import and/or sale of 
Salvia divinorum and/or salvinorin A. Although some individual U.S. states have 
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implemented laws restricting its use, sale and/or distribution, Salvia divinorum and 
salvinorin A are not federally regulated under the Controlled Substances Act in the 
United States.,. 

• As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divinorum products. 

If pressed on the lack of statistics on Salvia divivinorum use in Canada: 

• 

• 

Health Canada is taking steps to address this lack of data. Questions about the use 
of Salvia divinorum have been included in the 2008-2009 Youth Smoking Survey, 
the 2009 Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario 
Student Drug Use and Health Survey. This data will be available in 20 1O~ 

It is anticipated that the data from these surveys will help address some of the 
information gaps about this substance and contribute to future decisions that Health 
Canada may make about this plant and its active ingredient. 

Ifpressed regarding the results of the 2009 Ontario Student Drug Use and Health 
Survey: 

• The results from the 2009 Ontario Student Drug Use and Health Survey were 
published on November 18, 2009 and indicate that among responding students in 
Ontario, 4.4% reported using Salvia divinorum at least once in the past year. Health 
Canada will consider this data in its ongoing examination of Salvia divinorum and 
salvinorin A. 

Questions and Answers 

Ql - What are the risks of using Salvia divinorup;!_ 

Al - Very few controlled scientific studies of the physical and psychotropic effects of 
Salvia divinorum on humans have been carried out, and using these studies to predict the 
potential for addiction and abuse associated with Salvia divinorum is difficult. There is 
no wa to redict what eifect this substances ma have on an individual as ffect ma 
differ from one use to the next. The effect Dfusin alvia divinorum de e a number 

----- --_._-------
oftactors including the potency and purity (it may be mixed with other subs nces) of the 
oroduct, how much is used, how it is taken (e.g., chewed, swallowed or smoked) and the 
user's mood and expectations. More controlled systematic research in this area is 
needed._Health Canada will continue to cui/eet and consider intormation rcwding 
"a/via Jivinorwn as it becomes available. 

)2 - if Health Canada is aware of ,S'alvia divinorum,'s ill-effects, why is" it it illegal? 
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~~~'S~ 
A2 ~ When ~he p~ of mOdifYin~ganic ftmctions'/i)ctlviaLlivil1_0rUrn Ineet~ _ 
the definition of a natural health product under the If/1ft/raJ Jfealth lrocilic/ Regulation~ _ 
(NHPR). This means that Salvia products that are not in compliance with the NHPR may 
be subject to compliance and entorcement actions. 

'f __ ,_ 

QJ., - How can Health Canada regulate a product containing Salvia divlnorum, but 
not the sale of Salvia divinorum itself? 

AJ.- The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q1:- What ",ill Health Cana<ia do if it finds produ4!tscontaining ~alvia ciiv;norum. 
on the market? 

A4.:- Salvia divino rum products that are not in co.mpliance withthe~atur(ll Health .. 
Product Regulations and/or are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. An import target for 
products containing Salvia divinorum has already been placed with Canada Border 
Services Agency. 

Q~:- .,a .. st media. rep()rts .. ave indic:atedthat Health Canada is assessing the _ 
--, - - ----

possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 

With regard to the possible scheduling of §alvia divin~rztl11 under the .. Co.lltr()lleciprugs_ 
and Substances Act (CDSA), Health Canada considers several factors, including; 

International requirements and trends in controlling the substance; 
• Chemical and pharmacological similarity to other substances already regulated 

under the CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

,There is cllrrt!ntlyIn~ufficiel1tjnt()rmation ayaiIablet() determinewhethert~allJia .... 
divinorutn and its active ingredient salvinorin A should be regulated under the CDSAJe'"' 

.. "'w (IVlnorm. It is anticipated that the 
data from the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Drug 
Use Monitoring Survey and the 2009 Ontario Student Drug Use and Health Survey will 
help address some of the information gaps about this substance and contribute to future 
decisions that Health Canada may make about this plant and its active ingredient. :JjIe 

~ata from the two national surveys will be available in 2010. 
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Health Canada will continue to collect and consider information regarding Salvia 
divinorum as it becomes available. 

Q§.:-Didn't an internal report from HealthCal1ada's MarketedHt!~lth Products. 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
A~-See Aj,. 

Q1. "':'. What is the signUicance of the adverse reaction reports th~t Health Canada 
has received with respect to the use of Salvia divinorum? 

. I, Deleted: 5 

A 7. - Health c:anada has received four qOl11estic a.dverse reacti()n reports relatedto theuse . . { Deleted: 6 -----------------
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are not adequate to characterize the 
risk to the general population. These data cannot be used to determine incidence of use in 
the general population, as Health Canada does not have any information about the 
number of individuals using or who have used Salvia divinorum. 

If pressed: Q. Has Health Canada issued any kind of warning to Canadians about 
the use of Salvia divinorum? 

A. Health Canada is developing an It's Your Health (lYH) article on Salvia divinorum to 
help inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, dysphoria, out-of-body experiences, unconsciousness 
and short-term memory loss. The effects, which vary from person to person, are often 
described as unpleasant. 

The leaves of this plant have been used traditionally for spiritual and medicinal purposes 
by the Mazatec Indians in Mexico for many years, 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. 

Data from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration has estimated that: 

1.8 million persons aged 12 or older have used Salvia divinorum at least once in 
their lifetime, and approximately 750,000 did so in the past year. 
Use was more common among young adults (18 to 25 years old) as opposed to 
older adults (>26 years of age). 
Young adults were three times more likely than youths aged 12 to 17 to have used 
Salvia divinorum in the past year. 
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• Use was more common in males than females. 

Salvia divinorum is widely advertised and promoted on the Internet and sold in various 
alternative lifestyle stores as a "legal" alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique. 
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Salvia divinorum 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (S. divinorum) for its ability to produce hallucinations. Certain 
Web sites are also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Health Canada recommends that you avoid using this substance because very little is known 
about the damage it may cause to the body, including the brain. There is also no way to predict 
how it will affect you with each use. . 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 
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The leaves of this plant have been used traditionally for spiritual and medicinal purposes by the 
Mazatec Indians in Mexico for many years. ,Traditional use involves chewing the leaves or using 
them to make a tea for medicinal purposes (e.g., to treat such conditions as headache or stomach 
upset), or to induce a "mystical" or hallucinogenic experience for spiritual purposes. i 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing 
purposes. Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid 
preparations are also available. 

Risks of Using Salvia divinorum 

S. divinorum's effects, which vary from person to person, are often described as unpleasant and 
may include the following: 

hallucinations; 
• dysphoria (feeling unwell, uneasy or unhappy); 

out-of-body experiences; 
uncontrollable laughter; 
loss of consciousness; 
short-term memory loss; 
lack of physical coordination; 
slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 
the purity of the product (it may be mixed with other substances); 
how it is taken (e.g., chewed, swallowed or smoked); 
the user's mood and expectations. 

A major concern about S. divinorum is that there have only been a few scientific studies about the 
way it affects the body and the brain. Scientists know which brain receptors are targeted by the 
active ingredient, salvinorin A, but very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or 
permanent damage; 
how it interacts with other substances, including other drugs, natural health products and 
alcohol. 

The information regarding physical dependence or addiction to S. divino rum is unclear. 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
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reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, S. divinorum meets the definition of a "natural health product" 
(NHP) under Health Canada's Natural Health Products Regulations. However, no NHPs 
containing this substance have been approved for sale in Canada. This means that products 
claiming to contain S. divinorum have not been reviewed by Health Canada for safety, efficacy or 
quality. As such, they may be counterfeit or contain other ingredients that pose risks to health, 
and consumers should apply the "buyer beware" principle. 

Natural health products that have been reviewed and approved by Health Canada are labelled with 
one of the following: 

a Natural Product Number (NPN); or 
a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divinoru~ 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one of the Schedules to 
the CDSA, Health Canada considers the following factors: 

international requirements and trends in controlling the substance; 
similarity to other substances already regulated under the CDSA; 
whether there may be legitimate uses of the substance (e.g., potential health benefits, use 
in manufacturing, etc.); 
the potential for abuse and the risk of addiction associated with the substance; 
the extent of actual abuse of the substance in Canada and elsewhere; 
overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine 
whether regulation under the CDSA is the best option to manage the potential risks. Questions 
about the use of S. divinorum have been included in the 2008-2009 Youth Smoking Survey, the 
2009 Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario Student Drug Use 
and Health Survey (OSDUHS). The results from the 2009 OSDUHS were published on 
November 18, 2009 and indicate that among responding students in Ontario, 4.4% reported using 
Salvia divinorum at least once in the past year. Further data from the two national surveys will be 
available in 2010. [t is anticipated that such data will help address some of the information gaps 
about this substance and contribute to future decisions that Health Canada may make about this 
plant and its active ingredient. See the Need More Info? section below for more information on 
the surveys that are collecting information about Salvia divinorum use in Canada and for more 
detailed findings from the 2009 OSDUHS. 

In Other Countries 
Several countries (e.g., Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of S. divinorum and/or 
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salvinorin A. In the United States, S. divinorum and salvinorin A are not regulated under the 
Controlled Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, 
while others have placed restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 

I 
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Need More Info? 

For information about the Government of Canada's Anti-Drug Strategy, go to: 
http://www.nationalantidrugstrategy.gc.cal. The Prevention section on this site has a number of 
helpful resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if 
Your Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssiteapp/controller/index.cfin and 

The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: http://www.hc-sc.gc.calhl
vs/drug-drogues/cadums-esccad-eng.php 

The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.netiResearchlosdus.html 

Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoLgov/drugsconcern/salviad/salviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
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http://www .oas.samhsa. gov 12k8lhal lucinogens/halluc inogens. pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
www.heaIthcanada.gc.caliyh 
You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Bronwyn CllneJHC-SClGC/CA 

2009-12-23 11 :27 AM 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Diane Allan/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Jodi 
Brown/HC-SC/GC/CA@HWC, Kimberly 

bcc 

Subject Re: Fw: IYH Salvia Divinorum~ 

I'll talk to Lisa about updating the approval form once I have the media lines back from you, so that I can 
see what more is required. 

Thanks, 

Bronwyn Cline 
Communications Officer 1 Agente des communications 

613-941-2511 1 facsimile I telecopieur 613-948-8085 
bronwyn_cline@hc-sc.gc.ca 
Health Canada 1 269 Laurier Ave Ottawa ON K1A OK9 
Sante Canada 1269 ave Laurier Ottawa ON K1A OK9 
Government of Canada 1 Gouvemement du Canada 

Cheryl Tremblay/HC-SC/GC/CA 

w'fn' ...... ,., ... Cheryl 
Tremblay/HC-SC/GC/CA 

2009-12-23 11 :25 AM 

To Bronwyn Cline/HC-SC/GC/CA@HWC 

cc Diane AllanlHC-SC/GC/CA@HWC, Jodi 
BrownlHC-SC/GC/CA@HWC, Kimberly 
SorfleetlHC-SC/GC/CA@HWC, Jocelyn 
KulalHC-SC/GC/CA@HWC 

Subject Fw: IYH Salvia Divinorum 

FYI - We had received approval from NHPD through Lisa Mackay. Not sure if that is sufficient for the time 
being? 

Cheryl 
-- Forwarded by Cheryl Tremblay/HC-SC/GC/CA on 2009-12-23 11 :23 AM -

Hi Cheryl, 

Lisa MacKay/HC-SClGC/CA 

2009-12-18 03:04 PM To Cheryl Tremblay/HC-SC/GC/CA@HWC 

CC Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

Subject Re: IYH Salvia Divinorum@ 

NHPD is ok with the proposed modifications to the IYH on Salvia 

Have a good weekendl 

Lisa 
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Cheryl Tremblay/HC-SC/GC/CA 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-12-17 02:45 PM 

Hi again Lisa, 

To Lisa MacKay/HC-SC/GC/CA@HWC 

cc Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

Subject Re: IYH Salvia Divinoruml]] 

Do you anticipate that we would have to get HPFB to sign off if we were to include the following additional 
revision to the background section of the IYH on Salvia? 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects; which means it affects the mind and mental processes. 

The leaves of this plant have been used traditionally for spiritual and medicinal purposes by the 
Mazatec Indians in Mexico for many years. Traditional use involves che'Ning the leaves or using 
them to make a tea for medicinal purposes (e.g., to treat such conditions as headache or stomach 
upset), or to induce a "mystical" or hallucinogenic experience for spiritual purposes. 

Thanks, 
Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances / Bureau des substances controlees 
Controlled Substances and Tobacco Directorate / Direction des substances controlees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch / Direction generale de la sante environnementale et 
de la securite consommateurs 
Health Canada / Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

lisa MacKay/HC-SC/GC/CA 

Hi Cheryl, 

Lisa MacKay/HC-SC/GC/CA 

2009-12-1610:15 AM To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

Subject Re: IYH Salvia Divinoruml] 

No I think it should be fine as you are only adding the information on the Survey. 

Thank you 
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Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Public Affairs Division I Division des affairespubliques 
Public Affairs, Consultation and Communications Branchl Direction genera Ie des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Fax 613.952.8644 
Lisa_Mackay@hc-sc.gc.ca 

Cheryl Tremblay/HC-SC/GC/CA 

Hi Lisa, 

Cheryl 
Tremblay/HC-SC/GC/CA 

2009-12-1610:12 AM 

To Lisa MacKay/HC-SC/GC/CA@HWC 

cc Jocelyn Kula/HC-SC/GC/CA@HWC, Denis 
ArsenaultJHC-SC/GC/CA@HWC 

Subject IYH Salvia Divinorum 

Given the amount of time that has passed since the IYH on Sa/via Divinorum has been in the formal 
approvals process we have been asked to review the content to ensure that it is as current as possible 
before it is approved by our ADM. I have attached the revisions that we would like to propose below. Do 
you anticipate that these changes would require HPFB sign off again? 

a 
IYH • Salvia divinorum· June g ZOOS_HEeSB Proposed ReViSions_Dec 16 2009.wpd 

Thank you, 
Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances controlees 
Controlled Substances and Tobacco Directorate I Direction des substances controlees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite consommateurs 
Health Canada I Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 
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Salvia divinorum 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (S. divinorum) for its ability to produce hallucinations. Certain 
Web sites are also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Health Canada recommends that you avoid using this substance because very little is known 
about the damage it may cause to the body, including the brain. There is also no way to predict 
how it will affect you with each use. 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have psychotropic 
effects, which means it affects the mind and mental processes. 

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for many 
years. Traditional use involves chewing the leaves or using them to make a tea for medicinal 
purposes (e.g., to treat such conditions as headache or stomach upset), or to induce a "mystical" or 
hallucinogenic experience for spiritual purposes. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing purposes. 
Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid preparations are 
also available. 

Risks of Using Salvia divinorum 

S. divinorum's effects, which vary from person to person, are often described as unpleasant and 
may include the following: 
• hallucinations; 
• dysphoria (feeling unwell, uneasy or unhappy); 
• out-of-bodyexperiences; 
• uncontrollable laughter; 
• loss of consciousness; 
• short-term memory loss; 
• lack of physical coordination; 
• slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
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may differ from one use to the next, depending on factors such as: 
• the potency of the product; 
• how much is used; 
• the purity of the product (it may be mixed with other substances); 
• how it is taken (e.g., chewed, swallowed or smoked); 
• the user's mood and expectations. 

A major concern about S. divinorum is the fact that there have only been a few scientific studies 
about the way it affects the body and the brain. Scientists know which brain receptors are targeted 
by the active ingredient, salvinorin A, but very little is known about the following: 
• how it affects the brain overall, including whether there are any long-term effects or 

permanent damage; 
• how it interacts with other substances, including other drugs, natural health products and 

alcohol. 

The information regarding physical dependence or addiction to S. divinorum is unclear, although 
it appears the potential for either is low. 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, S. divinorum meets the definition of a "natural health product" 
(NHP) under Health Canada's Natural Health Products Regulations. However, no NHPs 
containing this substance have been approved for sale in Canada. This means that products 
claiming to contain S. divinorum have not been reviewed by Health Canada for safety, efficacy or 
quality. As such, they may be counterfeit or contain other ingredients that pose risks to health, and 
consumers should heed the "buyer beware" principle. 

Natural health products that have been reviewed and approved by Health Canada are labelled with 
one of the following: 
• a Natural Product Number (NPN); or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divinorum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one ofthe Schedules to 
the CDSA, Health Canada considers the following factors: 
• international requirements and trends in controlling the substance; 
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• similarity to other substances already regulated under the CDSA; 
• whether there may be legitimate uses of the substance (e.g., potential health benefits, use 

in manufacturing, etc.); 
• the potential for abuse and the risk of addiction associated with the substance; 
• the extent of actual abuse of the substance in Canada and elsewhere; 
• overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine whether 
regulation under the CDSA is the best option to manage the potential risks. Questions about the 
use of S. divinorum have been included in the 2008-2009 Youth Smoking Survey, and the 2009 
Canadian Alcohol and Drug Use Monitoring Survey; and the 2009 Ontario Student Drug Use and 
Health Survey (OSDUHS). The results from the 2009 OSDUHS were published on November 18, 
2009 and indicate that among responding students in Ontario in 2009, 4.4% reported using Salvia 
divinorum at least once in the past year. Data like this, and that from the two national surveys 
which will be available in 2010, these stIIVey testdts will help fill some ofthese information gaps 
and contribute to future decisions that Health Canada may make about this plant and its active 
ingredient. The data, ho",evet, ",ill not likely be a'Milablc tllltil201O. See the Need More Info? 
section below for more information on the surveys that are collecting information about Salvia 
divinorum use in Canada and for more detailed findings from the 2009 OSDUHS. 

In Other Countries 
Several countries (e.g., Australia, Belgium, Denmark, Germany, Japan, Sweden, Italy, Spain, 
Finland and South Korea) have placed controls on the import and/or sale of S. divinorum and/or 
salvinorin A. In the United States, S. divinorum and salvinorin A are not regulated under the 
Controlled Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, 
while others have placed restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Reporting Adverse Reactions 

You can report any adverse reactions to the Canada Vigilance Program by one of the following 
three ways: 

• Report online at the MedEffect™ Canada Web site 
• Call toll-free at 1-866-234-2345 
• Complete a Canada Vigilance Reporting Form and either: 
• Fax toll-free to 1-866-678-6789 
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• Mail to: Canada Vigilance Program 
Health Canada 
AL0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ Canada Web 
site. The Canada Vigilance Reporting Form and the adverse reaction reporting guidelines may 
also be obtained via this Web site. 

Need More Info? 

For information about the Government of Canada's Anti-Drug Strategy, go to: 
http://www.nationalantidrugstrategy.gc.cal. The Prevention section on this site has a number of 
helpful resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if 
Your Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.caldhp-mps/prodnatur/index -eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssite app/controller/index.cfm and 

The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://www.hc-sc.gc.calhl-vs/drug-drogues/cadums-esccad-eng.php 

The 2009 Ontario Student Drug Use and Health Survey, at: 
http;1 Iwww.camh.net/Research! osdus.html 

Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www.oas.samhsa.gov/2k8Ihallucinogenslhallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/index -eng.php 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
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Hi Cheryl, 

Lisa MacKay/HC-SClGC/CA 

2009"12-2302:12 PM 
To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Jocelyn KulalHC-SC/GC/CA@HWC, Diane 
AllanlHC-SC/GC/CA@HWC, Kimberly 
SorfJeetlHC-SC/GC/CA@HWC, Jodi 

bcc 

Subject Fw: IYH on Salvia Divinorum 

Here is the latest email approval from HPFB and here is the formal approval su,.fromwayback: 

g 
Apps Slip DG&ADM HPFB Salvia May2009.wpd 

Thanks 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Public Affairs Division I Division des affaires pubJiques 
Public Affairs, Consultation and Communications Branchl Direction genera Ie des affaires pubJiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Fax 613.952.8644 
Lisa_Mackay@hc-sc.gc.ca 

- Forwarded by Lisa MacKay/HC-SC/GC/CA on 2009-12-23 02:10 PM -

Elizabeth 
Keeping/HC-SC/GC/CA To Usa MacKay/HC-SC/GC/CA@HWC 

2009-12-18 02:59 PM cc Jennifer Peddle/HC-SC/GC/CA@HWC 

Hi Lisa, 

Just got the okay on this one. 

Cheers, 
8eth 

Subject Fw: IYH on Salvia Divinorum 

- Forwarded by Elizabeth Keeping/HC-SC/GC/CA on 2009-12-18 02:58 PM -

Brook 
BertrandlHC-SC/GC/CA To Elizabeth KeepinglHC-SC/GC/CA@HWC 
2009-12-18 02:56 PM cc 

Subject Fw: IYH on Salvia Divinorum 
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Hi Beth: 

NHPD is ok with the proposed modifications to the IYH on Salvia 

Thanks 

Brook Bertrand 
Natural Health Products Directorate I 
Direction des produits de sante naturels 
Health Canada I Sante Canada 
613-948-3537 
----- Forwarded by Brook Bertrand/HC-SC/GC/CA on 2009-12-18 02:54 PM -----

Robin Marles/HC-SC/GC/CA 

2009-12-1802:47 PM To Brook Bertrand/HC-SC/GC/CA@HWC 

cc 

That would be fine. 

Robin 
Brook Bertrand/HC-SC/GC/CA 

Hi Robin: 

Brook 
Bertrand/HC-SC/GC/CA 

2009-12-1801:12 PM 

Subject Re: Fw: IYH on Salvia DivinorumB!l 

To Robin Marles/HC-SC/GC/CA@HWC 

cc Laura Cooney/HC-SC/GC/CA@HWC 

Subject Fw: IYH on Salvia Divinorum 

Would you be comfortable with the following modification to an It's Your Health article on Salvia: 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 

The leaves of this plant have been used traditionally for spiritual and medicinal purposes by the 
Mazatec Indians in Mexico for many years. Traditional use involves chewing the leaves or using 
them to make a tea for medicinal purposes (e.g., to treat such conditions as headache or stomach 
upset), or to induce a "mystical" or hallucinogenic experience for spiritual purposes. 

Brook Bertrand 
Natural Health Products Directorate / 
Direction des produits de sante naturels 
Health Canada I Sante Canada 
613-948-3537 

000583 



----- Forwarded by Brook Bertrand/HC-SC/GC/CA on 2009-12-18 01: 11 PM ----

Elizabeth 
Keeping/HC-SC/GC/CA 

2009-12-1704:08 PM 

HI Brook, 

Can you take a look at this. 

Thanks, 
Beth 

To Brook Bertrand/HC-SC/GC/CA@HWC 

cc Jennifer Piercey/HC-SC/GC/CA@HWC 

Subject Fw: IYH on Salvia Divinorum 

----- Forwarded by Elizabeth Keeping/HC-SC/GC/CA on 2009-12-17 04:07 PM -----

Jennifer 
Peddle/HC-SC/GC/CA To Elizabeth Keeping/HC-SC/GC/CA@HWC 

2009-12-1704:03 PM cc Blossom Leung/HC-SC/GC/CA@HWC 

Subject Fw: IYH on Salvia Divinorum 

See below. 

Jennifer Peddle 
AlChief, Corporate Communications Services 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques de la 
consultation et des communications 
Health Canada I Sante Canada 
613.868.5835 (cell/portable) 

----- Forwarded by Jennifer Peddle/HC-SC/GC/CA on 2009-12-17 04:03 PM ----

Lisa MacKay/HC-SC/GC/CA 

2009-12-17 03:27 PM To Jennifer Peddle/HC-SC/GC/CA@HWC 

Hi, 

cc Blossom Leung/HC-SC/GC/CA@HWC 

Subject Re: IYH on Salvia Divinorum[}J 

I think we're getting close on the Salvia article. HECSB would like to know if they make this change will it 
need to be re-approved in HPFB: 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 
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The leaves of this plant have been used traditionally for spiritual and medicinal purposes by the 
Mazatec Indians in Mexico for many years. Traditional use involves chewing the le8:'t"es or using 
them to make a tea for medicinal purposes (e.g., to treat such conditions as headache or stomach 
upset), or to induce a "mystical" or hallucinogenic e*perience for spiritual purposes. 

Jennifer Peddle/HC-SC/GC/CA 

Hi Lisa, 

Jennifer 
Peddle/HC-SC/GC/CA 

2009-10-0509:52 AM 

To Lisa MacKay/HC-SC/GC/CA@HWC 

cc Blossom Leung/HC-SC/GC/CA@HWC 

Subject IYH on Salvia Divinorum 

Do you know if the IYH on Salvia Divinorum was published? If not, would you be able to send me the 
latest draft? Thanks! 

Jennifer Peddle 
Senior Communications Advisor -HPFB I Conseillere principale en communications - DGPSA 
Strategic Communications Directorate I Direction des communications strategique 
Public Affairs, Consultations and Regions Branch (PACRB) I Direction generale des affairs publiques, de 
la consultation et des regions (DGAPCR) 
Health Canada I Sante Canada 
613.957.8483 (office/bureau) 
613.957.8805 (faxltelecopieur) 
613.868.5835 (cell/portable) 
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(A Health Canada/Public Health Agency Publication) 

Comments • Commentaires 
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Health Canada and Public Health Agency Web sites. 
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Salvia divinorum {Redline} - CSTIJ Proposed Rei'isiom - December 23. 20W 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (8. divinorum) for its ability to produce hallucinations. Certain 
Web sites are also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Health Canada recommends that you avoid using this substance because very little is known 
about the damage it may cause to the body, including the brain. There is also no way to predict 
how it will affect you with each use. 

Background 

8. divinorum is a species of sage that belongs to the mint family. It is known to have 
psychotropic effects, which means it affects the mind and mental processes. 
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The leaves of this plant have been used traditionally for spiritual al1U medicinal pUlJ)OSe,~ by the 
Mazatec Indians in Mexico for many years. 
, 
Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing 
purposes. Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid 
preparations are also available. 

Risks of Using Salvia divinorum 

S. divinorum's effects, which vary from person to person, are often described as unpleasant and 
may include the following: 

hallucinations; 
• dysphoria (feeling unwell, uneasy or unhappy); 

out-of-body experiences; 
uncontrollable laughter; 

• loss of consciousness; 
• short-term memory loss; 

lack of physical coordination; 
• slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 
the purity of the product (it may be mixed with other substances); 

• how it is taken (e.g., chewed, swallowed or smoked); 
• the user's mood and expectations. 

A major concern about S. divinorum iSJl13:ttl1er~ have_()nlY,\)eenafe\Vscientific,stu~iesa\)outthe . ,
way it affects the body and the brain. Scientists know which brain receptors are targeted by the 
active ingredient, salvinorin A, but very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or 
permanent damage; 

• how it interacts with other substances, including other drugs, natural health products and 
alcohol. 

The information regarding physical dependence or addiction to S. divinorum is unclear, although 
it appears the potential for either is low. 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
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reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, S. divinorum meets the definition of a "natural health product" 
(NHP) under Health Canada's Natural Health Products Regulations. However, no NHPs 
containing this substance have been approved for sale in Canada. This means that products 
claiming to contain S. divino rum have not been reviewed by Health Canada for safety, efficacy or 
quality. As such, they may be counterfeit or contain other ingredients that pose risks to health, 
and consumers should .!ill12lY, the "bllye! beware" principle. 

Natural health products that have been reviewed and approved by Health Canada are labelled with 
one ofthe following: 
• a Natural Product Number (NPN); or 

a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divinorum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one of the Schedules to 
the CDSA, Health Canada considers the following factors: 

international requirements and trends in controlling the substance; 
• similarity to other substances already regulated under the CDSA; 

whether there may be legitimate uses of the substance (e.g., potential health benefits, use 
in manufacturing, etc.); 
the potential for abuse and the risk of addiction associated with the substance; 
the extent of actual abuse of the substance in Canada and elsewhere; 

• overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine 
whether regulation under the CDSA is the best option to manage the potential risks. Questions 
about the use of S. divinorum have been included in the 2008-2009 Youth Smoking Survey", the 
2009 Canadian Alcohol and Drug Use Monitoring SurveY.llIld~#1~~2~QQ?' QIl!a!i~<?~~tudel1tp!l:'£lJse 
and Health Survey (OSDUHS). The results from the 2009 OSDUHS were published on 
November 18,2009 and indicate that among responding students in Ontario, 4.4% reported using 
Salvia divinorum at least once in the past year. Further data from the two national surveys will be 
available in 2010. It is anticipated that such data.willhelp addr~s~some ~fthe informati()ngaps 
about this substance and -contribute to future decisions that Health Canada may make about this 
plant and its active ingredient..,'?ee the~}Je~~Norelnfo?sectiol1b~!~)\Vfor~n1~<?!e.inf()nn.~t!0I1 on 
the surveys that are collecting information about Salvia divinorum use in Canada and for more 
detailed findings from the 2009 OSDUHS. 

In Other Countries 
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Several countries Ke.g., Australia, Belgium, Denmark, Finlancl-<- G~malli;" Italy, Japan~South 
Korea. Spain and Sweden) haveplaced cOlltrols on the import and/orsale of S. divinorum and/or 
salvinorin A. In the United States, S. divinorum and salvinorin A are not regulated under the 
Controlled Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, 
while others have placed restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the most appropriate strategy 
to manage the risks associated with the use of S. divinorum. 

Reporting Adverse Reactions 

You can report any adverse reactions to the Canada Vigilance Program by one of the following 
three ways: 

Report online at the MedEffect™ Canada Web site 

Call toll-free at 1-866-234-2345 

Complete a Canada Vigilance Reporting Form and either: 

Fax toll-free to 1-866-678-6789 

Mail to: Canada Vigilance Program 
Health Canada 
AL 070lC 

Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ Canada Web site. The 
Canada Vigilance Reporting Fonn and the adverse reaction reporting guidelines may also be obtained 
via this Web site. 

Need More Info? 

For information about the Government of Canada's Anti-Drug Strategy, go to: 
http://www.nationalantidrugstrategy.gc.ca/. The Prevention section on this site has a number of 
helpful resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if 
Your Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 
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For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssiteapp/controlier/index.cfin and 

The 2009Canadian Alcohol and Drug Use Monitoring Survey, at: http://www.hc-sc.gc.calhl
vs/drug-drogues/cadums-esccad-eng.php 

The 2009 Ontario Student Drug Use and Health Survey. at: 
http://www.camh.netlkesearch/osdus.htm ! 

Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoLgov/drugsconcern/salviad/salviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www .oas.samhsa.gov /2k8/hallucinogens/hallucinogens.pd f 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv /index -eng. php 
http://www.hc-sc.gc.calenglishliyhlindex.html 
You can also calJ toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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CESAR - Centre for Substance Abuse Research - University of 
Maryland 

Salvia Divinorum 

Profile 

Salvia divinorum, also known as S. divinorum or Salvia, is a hallucinogenic plant native to the 
northeastem Sierra Mazateca mountain region of Mexico where the native Mazatecs have used it for 
centuries as a healing and divining tool. Though this is the only known location where this perennial 
herb grows naturally, Salvia is cultivated in some areas of the United States.1 Salvia divinorum is not 
likely to be found at a local nursery although it is one among many of the cooking and medicinal herbs 
in the mint family. It is also one among many that share the genus name Salvia; for example, Salvia 
officinalis, is also known as common sage.2 The psychoactive component (that which produces the 
hallucinogenic effects) of Salvia divinorum, Salvinorin A, is the most potent naturally occurring 
hallucinogen.3 Currently, neither Salvia divinorum nor its active ingredient Salvinorin A are listed as 
controlled substances in the United States, though there are efforts to criminalize Salvia and its active 
ingredients and classify them as Schedule I controlled substances! To date, Australia is the only 
country that has criminalized Salvia divinorum and its active ingredients.5 

History 

The first recorded mention of Salvia was made in 1938 by Jean B. Johnson, who heard of Mazatecs 
making a tea from the leaves of "hierba Maria," which induced visions in users. In 1952, Roberto G. 
Weit/aner, Johnson's father-in-law, reported the preparation of "yerba de Maria . ..6 R. Gordon Wasson 
and Albert Hofmann acquired the first specimen of Salvia divinorum from the Mazatecs in 1962; they 
described it as "a less desirable substitute" for hallucinogenic mushrooms.7 

. 

It was not until August 2002 that researchers discovered that Salvia divinorum acts at the kappa opiate 
receptor (KOR) site, where much of human perception is regulated. This puts Salvia divinorum in a 
class of drugs known as KOR agonists, which are thought to play psychotherapeutic roles in 
perception altering diseases such as schizophrenia and Alzheimer's disease.8 

Back to Top 

Methods of Use 

Only when enough of Salvia's highly active compound, Salvinorin A, is absorbed through the oral 
mucosa and into the blood stream can a psychoactive effect be produced.s There are several methods 
of ingesting Salvia with varying durations of hallucinogenic effects. 

• Dried leaves of Saliva can be smoked like marijuana, in a bong, pipe, or as a joint, with effects 
lasting up to 15 minutes. Fresh leaves of Salvia can be chewed and swallowed or chewed as 
a quid.10 

----

-------------.--wnencnewed as a quid, the leaves of Salvia produce extractions of Salvinorin A before the 
leaves are removed from the mouth. The extractions are absorbed through the oral mucosa 
and produce visual hallucinations, lasting 1 to 2 hours; the longer the herb remains in the 
mouth, the stronger the effect will be.11 

• Salvinorin A extracts can be mixed in a drink or vaporized and inhaled 
• When Salvia's leaves are crushed and the extracted Salvinorin A can be mixed with water to 

make a drink. Since Salvinorin A is deactivated by the gastrOintestinal system before entering 
the blood stream this method may produce a more moderate effect than other methods.12 

• Salvinorin A can also be vaporized and inhaled-Salvinorin A is heated on a piece of tin foil and 
the vapors are inhaled through a glass pipe.13 

Psychological and Physical Effects 
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Resent research suggests that Salvia divinorum acts at the kappa opiate receptor (KOR) site of the 
brain where much of human perception is regulated.14 Although the Mazatec Indians have been using 
this herb for centuries with no obvious ill effects, it is still unclear whether Salvia divinorum causes 
long-term effects on the brain or on the rest of the body. There have been no reports of health 
problems or hospitalizations as a result of Salvia use, few dangers related to its use have been 
identified, and no evidence exists that it is addictive.15 

Although the dosage ingested and the method of ingestion affects the user's experience, some 
common effects include: 

• Intense hallucinations, such as sensations of traveling through time and space, of floating or 
flying; sensations of twisting and spinning, heaviness or lightness of the body, and 
"soreness."lS 

• Less intense effects (that occur only when the eyes are closed) include visual hallucinations of 
various patterns and shapes. The hallucinogenic visions produced by this herb terminate 
when interrupted by noise or Iight.17 

Physical effects include: 18 

• Dizziness 
• Nausea 
• Lack of coordination 
• Slurred speech and awkward sentence patterns 
• Decreased heart rate 
• Chills 

Back to Top 

Terminology 

Many of the names used for Salvia divinorum indicate how the Mazatecs honor this herb for its healing 
and divination qualities; they believe it is the incarnation of the Virgin Mary. It has also been reported 
that visions of a woman are common during hallucinations. The genus name, Saliva, comes from the 
Latin word, salvare-meaning "to save," while the specific name, divinorum, means "of the seers." 

English 

• Leaves (or herb) of the Shepherdess 
• Leaves of Mary, the Shepherdess 
• The Female 
• Sage of the Seers 
• Magic Mint 

~~~---~--_~_._ Di",ioer's_Mint ---
• Diviner's Sage 

Spanish 

• Hojas de la Pastora 
• Hojas de Maria Pastora 
• La hernbra 
• Hierba (yerba) Maria 
• La Maria 

Mazatec 
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• Ska Pastora 
• Ska Maria Pastora 

/ DEA: Drugs and Chemicals of Concern: Salvia Divinorum, ska Maria Pastora, Salvia 
(Salvinorin A, Divinorin A) 
NDIC Information Bulletin: Salvia Divinorum 
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same 

Jocelyn Kula/HC-SC/GC/CA 

2010-01-0407:22 AM 

Jocelyn Kula 
Manager/ Gestionnaire 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: Paul's comment on Salvia IYH 

Policy and Regulatory Affairs Division/ Division des politiques et affaires reglementaires 
Office of Controlled Substances/ Bureau des substances co~tr6lees 
Healthy Environments and Consumer Safety Branch/ Directi n generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada i 

Tel: (613) 946-0125 Fax: (613) 946-4224 / 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-01-01 04:17 PM -----

.,
.~. Stephanie 

"', . }.' . '. SzicklHC-SC/GC/CA 

\.. 2009-11-27 04:21 PM 
, I" 

" Ii 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc 

Subject Fw: Paul's comment on Salvia IYH 

as per our conversation 

----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2009-11-27 04:20 PM ----

Stephanie 
SzicklHC-SC/GC/CA 

··~:~6¥1'at·PM;;'i,.CJ 

the reply provide to Hayden in June. 

To Cathy A Sabiston/HC-SC/GC/CA, Jodi 
8rown/HC-SC/GC/CA, Diane Allan/HC-SC/GC/CA 

cc Kimberly SorfleetlHC-SC/GC/CA@HWC 

Subject Fw: Paul's comment on Salvia IYH 

----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2009-11-27 04:15 PM ----

Jay Khosla/HC-SC/GC/CA 

2009-06-23 07:45 PM To Hayden LansdeIIlHC-SC/GC/CA@HWC 

cc Stephanie SzicklHC-SC/GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC, Paula 
RobertlHC-SC/GC/CA@HWC, Tacha 
Lehouillier/HC-SC/GC/CA@HWC 
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Jay, 

Subject Fw: Paul's comment on Salvia IYH 

Hayden, 

See responses in the string below. 

Essentially, the answer to question #1 is not considered a controlled substance. Regarding question #2, 
info was provided for context and can be removed; however, we would have to "negotiate" w HPFB as this 
is their product. 

Let us know if you need anything further 

Jay Khosla 
Associate Director General IDirecteur generale associe 
Controlled Substances & Tobacco Directorate (CSTD) 
Direction des substances contr611ees et de la lutte au tabagisme (DSCL T) 
Health Canada I Sante Canada 
Tel: (613) 952-4064/ Fax: (613) 954-2288 
E-maillcourriel : 
Jay Khosla@hc-sc.gc.ca 
Website/Site web: 
www.hc-sc.gc.ca 
----- Forwarded by Jay Khosla/HC-SC/GC/CA on 2009-06-23 07:41 PM -----

Jocelyn Kula/HC-SC/GC/CA 

2009-06-2304:14 PM To Jay Khosla/HC-SC/GC/CA@HWC 

cc Cheryl Tremblay/HC-SC/GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC, Stephanie 
SzickfHC-SC/GC/CA@HWC, Tacha 
Lehouillier/HC-SC/GC/CA@HWC 

Subject Re: Paul's comment on Salvia IYHLJ 

Cheryl and I have come up with a response to Paul's questions and Diane has approved the following. Please 
advise if you would like us to 
make any changes. 

Jocelyn 

Re. the issue of not including standard lines around drug prevention 

The standard lines on drug prevention were not incorporated in this IYH because the wording of those lines 
is oriented around illicit drugs which are already regulated as controlled substances. They do not translate 
well to Salvia divinorum in light of the fact that neither this plant nor its active ingredient are regulated as 
controlled substances at this time. The preliminary findings of our scheduling assessment are that 
information about the different factors conSidered, e.g., the potential for abuse and risk of addiction 
associated with the substance, the extent of actual abuse of the substance in Canada and internationally 
and the overall risk to public health and safety posed by the substance, is either missing or anecdotal in 
nature and thus, the controls imposed by the CDSA are likely not warranted. It is because of these 
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preliminary findings that this IYH was contemplated. Salvia Divinorum continues to attract moderate media 
attention and it was thought that it would be beneficial to have information available on the internet that 
would better inform the general public about the issue, i.e., health effects and what they can do to safe 
guard their own health. In this regard, the language used in the article is focused on the fact that Health 
Canada does not know very much about how Salvia acts on the brain and the body and thus we do not 
recommend that people use it. 

Re. the inclusion of information regarding he status in other countries 

The information regarding the status of Salvia divinorum and its active ingredient salvinorin A in other countries 
was included as it pertains to one of the factors that Health Canada considers when assessing whether to add a 
substance to one of the schedules to the CDSA, i.e., international requirements and trends in controlling the 
substance. This information could however be removed from the document without disrupting the flow of the 
article if there are concerns with its inclusion. We would however likely have to go back to HPFB if we make this 
type of change, as the content of the article has already been approved in that Branch. 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substances/ Bureau des SUbstances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et de la 
securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Jay Khosla/HC-SC/GC/CA 

Jay Khosla/HC-SC/GC/CA 

2009-06-2202:31 PM To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc Cheryl Tremblay/HC-SC/GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC, Tacha 
Lehouillier/HC-SC/GC/CA@HWC 

Subject Re: Paul's comment on Salvia IYHE!l 

Thanks. Based on this, I think a plainly worded explanation on why standard text is not being used would 
be helpful so let's tackle it from that perspective. Also, a few lines addressing other questions and a 
comment on the issue of approvals should assist in putting it to rest. 

Cld you please craft a response to this effect for Diane's review and we'll go from there. 

Thanks much. 

Jay Khosla 
Associate Director General /Directeur generale associe 
Controlled Substances & Tobacco Directorate (CSTD) 
Direction des substances controllees et de la lutte au tabagisme (DSCL T) 
Health Canada / Sante Canada 
Tel: (613) 952-4064 / Fax: (613) 954-2288 
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E-maillcourriel : 
Jay Khosla@hc-sc.gc.ca 
Website/Site web: 
www.hc-sc.gc.ca 

Jocelyn Kula/HC-SC/GC/CA 

Jocelyn Kula/HC-SC/GC/CA 

2009-06-22 01 :34 PM To Jay Khosla/HC-SC/GC/CA@HWC 

cc Diane Allan/HC-SC/GC/CA@HWC, Stephanie 
SzickJHC-SC/GC/CA@HWC, Tacha 
Lehouillier/HC-SC/GC/CA@HWC, Cheryl 
Tremblay/HC-SC/GC/CA@HWC 

Subject Re: Paul's comment on Salvia IYHIE! 

We can look at the wording but I am not sure the standard lines on drug prevention really work here 
because they are really oriented around illicit drugs (which are regulated as controlled substances) and 
the whole point of doing this IYH is that salvia is not yet regulated as a controlled substance and the 
preliminary findings of our scheduling assessment are that it does not warrant these types of controls. 
Hence the language about not knowing very much about how it acts on the brain and the body, and that 
we don't recommend that people use it... .. 

Cheryl (analyst responsible) is away today but we will get something back to DGO as soon as possible. 
That said, if Paul really wants changes, we are going to have to go all the way back through approvals in 
HPFB as this IYH has been a co-production if you will, and it is my understanding from Comms that 
Meena has already signed off. 

JK 

Jocelyn Kula 
Manager/ Gestionnaire 
Policy and Regulatory Affairs Division/ Division des politiques et affaires reglementaires 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Jay Khosla/HC-SC/GC/CA 

Diane, 

Jay Khosla/HC-SC/GC/CA 

2009-06-22 12:04 PM To Stephanie SzicklHC-SC/GC/CA@HWC 

cc Diane Allan/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Tacha 
Lehouillier/HC-SC/GC/CA@HWC 

Subject Re: Paul's comment on Salvia IYH[J 

Let me know if you'd like to discuss. Think we should insert standard lines on prevention if warranted. 
Also, need to add context about "status" in other countries. 
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Thanks 

Jay Khosla 
Associate Director General /Directeur generale associe 
Controlled Substances & Tobacco Directorate (CSTD) 
Direction des substances contr611ees et de la lutte au tabagisme (DSCL T) 
Health Canada / Sante Canada 
Tel: (613) 952-4064/ Fax: (613) 954-2288 
E-mail/courriel : 
Jay Khosla@hc-sc.gc.ca 
Website/Site web: 

www.hc-sc.gc.ca 
Stephanie SzicklHC-SC/GC/CA 

., 

.. ~ Stephanie 
", c/.:; SzicklHC-SC/GC/CA 

\ 't· 2009-06-22 11 :25 AM 

To Diane Allan/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

\ I'll' 
, I cc Jay Khosla/HC-SC/GC/CA@HWC 
Ii 

Subject Paul's comment on Salvia IYH 

Hi Diane and Jocelyn 
Please see attached - hand written comments from Paul on the Salvia IYH article. Can you send a 
response to his Q's early this afternoon? 
He writes that the piece raises some questions for him: 
1) Where are our standard lines around drug prevention? 
2) re: the Status in Other Countries section - is that normal to include this in an IYH article? 
Adding ... 
As written, it seems to generate more questions than provide answers. 

Thanks, 

Stephanie Szick 
Controlled Substances & Tobacco Directorate (CSTD) 
Direction des substances contr61ees et de la lutte au tabagisme (DSCL T) 
Health Canada I Sante Canada 
Tel/Tel: (613) 952-3367 

----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2009-06-22 11 :20 AM ----

Hayden 
LansdeIl/HC-SC/GC/CA To Jay Khosla/HC-SC/GC/CA@HWC 

2009-06-22 11 :03 AM cc Stephanie SzicklHC-SC/GC/CA@HWC 

Subject Fw: scan 
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PG has questions on this IYH. Can you please get Diane to take a look. An email response is all that is 
necessary at this point in time. 

Hayden 

----- Forwarded by Hayden LansdeIl/HC-SC/GC/CA on 2009-06-22 10:58 AM ----

Julie 
Paquette/HC-SC/GC/CA To Hayden Lansdell/HC-SC/GC/CA@HWC 

2009-06-22 10:52 AM cc 

Subject scan 

~ 
~ 

salvia divinorum .pdf 

Julie Paquette 
Executive Assistant to the Director / Adjointe executive a la directrice 
Health Canada I Sante Canada 
Assistant Deputy Minister's Office / Bureau de la sous-ministre adjointe 
HECSB/DGSESC 
Tel: 613-946-6710 
Fax: 613-946-6666 
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Sa/I'ia divillorUI1l 

7/'1"'-' oJI 
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The Issue 
>R (II "":)If" .*. 

Reports suggest that Canadian teens and young adults arc using a substance called Salvia ~ J,<>' ~ 
divillorum (S, dil'if1ortlm)f~r its ability to pro~uce hallucinations. Certain Web sites are also! . 'K ' 
promoting the use 01 S. dLVJnorum as a "'legal' alternative to street drugs, :' ~i).\'''' "..,. 

: ':7)\',) , 

Street names fO:S. divilloru~ in~lude: ~.ally 0, Lady.Sally, Mari~ pastra, ska Maria past(l~a, ska ~\.~)' V 
pastnnl. dlvll1er s sage. magic mmt. pult encens spec tal. and salvtU. i (:y ,,'j 

I /.~ 
\ '\.? 

Health Canada recommends that you avoid using this substance because very little is kno\'.\n j. 

about the damage it may cause to the body, including the brain. There is also no way to prdlict 
how it will affect you with cach use. ' 

Background 

S, dil'illOrUfII is a species or sage that belongs to the mint family. It is known to have 
psychotropic effects. which meanS it affects the mind and mental processes. 

J.. (t-
A'" ,)C':+~ 

'). " ...... ..¥'-
,~i:,rA"'" '1 

, oil,;) ~\-."."''' ""'.C' .... -.,-
, • .l~~ __ . 

The leaves of this plant have been used traditionally by the Mazatec Indians in Mexico for many (rer..r\jit... 
years. Traditional use involves chewing the leaves or using them to make a tea for medicinal .w",""'u,\'" 
purposes (e,g .. to treat sLlch conditions as headache or stomach upset). or to induce a ;;mystical" 
or hallucinogenic experience for spiritual purposes. 

Products that claim to contain S, divino rum - or its main active ingredient, salvinorin A - are 
vvidely available 011 the Internet and are sold in various ;;head shops" and naturallood stores. The 
products arc sold in a number of formats, including seeds and plant cuttings for growing 
purposes. Fresh or dried leaves are intended to be chewed. swallowed or smoked, Liquid 
preparations are also available. 

Risks of Lising ,";'alvia divinorum 

.1). dil'iIlO/'lIIll'S effects. which vary from person to person. are oneil described as unpleasant and 
Illay include the following: 

hallucinations; 
dysphoria (feeling unwell, uneasy or unhappy); 
out-nf-bodyexperiences: 
uncontrollable laughter: 
loss oj' consciousness; 
'horl-term memory loss; 
lack of physical coordination; 
slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
Illay ditTer from one use to the next, depending on factors stich as: 
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Jocelyn Kula/HC-SC/GC/CA 

2010-01-0812:35 PM 

Thanks Christine, 

To Christine Roush/HC-SC/GC/CA@HWC 

cc Brenda Paine/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC, Cheryl 
Tremblay/HC-SC/GC/CA@HWC, Denis 

bcc 

Subject Re: FYI - Media interest in Quebec re: salvia divinorum[] 

I think the TVA clip may be new but we are familiar with the YouTube one. Highlights the importance of 
getting our IYH out there ..... . 

Jocelyn 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Christine Roush/HC-SC/GC/CA 

Christine 
Roush/HC-SC/GC/CA 

2010-01-0812:23 PM 
To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc Cheryl Tremblay/HC-SC/GC/CA@HWC, Denis 
ArsenauIVHC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC, Hayden 
Lansdell/HC-SC/GC/CA@HWC, Brenda 
Paine/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC 

Subject FYI - Media interest in Quebec re: salvia divinorum 

FYI - in case you haven't seen this yet, it was sent to us from our Quebec comms office - print, TV, and 
u-Tube video showing youth using salvia divinorum. 

Christine Roush 
Senior Communications Advisorl 

Marie-Annick 
Gariepy/HC-SC/GC/CA 

2010-01-0809:53 AM 

To Christine Roush/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC 

cc Jean Tessier/HC-SC/GC/CA@HWC, Paul 
Duchesne/HC-SC/GC/CA@HWC, Kathleen 
Malone/HC-SC/GC/CA@HWC, Alastair 
Sinclair/HC-SC/GC/CA@HWC, Jean-Christophe 
Senosier/HC-SC/GC/CA@HWC, Caroline 
Hares/HC-SC/GC/CA@HWC, Eric 
Delichy/HC-SC/GC/CA@HWC 

Subject FYI - Media interest in Qc about salvia divinorum 
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Bonjour, 

FYI - Le Journal de Montreal, des journaux hebdomadaires du Quebec ainsi que Ie reseau de television 
TVA (Ia chaine de nouvelles LCN et I'emission Salut Bonjour!) ont publie des articles aujourd'hui ou 
realise des reportages au sujet de la consommation de salvia divinorum par des adolescents du Quebec. 

Veuillez trouver ci-joint des articles et un reportage de LCN a ce sujet. 
Bonne journee, Marie-Annick 

Video LeN a TVA : 
http://videos.lcn.canoe.ca/video/60824784001/drogue-legale-Ies-explications-de-patrick-rodriguel 

Videos» En vedette» Drogue legale: les explications de Patrick Rodrigue ... 

Sur Ie site YouTube, on peut presentement voir dans une video de deux minutes des jeunes en train d'inhaler de la salvia divinorur 
s'apparentant a la sauge. 

--

SOURCE TAG 100108112723692 
PUBLICATION: Le J oumal de Montreal 
DATE: 2010.01.08 

EDITION: Final 

SECTION: Nouvelles 
PAGE: 11 
BYLINE: AGENCEQMI 
DATELINE: ROUYN 
WORD COUNT: 392 
CIRCULATION: 222617 

Filmes en train d'inhaler une drogue legale YOUTUBE -
ADOS 

ROUYN -- (Agence QMI) L'experience est troublante. Vne video montre un groupe 
d'adolescents en train de consommer de la drogue dans une ruelle de Rouyn-Noranda. Plus 
troublante encore est la revelation voulant que cette substance, visiblement tres puissante, soit 
tout a fait h~gale. 

Sur Ie site Y ouTube, on peut presentement voir dans une video de deux minutes des jeunes en 
train d'inhaler de la salvia divinorum, une herbe aux proprietes hallucinogenes s'apparentant a la 
sauge. La majeure partie de la video s'at-tarde sur deux tres jeunes adolescents completement 

000603 



euphoriques. 

L'un d'eux est si intoxique qu'il n'arrive meme pas a fonnuler une phrase complete et se contente 
de rire beatement, etant lui-meme etonne de l'intensite de ce qu'il vit. 

Legal au Canada 

Si la video est choquante, surtout en raison du tres jeune age de certains participants, sachez que 
personne n'y enfreint pas la loi. "Aucune disposition n'existe actuellement dans Ie Code criminel 
a l'egard de cette substance ", reconnait Marie-Josee Ouellet, responsable des communications a 
la Silrete du Quebec. En cas d'arrestation, aucune accusation criminelle ne pourra done etre 
portee c~ntre les consommateurs. 

Selon Ie site Internet d'infonnation sur les drogues Erowid.org,cette substance est pourtant 
controlee ou illegale dans certains pays: Allemagne, Australie, Belgique, Chili, Coree du Sud, 
Danemark, Finlande, Italie, Japon, Russie et Suede. Elle est aussi interdite aux Etats-Unis, mais 
pas dans tous les Etats. 

Effets intenses 

Les effets de la salvia sont pourtant intenses. "Cela se compare au LSD. Les effets sont cependant 
tres brefs, durant rarement plus de cinq minutes. Et souvent, l'experience s'apparente plus a un 
bad trip ", indique Joelle Thouin, coordonnatrice du Centre Nonnand a Rouyn-Noranda. 

D'ailleurs, a la Commission scolaire de Rouyn-Noranda (CSRN), en depit de son statut legal, la 
salvia divinorum est consideree comme toutes les autres drogues. 

"Si un eleve se presente sous l'influence de la salvia ou qu'il y a echange entre eleves, les 
dispositions relatives a la drogue s'appliquent et on avertit ses parents", fait savoir Julie Roy, 
responsable des communications a la CSRN. 

II est possible de se procurer de la salvia dans certains commerces specialises de la region. Un 
des vendeurs reconnalt toutefois que la substance n'est pas tres populaire. 

"On n'a pas vraiment de consommateurs reguliers. Les gens l'essaient plus une fois par curiosite 
et ne recommencent pas. C'est souvent desagreable. J'ai meme entendu parler d'un ou deux cas de 
gens qui prenaient regulierement autre chose et qui ont carrement arrete apres avoir essaye la 
salvia parce que Ie buzz leur avait fait trop peur", mentionne-t-il. 

Article: 
http://lafrontiere. canoe.ca/webapp/sitepages/content.asp?contentid= 124356&id= 162&classif=Derni%C3% 
A8re%20heure&catname= 

Galerie photos: 
http://'afrontiere.canoe.ca/webapp/sitepages/articlelmages.asp?abID=124356&imgID=239807&catmainna 
me=argalerie&catname=Salvia%20a%20Rouyn&dt=%20-%20Publi%E9%20Ie%2007%20janv.%202010 
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«C'est com me faire bouillir son cerveau au micro-ondes» 
Journal La Frontiere de Rouyn-Noranda 

Raphael (nom fictif) a deja consomme de la salvia divinorum a plusieurs reprises. Selon lui, il faut etre 
extremement vigilant avec cette drogue, car elle peut produire une experience qui altere la conscience. 

«Une bouffee et tu pars completement sur une autre planete, avertit-il. On perd entierement Ie contact 
avec Ie monde exterieur. Par exemple, une fois j'ai eu Ie fixe sur une table et je me suis senti devenir la 
table.» 

Les effets de la salvia sont relativement courts. Tres rarement les hallucinations durent plus de cinq 
minutes. En revanche, celles-ci frappent Ie consommateur environ 30 secondes apres inhalation de la 
fumee. 

«Les effets sont nombreux. Chaque personne peut reagir de fac;on tres differente et parfois, I'experience 
peut etre tres douloureuse. On perd Ie contrOle complE~tement, on a des visions et nos sens se decuplent. 
C'est comme si on faisait bouillir son cerveau au micro-ondes», mentionne Raphael. 

Ce dernier affirme avoir tente I'experience de la salvia apres s'etre renseigne. Selon lui, les amerindiens 
de l'Amerique latine auraient ete les premiers consommateurs de cette plante lors de rituels religieux et c' 
est ce cOte qui I'intriguait. 

Beaucoup de precautions 

«Je deconseille definitivement de consommer de la salvia. Les effets, quoique courts, sont trop puissants. 
Pour ma part, je ne compte plus en consommer, avoue-t-il. 

Pourtant, c'est une drogue tres facile a trouver et vraiment peu chere, entre 20 $ et 40 $.Ie gramme. Avec 
cette quantite, on peut facilement en avoir assez pour dix personnes. 

Selon Raphael, il faut etre tres prudent lorsqu'on consomme de la salvia. «On reste chez soi, tranquil/e, et 
il doit y avoir quelqu'un avec soi qui reste sobre pour eviter que I'on tombe inconscient, ce qui est tres 
dangereux. Ce que font les jeunes du video est totalement irresponsable», s'indigne-t-il. 

http://lafrontiere.canoe.ca/webapp/sitepages/ content.asp ?contentid= 1243 5 9&id= 162&classif=Derni%E8re+heure 

La salvia divinorum: une drogue legale 

Des jeunes de Rouyn-Noranda en plein delire sur YouTube 

Une video montre un groupe d'adolescents en train de consommer de la drogue dans une ruelle de Rouyn-Noranda. Ph; 
que cette substance, visiblement tres pUissante, est tout a fait legale. 

Sur Ie site YouTube, on peut presentement voir dans une video de deux minutes des jeunes en train d'inhaler de la salvi 
hallucinogenes s'apparentant a la sauge. La majeure partie de la video s'attarde sur deux tres jeunes adolescents comp 
intoxique qu'i1 n'arrive meme pas a formuler une phrase complete et se contente de rire Matement, etant lui-meme eton 

Legal au Canada 

Si la video est choquante, surtout en raison du tres jeune age de certains participants, sachez que personne n'y enfreint 
actuel/ement dans Ie Code criminel a I'egard de cette substance», reconnart Marie-Josee Ouellet, responsable des coml 
arrestation, aucune accusation criminelle ne pourra donc etre portee contre les consommateurs. 
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Selon Ie site internet d'information sur les drogues Erowid.org, cette substance est pourtant controlE~e ou ilh~gale dans c 
Chili, Coree du Sud, Danemark, Finlande, Italie, Japon, Russie et Suede. Elle est aussi interdite aux Etats-Unis, mais pi 

Effets intenses 

Les effets de la salvia sont pourtant intenses. «Cela se compare au LSD. Les effets sont cependant tres brefs, durant rf. 
experience s'apparente plus a un bad trip», indique Joelle Thouin, coordonnatrice du Centre Normand a Rouyn-Norand; 

D'ailleurs, a la Commission scolaire de Rouyn-Noranda (CSRN), en depit de son statut legal, la salvia divinorum est cor 
un eleve se presente sous I'influence de la salvia ou qu'iI y a echange entre elaves, les dispositions relatives a la drogue 
savoir Julie Roy, responsable des communications a la CSRN. 

Pas tras populaire 

II est possible de se procurer de la salvia dans certains commerces specialises de la region. Un des vendeurs reconnait 
populaire. 

«On n'a pas vraiment de consommateurs reguliers. Les gens I'essaient plus une fois par curiosite et ne recommencent i 
entendu parler d'un ou deux cas de gens qui prenaient regulierement autre chose et qui ont carrement arrete apras avoi 
fait trop peur», mentionne-t-il. 

Marie-Annick Gariepy 
Conseillare en communications I Communications Advisor 
Direction des communications I Communications Directorate 
Sante Canada, region du Quebec I Health Canada, Quebec Region 
Telephone: 514283-2046 
Fax: 514 283-6739 
www.santecanada.gc.ca I www.healthcanada.gc.ca 

Votre sante et votre securite ... notre priorite I Your health and safety ... our priority 
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Jocelyn Kula/HC-SC/GC/CA 

2010-01-10 10:25 AM 

for the file pis 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

CC Denis ArsenauItlHC-SC/GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC 

bcc 

Subject Fw: Global National - Salvia being used among young 
students in small Quebec town - Jan 9/10 5:50 PM 

FYI, Hayden is following up with where the IYH is at; asked him when I saw him on Thurs; he thinks it is 
still in Paul's reading file .... 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Division! Division des politiques et affaires reglementaires 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante envirormementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-01-1010:24 AM -----

HC_Media_SC/HC-SC/GC/C 
A 
Sent by: Henry Lau 

To 

cc 

2010-01-0906:15 PM Subject Global National - Salvia being used among young students in 
small Quebec town - Jan 9/10 5:50 PM 

Global National 
Sat Jan 9 2010 
5:50 PM 
Salvia being used among young students in small Quebec town 

Carolyn: IT'S CALLED MAGIC MINT, LADY "0" OR SALVIA. NO MATTER WHAT 
YOU CALL IT, EFFECTS ARE THE SAME. INTENSE HALLUCINATIONS. THERE 
ARE CONCERNS TEENS ARE GETTING THEIR HANDS ON IT AND PUTTING THEIR 
SAFETY AT RISK. DOMINIC FAZIOLI HAS MORE. 

Dominic: THERE'S A NEW VIDEO BRINGING ATENSION TO AN OLD 
CONTROVERSY. A GROUP OF YOUNG STUDENTS SMOKING DRUGS IN A SMALL 
TOWN IN QUEBEC. THEY ARE HALLUCINATE ING AND UNCONSCIOUS. IT HAS A 
LESS TO DO WITH THE AGE OF THE CHILDREN THAN THE DRUG THEY'RE ON. 
IT'S CALLED SALVIA. IN CANADA YOU CAN BUY IT AND USE IT LEGALLY. 

REALLY POPULAR FOR YOUNGER KIDS -- WELL, 18 TO 23. 

Reporter: --

Dominic: SALVIA IS A BIG SELLER IN THIS DOWNTOWN SHOP. JENNY ROY 
SAYS MORE AND MORE TEENAGERS ARE FINDING OUT ABOUT THE DRUG. 

IN A WEEK I CAN SELL ABOUT AT LEAST 50,50 LITTLE VIALS A WEEK. 
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Dominic: VIALS START AT ABOUT $25. USERS EXPERIENCE A 
HALLUCINOGENIC FEELING. THIS STUDENT SAYS SALVIA IS PLANT-BASED IS 
ONE OF THE REASONS MANY OF HIS 23RE7BDS HAVE TRIED IT. 

BETTER THAT'S MY OPINION. BUT THIS IS NATURAL. 

Dominic: SALVIA IS ILLEGAL IN OTHER PARTS OF THE WORLD. IN THE U.S. 
IT'S LABELLED AS A DRUG OF CONCERN. **>HEAL TH CANADA<** HAS RULED IT TO 
BE NON-TOXIC AND NON-ADDICTIVE. OTHER PROFESSIONALS HAVE SERIOUS 
CONCERNS. 

HIGH DOSE SOMEONE COULD HAVE TOO INTENSE OF AN EXPERIENCE AND HAVE 
A PANIC ATTACK AND END UP IN AN EMERGENCY ROOM OR END UP DOING 
SOMETHING, WALKING OUT INTO TRAFFIC OR SOMETHING LIKE THAT. 

Dominic: HE SAYS THE ISSUE IS NOT LEGALITY BUT YOU INFORMING 
PARENTS WHAT THEIR RESPONSIBILITIES ARE. 

THERE IS A LACK OF UNDERSTANDING BECAUSE THEY ARE NOT FULLY 
DEVELOPED PSYCHOLOGICALLY, EMOTIONALLY. THERE'S A LACK OF 
UNDERSTANDING OF WHAT BOUNDARIES ARE. OKAY. IF IT'S LEGAL, THERE'S 
NOTHING WRONG WITH IT. 

Dominic: AT HIGH TIMES THEY TRY TO SET BOUNDARIES. YOU HAVE TO BE 
18 YEARS OLD TO PURCHASE IT. BECAUSE IT'S ILLEGAL, TEENS CAN EASILY 
GET THEIR HANDS ON THE DRUG. DOMINIC FAZIOLl, GLOBAL NEWS, 
MONTREAL. 

- END-

Media Monitoring Unit / Unite de surveillance des medias 
Health Canada / Sante Canada 
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Hi Isabelle, 

Cheryl 
Tremblay/HC-SC/GC/CA 

2010-01-1101:46 PM 

To 

cc Denis ArsenaultlHC-SC/GC/CA@HWC 

bcc Cheryl Tremblay/HC-SC/GC/CA 

Subject Salvia Divinorum 

5.19(1) 

My colleague Denis Arsenault indicated to me that you were looking for information on Health Canada's 
position on and activities regarding Salvia divinorum. I trust that the following information will be helpful. 

As you may be aware, Salvia divinorum is a species of sage which belongs to the mint family. It is found 
in a number of formats, including seeds, extract and plant cuttings for growing purposes. Fresh or dried 
leaves can be chewed, swallowed or smoked to induce psychotropic effects. Liquid preparations are also 
available. Products that claim to contain S. divinorum- or its main active ingredient, salvinorin A - are 
widely available on the Internet and sold in alternative lifestyle stores. 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, are regulated 
under the Controlled Drugs and Substances Act Salvia divinorum is not listed under the United Nations 
Drug Control Conventions and does not have to be regulated as a controlled substance in any of the 
countries (including Canada) that are signatories to these conventions. 

Internationally, several countries (Australia, Belgium, Denmark, Sweden, Italy, Spain, Finland and South 
Korea) have however placed controls on the import andlor sale of Salvia divinorum andlor salvinorin A. 
Although some individual states in the U.S. have implemented laws restricting its use, sale andlor 
distribution, Salvia divinorum and salvinorin A are not regulated under the federal Controlled Substances 
Act 

For its part, Health Canada considers several factors in determining whether scheduling a substance 
under the Controlled Drugs and Substances Act warranted. These include: 

• international requirements and trends in regulatory status; 
• chemical and pharmacological similarity to other substances already regulated under the 

Controlled Drugs and Substances Act, 
• legitimate uses of the substance (i.e. therapeutic, industrial or commercial); 
• potential for abuse and risk of addiction associated with the substance; 
• extent of actual abuse of the substance in Canada and internationally; and, 
• overall risk to public health and safety posed by the substance. 

In the case of Salvia divinorum, information about these factors is either missing or anecdotal in nature. 
For example, very few scientific studies looking into the physical and psychotropic effects of Salvia 
divinorum on humans have been carried out. More systematic research in this area is needed. It should 
also be noted that, thus far, the Department has only received a limited number of communications 
indicating concern with respect to Salvia divinorum from law enforcement agencies, and none of these 
have advised that the use of Salvia divinorum poses any threat to public safety. 

Thank you, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division I Division des politiques et affaires reglementaires 
Office of Controlled Substances I Bureau des substances contr61ees 
Controlled Substances and Tobacco Directorate / Direction des substances contr61ees et de la lutte au 
tabagisme 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite consommateurs 
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Health Canada / Sante Canada 
Tel: (613) 954-6527 Fax: (613) 946-4224 

000610 



Jocelyn Kula/HC·SC/GC/CA 

2010-01-1310:47 AM 

Jocelyn Kula 
Managerl Gestionnaire 

To Cheryl Tremblay/HC-SC/GC/CA@HWC 

cc Denis Arsenault 

bcc 

Subject Fw: La Frontiere (online) - Salvia: Lemay impuissant 

Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-01-1310:47 AM ----

HC_Media_SC/HC-SC/GC/C 
A To 
Sent by: Jeremy 
Mesiano-Crookston cc 

2010-01-13 08:58 AM 
Subject La Frontiere (online) - Salvia: Lemay impuissant 

Mardi Ie 12 janvier 
Salvia: Lemay impuissant 
Source: La Frontiere 
(Iafrontiere.canoe.ca/webapp/sitepages/content.asp?contentid=124893&id=288) 

A la suite d'un reportage, revele en primeur sur Ie site Internet de La Frontiere, OU I'on voit de jeunes adolescents 
consommer, en toute legalite, une drogue appele salvia divinorum, Ie depute federal, Marc Lemay a affirme que 
cette substance ne devrait pas etre bannie, du moins a court terme. 

Rappelons que la salvia est une drogue aux effets intenses, qui provoque de puissantes hallucinations sur une tres 
courte periode. Officiellement, cette substance n'est pas iIIegale car elle ne causerait pas de dependance, malgre 
ses effets comparable a ceux du LSD. 

En vente libre dans certains commerces specialises, ici meme en region, la salvia est toutefois consideree illegale 
dans de nombreux pays europeens et etats americains. 

M. Lemay a avoue avoir appris I'existence oe la salvia dans nos pages. «Je n'ai jamais eu de demande a ce sujet. Si 
quelqu'un vena it me voir a propos de la salvia et souhaitait faire de la pression pour rendre cette drogue illegale, je 
lui conseillerais d'ecrire au ministre de la Sante aftn d'avoir davantage de precisions», indique-t-il. 

Decision de Sante Canada 

La procedure pour rendre une substance illegale passe moins par les parlementaires que par une recommandation 
du ministere de la Sante au ministere de la Justice, qui I'integre ensuite au Code criminel. 

«A terme, c'est au ministere de la Sante de prendre une decision a savoir si une substance doit, ou non, etre 
consideree comme substance illicite. Le ministere de la Justice doit ensuite faire un reglement qui entre dans I' 
annexe des drogues, et donc, dans Ie Code criminel, sans avoir a passer par la Chambre, fait savoir I'avocat de 
formation. 

C'est comme pour les substances dopantes, si l'Agence mondiale antidopage place un produit sur sa liste de 
produits interdits, automatiquement celui-ci est interdit au Canada, sans procedures supplementaires.» 
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Media Monitoring Unit I Unite de surveillance des medias 
Health Canada I Sante Canada 
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Issue Analysis Summary DRAFT 

Scheduling Salvia Divinorum and/or Salvin orin A under the CDSA 

Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate 

CONTENTS 
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2. ISSUE 
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4. CONTEXT 
5. ASSESSMENT OF RISKS AND BENEFITS 
6. IDENTIFICATION AND ANALYSIS OF OPTIONS 
7. CONSIDERATIONS 
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9. CONSULTATIONS 
10. IMPLEMENTATION AND EVALUATION 

1. APPROVALS 

This Issue Analysis Summary is approved. 

Diane Allan, Director 
Office of Controlled Substances 
Tobacco and Drugs Directorate 

[DD/MMl2009] 

2. ISSUE 

January 13,2010 

In Canada; neither the herb Salvia divinorum (S. divinorum) nor its main active ingredient, 
salvinorin A, are controlled under the Controlled Drugs and Substances Act (CDSA). Health 
Canada has received a number of enquiries from various municipalities and members of the 
public asking why Health Canada has not taken steps to control the availability of S. divinorum, 
particularly given reports from scientific and media sources suggesting that S. divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. Health 

I 
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Canada has also noted an ongoing media interest regarding the availability of S. divinorum in 
Canada. 

3. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria forthe addition of a substance 
to one of the Schedules to the CDSA, in order to determine whether or not S. divinorum, and/or 
salvinorin A, should be regulated as controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum, which is also referred to chemically as a neoclerodane 
diterpene, is found primarily in the leaves, and to a lesser extent in the stems. l 

S. divinorum is widely touted as a "legal" alternative to street drugs on the Internet, and has also 
been reported to be one ofthe most prevalently marketed herbal dietary supplements available 
for use as an alternative to illicit drugs of abuse among adolescents and young adults.2 While 
very little is known about how and where S. divinorum is sold in Canada, it is suspected that it is 
mainly purchased over the Internet and/or bought at head shops, and alternative life style stores, 
etc. 

A 2006 National Survey on Drug Use and Health Report, published in February 2008 by the 
Substance Abuse and Mental Health Administration in the United States, also estimated that: 

• 1.8 million persons aged 12 or older used Salvia divinorum in their lifetime, with 
approximately 750,000 having done so in the past year; 

• Use was more common among young adults (18 to 25 years old) as opposed to older 
adults (> 26 years of age); 

• Young adults were nearly three times more likely than youths, aged 12 to 17, to have used 
Salvia divinorum in the past year; and 

• Use was more common in males than in females. 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htrn Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(1O):1634-9. 
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The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
and involving the concomitant use of alcohol in a person diagnosed with Attention Deficit 
Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD), ofthe Health Products and Food 
Branch (HPFB), prepared an issue analysis summary (IAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as a controlled substance (a 
recommendation that was maintained when the IAS was updated in November 2006). 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June, 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products should be restricted from 
over-the-counter use. Should any such (unauthorized) health products be found on the Canadian 
market, they should be removed from sale. Such products would constitute a Type II Health 
Risk, defined as "A situation in which there is a reasonable probability that the use of, or 
exposure to, a product, will cause moderate or mild adverse health consequences. 

Further to an ADM discussion in April 2007, DSCSD organized a meeting with MHPD, NHPD 
and the Inspectorate of HPFB (HPFBI) on May 16, 2007 to discuss S. divinorum. At that time, it 
was decided that S. divinorum would be classified by HPFB as a Type II substance. MHPD was 
to send the HRA and SA to DCSCD, look into preparing an adverse reaction case presentation in 
the ADR Newsletter, and explore the possibility of developing a product advisory. HPFBI was to 
determine compliance activities based on the HRA Type II classification and check with Canada 
Border Services Agency (CBSA) to determine if any further information regarding S. divinorum 
shipments was available. The Office of Research and Surveillance, DSCSD was to continue to 
work on the S. divinorum Fact Sheet and explore the feasibility of a health food/natural food 
store survey on S. divinorum. OCS was to gather information from Australia regarding its 
scheduling decision and to find out whether the DEA had any plans to schedule S. divinorum in 
the near future. 

On September 13, 2007, a meeting was organized between DSCSD, MHDP, NHPD and HPFBI 
to discuss what is known about S. divinorum from a regulatory perspective and to reach 
consensus on next steps. 

The following action items came out of this meeting: 
(1) DSCSD to submit a response to the MHPDINHPD analytical documents and 
MHPDINHPD to make changes accordingly; 
(2) DSCSD to finalize the latest version ofthe media lines on S. divinorum and put them 
forward, via Communications, for approval in HPFB; 
(3) DSCSD to find out the status of draft fact sheet that was being developed by its Office 
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of Research and Surveillance; 
(4) HPFBI to discuss the potential allocation of additional resources, e.g., additional 
inspectors, etc. to the S. divinorum file; and 
(5) DSCSD to explore the notion of scheduling, i.e., carry out a preliminary scheduling 
assessment, as part of a mid to long-term action plan. 

The Director Generals ofDSCSD, MHPD, TPD and the HPFBI also met on September 26, 2008 
to discuss an update on issues relating to S. divinorum and to determine an agreed upon approach 
for subsequent steps. 

The following action items came out of that meeting: 
(1) Review and provide comments on S. divinorum lAS and SA and revise and re-issue 
lAS and SA, as needed; 
(2) circulate draft Fact Sheet for comment and explore the possibility of developing a 
public-friendly communication; 
(3) prepare draft media lines for S. divinorum and circulate for comment; 
(4) contact DAS labs for any information on S. divinorum; 
(5) prepare project charter for S. divinorum working group; 
(6) contact Public Health Agency Canada (PHAC) for representation; 
(7) continue work on scheduling assessment for S. divinorum; and 
(8) continue sharing information relating to S. divinorum as it arises. 

4.1 Legislative Frameworks for Drug Control in Canada 

4.1.1 Food and Drug Regulations 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence of a 
product's safety, efficacy and quality and Health Canada reviews this information carefully. If 
the review is satisfactory, a Notice of Compliance (NOC) is issued and appropriate Drug 
Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoring, correcting or modifying organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

4.1.2 Natural Health Product Regulations 
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, 
The Natural Health Products Regulations (NHPR) came into force in January, 2004 to provide 
Canadians with ready access to natural health products (NHPs) that are safe, effective, and of 
high quality, while respecting freedom of choice and philosophical and cultural diversity. The 
NHPR contain a product licensing system that requires that all licensed products display a 
product identification number preceded by the prefix NPN, or, in the case of a homeopathic 
medicine, by the letters DIN-HM on their labels. The number is issued once a product is 
authorized for sale in Canada by the Natural Health Products Directorate. Product authorization 
requires either reference to a natural health product monograph or submission of other evidence 
of safety and health claim. A system of site licensing is also included in the NHPR which 
requires that all manufacturers, packagers, labellers, and importers be licensed; sites have 
procedures in place respecting distribution records and product recalls; where applicable, sites 
have procedures in place for the handling, storage and delivery of their products, and sites meet 
good manufacturing practice requirements. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
m: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to whether the product or medicinal ingredient therein, is safe 
for consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule to the CDSA is should be placed, Health Canada considers the following factors: 
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• International requirements and trends in controVscheduling; 
• Chemical and pharmacological similarity to other substances already scheduled under the 

CDSA; 
• Legitimate uses ofthe substance (i.e. therapeutic, industrial or commercial); 
• Potential for abuse and/or addiction liability of the substance; 
• Extent of actual abuse in Canada and internationally; and 
• Overall risk to public health and safety of Canadians. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in ControVScheduling 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any ofthe countries (including Canada) that are signatories to these conventions. 

Australia 

In June, 2002, Australia became the first country to prohibit S. divinorum and salvinorin A. 
Although both S. divinorum and salvinorin A are listed on Schedule 9 of Australia's Standard for 
the Uniform Scheduling of Drugs and Poisons on the basis of "high potential for abuse and risk 
to public health and safety", no substantiation ofthis risk was provided at the time of this 
scheduling decision. Schedule 9 is Australia's most restrictive drug schedule, and includes 
"substances which may be abused or misused, the manufacture, possession, sale or use of which 
should be prohibited by law except when required for medical or scientific research, or for 
analytical, teaching or training purposes with approval of Commonwealth and/or State or 
Territory Health Authorities.,,3 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divino rum to the list of 
controlled substances. 

Denmark 

Shortly after, in 2003, Denmark prohibited S. divinorum and salvinorin A by adding them to their 
list of "category B" controlled substances, a category which also includes psilocybin mushrooms, 
cocaine, amphetamine, and several others substances that are only legal for medicinal and 
scientific purposes. Illegal possession carries a penalty of up to two years in prison. 

Germany 

3 http://www.cognitiveliberty.org!news/salvia_australia.htm 
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, 
S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of 
S. divinorum, and its active constituent salvinorin A. On January 11, 2005, the Ministry of 
Health made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" 
of the Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs will be banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale 
i.e., that beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or to a fine of up to five million yen. 

Spain 

On January 28,2004 the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum, along with a long list of other alleged "toxic" herbs. The 
regulation went into effect on May 6, 2004 and only prohibits activities related to commerce. 
Possession and/or use are not considered to be criminal offences. 

In Estonia, Finland, Iceland and Norway S. divinorum is treated as a medicinal herb and it is 
illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act, although some individual states have implemented laws restricting its use, sale 
and/or distribution. As of October 2009, fourteen states have enacted legislation placing 
regulatory controls on S. divinorum and/or salvinorin A. Delaware, Florida, Illinois, Kansas, 
Nebraska, North Dakota, Ohio, Oklahoma, and Virginia have placed S. divinorum and/or 
salvinorin A into Schedule I of state law. 

California, Louisiana, Maine, North Carolina and Tennessee have enacted other forms of 
legislation restricting the distribution ofthe plant. Legislative bills proposing regulatory controls 
died in Alabama, Alaska, Georgia, Indiana, Maryland, South Carolina, Texas and West Virginia. 

California 
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For example, effective January 1, 2009, the sale or distribution of S. divinorum or 
salvinorin A, or any substance or material containing S. divinorum or salvinorin A, to any 
person under 18 years of age became a misdemeanor in the state of California that is now 
punishable by imprisonment in a county jail for not more than six months, by a fine of no 
more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption which contains a hallucinogenic plant. A "hallucinogenic plant" is defined 
as "any part or portion" of the forty plants listed, which includes S. divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated similar to how tobacco products 
are controlled. Adults eighteen years of age or over can legally purchase and use the 
material, but selling or providing S. divinorum or salvinorin A to anyone under the age of 
eighteen is a criminal offence. Possession by a minor is a civil violation, punishable by a 
fine, community service, or both. 

North Carolina 

On February 11, 2009, Senate Bill 138 was introduced to the North Carolina State 
Legislature which sought to make Salvia divinorum and salvinorin A Schedule I 
controlled substances in that state. This bill was later amended to make possession of 
S. divinorum an infraction, a minor crime punishable by a maximum $25 fine. A third 
possession offence would be charged as a misdemeanor. There are no separate 
penalties for manufacturing or sales. This bill includes two exemptions. One permits 
growing the plant for aesthetic, landscaping, or decorative purposes; the other allows for 
university-affiliated medical or pharmacological research. The amended version passed 
the Senate unanimously on May 14, 2009, the House approved it on August 5, 2009 
and it was signed into law on August 28, 2009. The new law came into effect on 
December 1, 2009. 

Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not however a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
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retail establishment without a prescription when it is recognized by the FDA as a 
homeopathic drug. 

In addition, the U.S. Department of Justice Drug Enforcement Agency (DEA) has also placed S. 
divinorum and salvinorin A on a list of drugs and chemicals "of concern," without legal 
implication. 

4.2.2 Chemical and Pharmacological Similarity to Other Substances Listed in the CDSA 

The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wormwood) and Cannabis sativa. Salvinorin 
A is considered by some as the most potent natural hallucinogen ever isolated.4 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a way that is quite unique.5 Recent pharmacological screenings of receptors have found it to 
be a highly potent and selective K-opioid receptor (KOR) agonist.6 

The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
LSD or PCP. 7 Yet, it is said to have only weak influence on the prevailing mood of the user 
which differentiates it from other hallucinogens such as LSD and psilocybin.8 Its strong 
dissociative effects are often compared to those ofketamine. Users have reported that the 
psychedelic effects of S. divinorum were most similar to those caused by psilocybin mushrooms.9 

However, users familiar with the effects of other hallucinogens agree that despite certain 
similarities to classical hallucinogens, the visions and overall experience is quite unique. 10 

In addition, while the psychedelic effects of S. divinorum are similar to those of classical 
psychedelics regarding changes in perception and somatic sensations. S. divinorum causes an 

4 Ott 1. Ethnopharmacognosy and human pharmacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.org/ott2.html 

5 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
6 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3;99(18):11934-9. 
7 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(1): 1-5. 
8 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 Jun;43(1):53-
6. 
9 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
10 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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unusually high degree of sedation, weakness and fatigue, while the increased de-realization is not 
commonly reported for classical psychedelics. II The combination of these effects seems to 
correlate with that of other KOR agonists such as pentazocine. 12 

4.2.3 Legitimate Uses of Salvia Divinorum 

There are no legitimate medical or industrial uses for S. divinorum in Canada. 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use. 13 

Salvia divinorum has traditiomilly been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico,14 where an infusion ofthe leaves or ingestion ofthe leaves is used to 
treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the stomach. 15 
Its main use is however for its psychoactive properties in the aid of producing "mystical" or 
hallucinogenic experiences as part of spiritual rituals. 16 

4.2.4 Potential for Abuse Liability and/or Addiction Liability ofthe Substance 

Most clinically used opioid analgesics (e.g. codeine, oxycodone, morphine) are selective for the 
t.t-opioid receptor (MOR) and can be habit-forming I 7 because activation of the MORs causes 
euphoria, which makes the user want to take them. As previously mentioned, salvinorin A is a 
potent, selective agonist ofthe K-opioid receptor (KOR), and in contrast to the euphoria produced 
by MOR agonists, the KOR agonists are negatively reinforcing and aversive. IS In addition, KOR 

II Gonzalez D, Riha I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62. 
12 Arasteh K, Poudevida S, Farre M, Roset PN, Cami I. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Iun 1;55(1-2):117-25. 
13 Barker RL, Fawcett I, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Error! Main Document Only.Tidgewell et aI., 2004. A 
facile method for the preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 
5099-5102. 
14 Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
IS Munro, T. The Chemistry of Salvia divinorum PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.au/archive/00002327/01IMumo2006thesis.pdfFebruary 2007. 
16 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78( 5):527 -31. 
17 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo IS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
18 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo IS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
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agonists have analgesic properties but are not associated with respiratory depression like MOR 
agonists. Initially, these effects provided hope for the development of an analgesic absent of 
addiction liability and respiratory depression, however, it was soon discovered that KOR agonists 
produced dysphoria and psychomimetic effects such as confusion, hallucinations and 
depersonalization. 19 Finally, while MOR increases the release of dopamine, the activation of 
KOR decreases dopamine release in the nucleus accumbens.20 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration by which it is taken. Traditional uses generally produce mild effects because the 
leaves are rolled and chewed or crushed and prepared as a foamy infusion whereby the salvinorin A 
is degraded in the gastrointestinal system before being absorbed into the bloodstream. These methods 
rely on contact with the oral mucosa for absorption and the level of effect relates quite closely to the 
length of time the material spends in the mouth. Onset of effect generally takes 5-10 minutes which 
build over the next hour and last for another hour before the effects begin to subside.21 

Routes that avoid the hepatic first-pass effect are the quickest and most intense.22 Salvinorin A 
can be isolated from the plant to make a powder which can be vaporized and inhaled. This 
method of administration is the most powerful and only requires 200-500p,g of salvinorin A 
powder to produce the same effects as those of fresh leaves. The onset of effect felt from 
vaporizing salvinorin A powder is about 30 seconds and effects last for about 5-10 minutes and 
subside over the next 30 minutes.23 

Smoking is by far the most popular method of administration24 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A and/or a concentrated extract can also be 

The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann NY Acad Sci. 1992 Jun 
28;654:347-56. 
19 Pfeiffer A, Brantl V, Herz A, Emrich HM. Psychotomimesis mediated by kappa opiate receptors. Science. 1986 
Aug 15;233(4765):774-6, Rimoy GH, Wright DM, Bhaskar NK, Rubin PC. The cardiovascular and central nervous 
system effects in the human ofU-62066E. A selective opioid receptor agonist. Eur J Clin Pharmacol. 
1994;46(3):203-7, and Walsh SL, Strain EC, Abreu ME, Bigelow GE. Enadoline, a selective kappa opioid agonist: 
comparison with butorphanol and hydromorphone in humans. Psychopharmacology (Berl). 2001 Sep;157(2):151-62. 
20 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lith Ed. Brunton LL, Lazo IS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
21 Siebert DJ. Salvia divinorurn and salvinorin A: new pharmacologic [mdings. J Etlmopharmacol. 1994 
Iun;43(1):53-6. 
22 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorurnherbal products. Pharmacotherapy. 2006 Sep;26(9):1268-72. 
23 Siebert DJ. Salvia divinorurn and salvinorin A: new pharmacologic fmdings. J Etlmopharmacol. 1994 
Jun;43( 1 ):53-6. 
24 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorurn among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
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used sub lingually. S. divinorum nor salvinorin A are not injected because the powder is insoluble 
in water.25 

Although the various modes of administration lead to variable onset and duration of the effects, 
the effects of S. divinorum are generally accepted to be: becoming objects, visions of various 
two-dimensional surfaces, films and membranes, revisiting places of the past (particularly 
childhood), loss of the body and/or identity, various sensations of motion (being pulled or twisted 
by a force of some kind), uncontrollable hysterical laughter, and overlapping realities 
(perceptions of being in more than one place).26 Laughter, happiness, sense of well-being and 
dissociative effects were deemed the best aspects of S. divinorum by users, second only to the 
"trip" that the drug elicits.27 Depersonalization, speaking gibberish, widening of consciousness, 
subjective illusions of rapid movement, flying or hovering however have also been reported.28 

The aversive effects of previously studied KOR agonists would predict that the risk of addiction to S. 
divinorum is negligible, however, very few controlled scientific studies of the physical and 
psychotropic effects of Salvia divinorum on humans have been carried out and, therefore, using these 
studies to predict its potential for addiction and abuse is difficult. In addition, in the studies that have 
been conducted, there is conflicting information around the addiction liability of S. divinorum in 
both animals and humans. More controlled systematic research in this area is needed. Further 
studies on the mediated decrease of dopamine as well as the impact of dose on the reward and 
aversive effects are also warranted. 

Another aspect of S. divinorum's abuse potential stems from its availability. As previously 
mentioned it is widely available for purchase on the Internet through drug promotional sites and 
is also sold in various "head shops" and comer stores. In addition, the potential for high yields 
and ease of extraction may make buying and selling the drug quite affordable and attractive. 
Originally the concerns for the abuse potential were minimal since it was concluded that 1 kg of 
dried leaves yielded only 3 to 6 humans doses of salvinorin A. However, it was discovered that 
vaporizing and inhaling 200-500 J.f,g had profound hallucinogenic effects.29 The extraction of 
salvinorin A from the plant is very easy and with care, approximately 1.5 grams of pure 
salvinorin A per kilogram of dried leaves (Skg of fresh leaves) can be isolated. Therefore, even 
poor yields of a gram per kilograms of dried leaves would provide a dose for 2000 human 

25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
26 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Etbnopharmacol. 1994 
Jun;43( 1 ):53-6. 

27 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
28 Biiche1er R, Gleiter CH, Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(1):1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43 ( 1 ):53-6. 
29 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
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doses.3o This easy isolation makes buying the drug quite affordable. S. divinorum leaves sell for 
$0.50-7 per gram, plants for $20-45 and the liquid extract for $4-10 per millilitre.31 

4.2.5 Extent of Actual Abuse in Canada and Internationally 

Very limited data exists regarding the actual population use of Salvia divinorum across the 
Canadian population. To address this lack of data, questions about the use of S. divinorum were 
included in the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Drug Use 
Monitoring Survey and the 2009 Ontario Student Drug Use and Health Survey. 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% report using Salvia divinorum at least 
once in the past year; 

• Males (6.2%) are significantly more likely than females (2.3%) to use Salvia divinorum; 
• There is significant grade variation, with Salvia divinorum use most likely among 11 th 

graders (8.6%) and lzth graders (8.4%); and 
• There are significant regional variations, with students in the North (9.2%) most likely to 

use Salvia divinorum. 

Further data from the two national surveys, i.e., the 2008-2009 Youth Smoking Survey and the 
2009 Canadian Alcohol and Drug Use Monitoring Survey, will be available in 2010. 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. 

Health Canada's Drug Analysis Services (DAS) has collected some raw data regarding the 
number of samples identified as containing salvinorin A in the DAS labs, however, as the plant 
and/or substance is not in the CDSD druglist, it is not possible to have records of any seizures of 
it in the database. 

30 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
31 Wolowich WR, Perkins AM, Cienki n. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Year Return ComJ!leted Count 
2006 6 
2007 8 
2008 6 
2009 To be updated 

In addition, the National Forensic Laboratory Information System (NFLIS) and the System to 
Retrieve Information from Drug Evidence (STRIDE) in the United States is a Drug Enforcement 
Agency (DEA) database that collects scientifically verified data on analyzed samples in state and 
local forensic labs. It also includes data from STRIDE, which are analyzed samples from DEA 
labs. The following table shows Salvia divinorum items seized from 2000 through 2008. 

ANALYZED SALVIA DIVINORUM or SALVINORIN A SEIZURES 

JNumber of itemslExhibits} 
Source 2000 2001 2002 2003 2004 2005 2006 2007 2008* 
NFLIS- 0 0 0 0 

State/Local1 

STRIDE2 0 0 1 1 
TOTAL 0 0 1 1 

Data Source: NFLIS & STRIDE, 2008 data queried 11124/2008 
1 NFLIS reported items of salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - September data in 2008. 

I 8 12 12 32 

1 0 0 0 0 
2 8 12 12 32 

Two reports regarding the abuse of S. divinorum have been published in the academic literature. 
The first was an international case report in which a young man (19 years of age) described his 
perceptions after inhaling the smoke from S. divinorum. The peak psychotropic effects, 
including prickling of the skin, fever-like hot flashes, muscular tremor, and depersonalization, 
were reached in less than five minutes after inhalation of an unknown amount of dried leaves.32 

The second case involved a 15-year-old male who presented to psychiatric emergency services 
with acute onset of paranoia, deja vu, blunted affect, thought blocking and slowed speech, after 
smoking Salvia divinorum over an unknown period of time. During his hospitalization all 
symptoms improved significantly except the feeling of deja vu. Based on this case presentation, 
the author suggested that the feelings of deja vu may be considered long-term effects of Salvia 
use.33 However, given that this is the only case report in which deja vu was associated with the 
use of S. divinorum, more reports are needed to substantiate this finding. 

In addition to the above-mentioned case reports, in 2006, a case was reported in the U.S. in 
which a 17-year-old boy committed suicide after smoking S. divinorum for unknown period 

32 Error! Main Document Only.Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited 
hallucinogenic plants: increasing relevance for public health? A case report and literature review on the consumption 
of Salvia divinorum (Diviner's Sage). Pharrnacopsychiatry. 2005 Jan;38(1):1-5. 
33 Error! Main Document Only.Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
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oftime.34 It should be noted that alcohol and general depression were the main confounders in 
this case. This case did, however, result in the state of Delaware passing a law outlawing 
S. divinorum, and classifying it as a Schedule I controlled substance with other hallucinogenic 
substances. 

It is difficult to determine the extent of actual abuse of S. divinorum as there appear to be 
inconsistencies in the literature regarding risk aversion. For example, one author states: "Many 
who have used salvinorin A find the experience extremely unnerving, frightening and overly 
intense and most have no desire to repeat the experience.,,35, however, this aversion to the drug is 
not an effect being echoed in other studies and reports.36 Moreover, over eighty percent of users 
surveyed on a web-based questionnaire about their S. divinorum use said they would probably or 
definitely use S. divinorum again.37 Therefore, despite the fact that users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 
experience, persisting negative effects (most often anxiety)38 sweating, chills, increased diuresis, 
impaired vigilance,39 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 
drug,40 it is difficult to determine the influence these effects have on the use of S. divinorum. 

4.2.6 Overall Risk to Public Health and Safety of Canadians 

The increase in the number of enquiries from various municipalities and members of the public 
and in the amount of media interest regarding the availability of Saliva divinorum in Canada may 
be an indication that the recreational use of S. divinorum as a hallucinogen may be on the rise in 
Canada. It is, however, premature to make this assumption as Health Canada presently does not 
have any viable statistics on the actual popUlation use of S. divinorum across the Canadian 
popUlation. 

The potential for harm to the user and/or other individuals may be increased as users may get up 
and walk around without apparent awareness of their movements, behaviour or surroundings, 
distinction between self and surroundings is lost, and at doses greater than 1 mg of salvinorin A, 

34 http://www.kvbc.com/Global/story.asp?S=4893692 
35 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

36 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62, Biicheler R, Gleiter CR, 
Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38( 1): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
37 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
38 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
39 Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
40 Gonzalez D, Riba J, Bouso JC, Gomez-larabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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out of body experiences are frequent and loss of consciousness has been reported.41 

s.21(1)(a) 
s.21(1)(b) 

As stated earlier, there are no approved medical uses for S. divinorum in Canada. Health Canada 
has also not received nor approved any submissions for natural health products for sale in 
Canada. Therefore, products that claim to contain this substance have not been extensively 
reviewed by Health Canada and as such, may be counterfeit or may contain other ingredients that 
may pose risks to health. For example, like all drugs of abuse, the users are often unaware ofthe 
potency and adulterants in the products they are purchasing. A study by Wolowich et al. 
(2006)42, showed that the salvinorin A content in five out of five S. divinorum products were 
falsely indicated on the label and 4 out of 5 products contained unidentified adulterants (i.e. 
vitamin E, caffeine). 

Health Canada has only anecdotal information about the use of S. divinorum in Canada and the 
risk of abuse and/or risk that S. divinorum poses to the health and safety of Canadians. Although 
reports of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have 
been received through the Canada Vigilance database, it is important to note that the number of 
reports and the nature of reactions reported are not adequate to characterize the risk to the general 
population. These data cannot be used to determine incidence of use in the general popUlation, as 
Health Canada does not have any information about the number of individuals using or who have 
used S. divinorum. 

5. ASSESSMENT OF RISKS AND BENEFITS (OPTIONAL) 

41 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
42 Wolowich WR, Perkins AM, Cienki n. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 

S. divinorum' s KOR -mediated aversive and dysphoric effects do not appear to be hampering its use. 
Young adults have begun smoking the leaves and leaf extract recreationally.46 It can be purchased 
through online botanical companies and other drug promotional sites and is often touted as a legal 
alternative to substances such as cannabis and mescaline.47 Interestingly though, after being widely 
available for over a decade, the drug has not had any extreme social impact as did LSD or MDMA.48 

The following points should be considered: 

• Over the past few years, there has been an increase in the number of enquiries that Health 
Canada is receiving from various municipalities and members of the public regarding the 
availability of Salvia divinorum as a hallucinogen. 

46 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.haze1den.org. 
47 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
48 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.auiarchive/00002327 /0 IlMunro2006thesis.pdf February 2007. 
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• Health Canada has also observed a steady increase in the amount of media interest 
regarding the availability of S. divinorum in Canada. 

s.21(1)(a) 
s.21(1)(b) 

Salvia divinorum meets the definition of a natural health product (NHP) under the Natural 
Health Product Regulations (NHPR). This means that products containing S. divinorum must be 
approved by Health Canada prior to sale in Canada and that product's that are not in compliance 
with the NHPR may be subject to compliance and enforcement actions. As Health Canada has 
yet to receive and/or approve any applications for natural health products containing S. divivorum 
for sale on the Canadian market, it is difficult to ascertain how much S. divinorum is currently 
sold or consumed in Canada at the present time. Several challenges also arise with respect to the 
importation and domestic movement of such products as they are often declared as incense and 
therefore cannot be considered non-market natural health products. In addition, compliance and 
enforcement actions, such as voluntary stop-sales, forfeiture, destruction, and administrative 
seizure, cannot be implemented unless the labeling clearly indicates that the product is to be used 
for consumption and/or pharmacological effects (ie. statements regarding contraindications or 
restrictions on use) upon which the product will no longer meet the definition of a consumer 
product (i.e. incense) and will meet the definition of a NHP. The NHPR are therefore limited in 
their capacity to control the availability of S. divinorum beyond the scope of scenarios listed 
above. 

- It is also hard to know because we have no way of tracking or counting 

8. RECOMMENDATION 
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9. CONSULTATIONS 

• Drug Analysis Services (DAS) 

• Royal Canadian Mounted Police (RCMP) 

• Canada Border Services Agency (CBSA) 

10. IMPLEMENTATION AND EVALUATION 
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In Canada, neither the herb Salvia divinorum (S. divinorum) nor its main active ingredient, 
salvinorin A, are controlled under the Controlled Drugs and Substances Act (CDSA). Health 
Canada has received a number of enquiries from various municipalities and members of the 
public asking why Health Canada has not taken steps to control the availability of S. divinorum, 
particularly given reports from scientific and media sources suggesting that S. divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. Health 
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Canada has also noted an ongoing media interest regarding the availability of S. divinorum in 
Canada. 

3. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules to the CDSA, in order to determine whether or not S. divinorum, and/or 
salvinorin A, should be regulated as controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum, which is also referred to chemically as a neoclerodane 
diterpene, is found primarily in the leaves, and to a lesser extent in the stems. l 

S. divinorum is widely touted as a "legal" alternative to street drugs on the Internet, and has also 
been reported to be one of the most prevalently marketed herbal dietary supplements available 
for use as an altemative to illicit drugs of abuse among adolescents and young adults.2 While 
very little is known about how and where S. divinorum is sold in Canada, it is suspected that it is 
mainly purchased over the Internet and/or bought at head shops, and alternative life style stores, 
etc. 

A 2006 National Survey on Drug Use and Health Report, published in February 2008 by the 
Substance Abuse and Mental Health Administration in the United States, also estimated that: 

• 1.8 million persons aged 12 or older used Salvia divino rum in their lifetime, with 
approximately 750,000 having done so in the past year; 

• Use was more common among young adults (18 to 25 years old) as opposed to older 
adults (> 26 years of age); 

• Young adults were nearly three times more likely than youths, aged 12 to 17, to have used 
Salvia divinorum in the past year; and 

• Use was more common in males than in females. 

1 U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(l0): 1634-9. 
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The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
and involving the concomitant use of alcohol in a person diagnosed with Attention Deficit 
Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate f 

(MHPD) and the Natural Health Products Directorate (NHPD), of the Health Products and Food / 
\ 

Branch (HPFB), prepared an issue analysis summary (lAS), which recommended that S. { 
divinorum and its active ingredient salvinorin A be regulated as a controlled substance (a ( 
recommendation that was maintained when the lAS was updated in November 2006). ~ 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June, 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products should be restricted from 
over-the-counter use. Should any such (unauthorized) health products be found on the Canadian 
m.arket, they should b.e r~ov~d fr~m sale. ~uch products would c?~stitute a Type II H.e{llth . \ \'lA\)f , 
RISk, defined as "A SItuation III whIch there IS a reasonable probabIhty that the use of, or 4 S \i(\l.llc, (t LAt (-\ 

exposure to, a product, will cause moderate or mild adverse health consequences. 6..' c\ ~'s, Cl ~ 1.\ y\.l-1.:1 
\ t 'l,rv~ 
" ,)) ... 1> " 

Further to an ADM discussion in April 2007, DSCSP organized a meeting with MHPD, NHPD 
and the Inspectorate of HPFB (HPFBI) on May 16, 2007 to discuss S. divinorum. At that time, it 
was decided that S. divinorum would be classified by JlPFB as a Type II substance. MHPD was 
to send the HRA and SA to DCSCD, look into preparing an adverse reaction case presentation in 
the ADR Newsletter, and explore the possibility of developing a product advisory. HPFBI was to 
determine compliance activities based on the HRA Type II classification and check with Canada 
Border Services Agency (CBSA) to determine if any further information regarding S. divinorum 
shipments was available. The Office of Research and Surveillance, DSCSD was to continue to 
work on the S. divinorum Fact Sheet and explore the feasibility of a health food/natural food 
store survey on S. divinorum. OCS was to gather information from Australia regarding its . 
scheduling decision and to find out whether the DEA had any plans to schedule S. divinorum in 
the near future. 

On September 13, 2007, a meeting was organized between DSCSD, MHDP, NHPD and HPFBI 
to discuss what is known about S. divinorum from a regulatory perspective and to reach 
consensus on next steps. 

The following action items came out of this meeting: 
(1) DSCSD to submit a response to the MHPDINHPD analytical documents and 
MHPDINHPD to make changes accordingly; 
(2)DSCSD to finalize the latest version of the media lines on S. divinorum and put them 
forward, via Communications, for approval in HPFB; 
(3) DSCSD to find out the status of draft fact sheet that was being developed by its Office 
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of Research and Surveillance; 
(4) HPFBI to discuss the potential allocation of additional resources, e.g., additional 
inspectors, etc. to the S. divinorum file; and 
(5) DSCSD to explore the notion of scheduling, i.e., carry out a preliminary scheduling 
assessment, as part of a mid to long-term action plan. 

The Director Generals of DSCSD, MHPD, TPD and the HPFBI also met on September 26, 2008 
to discuss an update on issues relating to S. divino rum and to determine an agreed upon approach 
for subsequent steps. 

The following action items came out of that meeting: 

4.1 

(1) Review and provide comments on S. divinorum lAS and SA and revise and re-issue 
lAS and SA, as needed; 
(2) circulate draft Fact Sheet for comment and explore the possibility of developing a 
public-friendly communication; 
(3) prepare draft media lines for S. divinorum and circulate for comment; 
(4) contact DAS labs for any information on S. divinorum; 
(5) prepare project charter for S. divinorum working group; 
(6) contact Public Health Agency Canada (PHAC) for representation; 
(7) continue work on scheduling assessment for S. divino rum; and 
(8) continue sharing information relating to S. divino rum as it arises. 

Legis~'Frameworks for Drug Control in Canada 

4.1.1 
<:.\)~ 

Food and Drug Regulations..-"'") Uv\i\~\.J \; 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence of a 
product's safety, efficacy and quality and Health Canada reviews this information carefully. If 
the review is satisfactory, a Notice of Compliance (NOC) is issued and appropriate Drug 
Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F &D R as any substance or mixture of substances manufactured, 
sold or represented for use in 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoring, correcting or modifying organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

4.1.2 Natural Health Product Regulations C 
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The Natural Health Products Regulations (NHPR) came into force in January, 2004 to provide 
Canadians with ready access to natural health products (NHPs) that are safe, effective, and of 
high quality, while respecting freedom of choice and philosophical and cultural diversity. The 
NHPR contain a product licensing system that requires that all licensed products display a 
product identification number preceded by the prefix NPN, or, in the case of a homeopathic 
medicine, by the letters DIN-HM on their labels. The number is issued once a product is 
authorized for sale in Canada by the Natural Health Products Directorate. Product authorization 
requires either reference to a natural health product monograph or submission of other evidence 
of safety and health claim. A system of site licensing is also included in the NHPR which 
requires that all manufacturers, packagers, labellers, and importers be licensed; sites have 
procedures in place respecting distribution records and product recalls; where applicable, sites 
have procedures in place for the handling, storage and delivery of their products, and sites meet 
good manufacturing practice requirements. 

The definition of an NHP under the NHPR has both a funCtion and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
m: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organiC functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to whether the product or medicinal ingredient therein, is safe 
for consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule to the CDSA is should be placed, Health Canada considers the following factors: 
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• International requirements and trends in control/scheduling; 
• Chemical and pharmacological similarity to other substances already scheduled under the 

CDSA; 
• Legitimate uses of the substance (i.e. therapeutic, industrial or commercial); 
• 
• 
• 

Potential for abuse and/or addiction liability of the substance; 
Extent of actual abuse in Canada and internationally; and 
Overall risk to public health and safety of Canadians. 

,'1 
.\- ,1.:> 

. - ~\ ~ 

Assessment of Salvia Divinorum for Scheduling Purposes lil{) ~bdJl~~ 4.2 

4.2.1 
.. , j}tiL)' l(lfL '" 

International Requirements and Trends in Control/Scheduling IV' [i.,~, \: 0- {. v' ) -, t 
/' \,0 \" ~:{t)/ 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these conventions. 

Australia 

In June, 2002, Australia became the first country to prohibit S. divinorum and salvinorin A. 
Although both S. divinorum and salvinorin A are listed on Schedule 9 of Australia's Standard for 
the Unifonn Scheduling of Drugs and Poisons on the basis of "high potential for abuse and risk 
to public health and safety", no substantiation of this risk was provided at the time of this 
scheduling decision. Schedule 9 is Australia's most restrictive drug schedule, and includes 

, "substances which may be abused or misused, the manufacture, possession, sale or use of which 
should be prohibited by law except when required for medical or scientific research, or for 
analytical, teaching or training purposes with approval of Commonwealth and/or State or 
Territory Health Authorities.,,3 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances.~ . I,) ',/»). ~~i ck. ~~CJuCc\..Q..S' ~\LJ~:~c.. N\.v'SlA.roo~{ 

fr,{W t~ql),u[\ elLJ) 0 . khJA+ ClI'd ee'(ote C9-C-hJS. 

\ 

Denmark .,tY ~ 

Shortly after, in 2003, Denmark prohibited S. divinorum and salvinorin A by adding them to their 
\ list of "category 8" controlled substances, a category which also includes psilocybin mushrooms, 
\\ cocaine, amphetamine, and several others substances that are only legal for medicinal and 

scientific purposes. Illegal possession carries a penalty of up to two years in prison. 

Germany 

3 http://www.cognitiveliberty.org/news/salvia_australia.htm 
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S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of 
S. divinorum, and its active constituent salvinorin A. On January 11,2005, the Ministry of 
Health made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" 
of the Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs will be banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale 
i.e., that beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or to a fine of up to five million yen. 

Spain 

On January 28,2004 the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum, along with a long list of other alleged "toxic" herbs. The 
regulation went into effect on May 6, 2004 and only prohibits activities related to commerce. 
Possession andlor use are not considered to be criminal offences. 

In Estonia, Finland, Iceland and Norway S. divinorum is treated as a medicinal herb and it is 
illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act, although some individual states have implemented laws restricting its use, sale 
and/or distribution. As of October 2009, fourteen states have enacted legislation placing 
regula~ controls o~. divinorum an..d/.ru:..salYinorin_A. Delaware, Florida, Illinois, Kansas, 
Nebraska, North Dakota, Ohio, Oklahoma, and Virginia have placed S. divinorum and/or 
salvinorin A into Schedule I of state law. 

California, Louisiana, Maine, North Carolina and Tennessee have enacted other forms of 
legislation restricting the distribution of the plant. Legislative bills proposing regulatory controls 
died in Alabama, Alaska, Georgia, Indiana, Maryland, South Carolina, Texas and West Virginia. 

California 
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For example, effective January 1,2009, the sale or distribution of S. divinorum or 
salvinorin A, or any substance or material containing S. divinorum or salvinorin A, to any 
person under 18 years of age became a misdemeanor in the state of California that is now 
punishable by imprisonment in a county jail for not more than six months, by a fine of no 
more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption which contains a hallucinogenic plant. A "hallucinogenic plant" is defined 
as "any part or portion" of the forty plants listed, which includes S. divinorum. 

Maine 

In Maine, S. divino rum and salvinorin A are regulated similar to how tobacco products 
are controlled. Adults eighteen years of age or over can legally purchase and use the 
material, but selling or providing S. divinorum or salvinorin A to anyone under the age of 
eighteen is a criminal offence. Possession by a minor is a civil violation, punishable by a 
fine, community service, or both. 

North Carolina 

On February 11, 2009, Senate Bill 138 was introduced to the North Carolina State 
Legislature which sought to make Salvia divinorum and salvinorin A Schedule I 
controlled substances in that state. This bill was later amended to make possession of 
S. divinorum an infraction, a minor crime punishable by a maximum $25 fine. A third 
possession offence would be charged as a misdemeanor. There are no separate 
penalties for manufacturing or sales. This bill includes two exemptions. One permits 
growing the plant for aesthetic, landscaping, or decorative purposes; the other allows for 
university-affiliated medical or phannacological research. The amended version passed 
the Senate unanimously on May 14, 2009, the House approved it on August 5, 2009 
and it was signed into law on August 28,2009. The new law came into effect on 
December 1, 2009. 

Tennessee 

On July 1,2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not however a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
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retail establishment without a prescription when it is recognized by the FDA as a 
homeopathic drug. 

In addition, the U.S. Department of Justice Drug Enforcement Agency (DEA) has also placed S. 
divinorum and salvinorin A on a list of drugs and chemicals "of concern," without legal 
implication. 

4.2.2 Chemical and Pharmacological Similarity to Other Substances Listed in the CDSA 

The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wormwood) and Cannabis sativa. Salvinorin 
A is considered by some as the most potent natural hallucinogen ever isolated.4 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a way that is quite unique.5 Recent pharmacological screenings of receptors have found it to 
be a highly potent and selective K-opioid receptor (KOR) agonist.6 

The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
LSD or PCP. 7 Yet, it is said to have only weak influence on the prevailing mood of the user 
which differentiates it from other hallucinogens such as LSD and psilocybin.8 Its strong 
dissociative effects are often compared to those ofketamine. Users have reported that the 
psychedelic effects of S. divinorum were most similar to those caused by psilocybin mushrooms.9 

However, users familiar with the effects of other hallucinogens agree that despite certain 
similarities to classical hallucinogens, the visions and overall experience is quite unique. IO 

In addition, while the psychedelic effects of S. divinorum are similar to those of classical 
psychedelics regarding changes in perception and somatic sensations. S. divinorum causes an 

4 Ott J. Ethnophannacognosy and human phannacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.orglott2.html 

5 Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(l):53-6. 
6 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Nat! Acad Sci USA. 2002 Sep 
3;99(18):11934-9. 
7 Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S Sage). 
Pharmacopsychiatry. 2005 Jan;38(1): 1-5. 
8 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 Jun;43(1):53-
6. 
9 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
10 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(l):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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unusually high degree of sedation, weakness and fatigue, while the increased de-realization is not 
commonly reported for classical psychedelics. II The combination of these effects seems to 
correlate with that of other KOR agonists such as pentazocine. 12 

4.2.3 Legitimate Uses of Salvia Divinorum 

There are no legitimate medical or industrial uses for S. divinorum in Canada. 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use. 13 

Salvia divino rum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico, 14 where an infusion of the leaves or ingestion of the leaves is used to 
treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the stomach. 15 

Its main use is however for its psychoactive properties in the aid of producing "mystical" or 
hallucinogenic experiences as part of spiritual rituals. 16 

4.2.4 Potential for Abuse Liability and/or Addiction Liability of the Substance 

Most clinically used opioid analgesics (e.g. codeine, oxycodone, morphine) are selective for the 
~-opioid receptor (MOR) and can be habit-forming I 7 because activation ofthe MORs causes 
euphoria, which makes the user want to take them. As previously mentioned, salvinorin A is a 
potent, selective agonist of the K-opioid receptor (KOR), and in contrast to the euphoria produced 
by MOR agonists, the KOR agonists are negatively reinforcing and aversive. IS In addition, KOR 

II Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
12 Arasteh K, Poudevida S, Farre M, Roset PN, Cami I. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Iun 1;55(1-2):117-25. 
13 Barker RL, Fawcett I, Barkin SI. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Error! Main Document Only.Tidgewell et aI., 2004. A 
facile method for the preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 
5099-5102. 
14 Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
15 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327/01/Munr02006thesis.pdfFebruary 2007. 
16 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
17 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo IS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
18 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lIth Ed. Brunton LL, Lazo IS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
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agonists have analgesic properties but are not associated with respiratory depression like MOR 
agonists. Initially, these effects provided hope for the development of an analgesic absent of 
addiction liability and respiratory depression, however, it was soon discovered that KOR agonists 
produced dysphoria and psychomimetic effects such as confusion, hallucinations and 
depersonalization. 19 Finally, while MOR increases the release of dopamine, the activation of 
KOR decreases dopamine release in the nucleus accumbens?O 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration .by wh~h i.tis fakm. Traditional uses generally produce mild effects because the 
leaves are rolled and chewed or crushed and prepared as a foamy infusion whereby the salvinorin A 
is degraded in the gastrointestinal system before being absorbed into the bloodstream. These methods 
rely on contact with the oral mucosa for absorption and the level of effect relates quite closely to the 
length of time the material spends in the mouth. Onset of effect generally takes 5-10 minutes which 
build over the next hour and last for another hour before the effects begin to subside.21 

Routes that avoid the hepatic first-pass effect are the quickest and most intense?2 Salvinorin A 
can be isolated from the plant to make a powder which can be vaporized and inhaled. This 
method of administration is the most powerful and only requires 200-50oG'~)of salvinorin A 
powder to produce the same effects as those of fresh leaves. The onset oYeffect felt from 
vaporizing salvinorin A powder is about 30 seconds and effects last for about 5-10 minutes and 
subside over the next 30 minutes.23 

Smoking is by far the most popular method of administration24 and this is accomplIshed by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A and/or a concentrated extract can also be 

The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-KubikR, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann N Y Acad Sci. 1992 Jun 
28;654:347-56. 
19 Pfeiffer A, Brant! V, Herz A, Emrich HM. Psychotomimesis mediated by kappa opiate receptors. Science. 1986 
Aug 15 ;233(4765):774-6, Rimoy GH, Wright DM, Bhaskar NK, Rubin Pc. The cardiovascular and central nervous 
system effects in the human of U-62066E. A selective opioid receptor agonist. Eur J Clin Pharmacol. 
1994;46(3):203-7, and Walsh SL, Strain EC, Abreu ME, Bigelow GE. Enadoline, a selective kappa opioid agonist: 
comparison with butorphanol and hydromorphone in humans. Psychopharmacology (Berl). 2001 Sep;157(2):151-62. 
20 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lith Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(l ):53-6. 
22 Wolowich WR, Perkins AM, Cienki n. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
24 GonzaIez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
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used sub lingually. S. divinorum nor salvinorin A are not injected because the powder is insoluble 
in water.25 

Although the various modes of administration lead to variable onset and duration of the effects, 
the effects of S. divinorum are generally accepted to be: becoming objects, visions of various 
two-dimensional surfaces, films and membranes, revisiting places of the past (particularly 
childhood), loss ofthe body and/or identity, various sensations of motion (being pulled or twisted 
by a force of some kind), uncontrollable hysterical laughter, and overlapping realities 
(perceptions of being in more than one place).26 Laughter, happiness, sense of well-being and 
dissociative effects were deemed the best aspects of S. divinorum by users, second only to the 
"trip" that the drug elicits.27 Depersonalization, speaking gibberish, widening of consciousness, 
subjective illusions of rapid movement, flying or hovering however have also been reported.28 

The aversive effects of previously studied KOR agonists would predict that the risk of addiction to S. 
divinorum is negligible, however, very few controlled scientific studies of the physical and 
psychotropic effects of Salvia divinorum on humans have been carried out and, therefore, using these 
studies to predict its potential for addiction and abuse is difficult. In addition, in the studies that have 
been conducted, there is conflicting information around the addiction liability of S. divinorum in 
both animals and humans. More controlled systematic research in this area is needed. Further 
studies on the mediated decrease of dopamine as well as the impact of dose on the reward and 
aversive effects are also warranted. 

Another aspect of S. divino rum 's abuse potential stems from its availability. As previously 
mentioned it is widely available for purchase on the Internet through drug promotional sites and 
is also sold in various "head shops" and comer stores. In addition, the potential for high yields 
and ease of extraction may make buying and selling the drug quite affordable and attractive. 
Originally the concerns for the abuse potential were minimal since it was concluded that I kg of 
dried leaves yielded only 3 to 6 humans doses of salvinorin A. However, it was discovered that 
vaporizing and inhaling 200-500 Ilg had profound hallucinogenic effects.29 The extraction of 
salvinorin A from the plant is very easy and with care, approximately 1.5 grams of pure 
salvinorin A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. Therefore, even 
poor yields of a gram per kilograms of dried leaves would provide a dose for 2000 human 

25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
26 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 

27 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
28 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(l):1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43( 1 ):53-6. 
29 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
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doses.3o This easy isolation makes buying the drug quite affordable. S. divinorum leaves sell for \\ 
$0.50-7 per gram, plants for $20-45 and the liquid extract for $4-10 per millilitre.31 

, ., '\ ,L"\\ \' 
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I. 

4.2.5 Extent of Actual Abuse in Canada and Internationally \ \ .. \ 

Very limited data exists regarding the actual population use of Salvia divinorum across the 
Canadian population. To address this lack of data, questions about the use of S. divinorum were 
included in the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Drug Use 
Monitoring Survey and the 2009 Ontario Student Drug Use and Health Survey. 

\

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% report using Salvia divinorum at least 
I once in the past year; 
J • Males (6.2%) are significantly more likely than females (2.3%) to use Salvia divinorum; 

L • There is significant grade variation, with Salvia divinorum use most likely among 11 th 
I) graders (8.6%) and 12th graders (8.4%); and 

• There are significant regional variations, with students in the North (9.2%) most likely to 

use Salvia divinorum. b~('j .. vL"L~ IV( \\ \t" '¥\.'\ \t "'l'~\l'~~J \II \,~ 
"'-L~\.Jv'>\ V(:L.:\ \ (A Lu ", ' 

Further data from the two national surveys, i.e., the 2008-2009 Youth Smoking Survey and the 

2009 Canadian Alcohol and Drug Use Monitoring Survey, will be available in 2Q1 E::t') uJtlti1:: cb.J U~.J 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. 

t(,!\li \~ ~) 
(-tt1o~ , 

tRlJ Vvf 
Health Canada's Drug Analysis Services (DAS) has collected some raw data regarding the 1"" l 
number of sampl~s ide~tified as containin~ sa~v~norin A in. the DAS labs, however, as t~e plant "dJ: <"£ ': 
and/or substance IS not III the CDSD drughst, It IS not possIble to..ha~cords of any seI~~L -1 ~J - -
i! in the database. ,_ .' \ iC'.uJ; .... 
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30 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
31 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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Year Return Completed Count 
2006 6 
2007 8 
2008 6 
2009 To be updated 

... )-

\ f ':~I~&iY In addition, the National Forensic Laboratory Information System (NFLIS) and the System to 
,), Retrieve Information from Drug Evidence (STRIDE) in the United States is a Drug Enforcement 

Agency (DEA) database that collects scientifically verified data on analyzed samples in state and 
local forensic labs. It also includes data from STRIDE, which are analyzed samples from DEA 
labs. The following table shows Salvia divinorum items seized from 2000 through 2008. 

ANALYZED SALVIA DIVINORUM or SALVINORIN A SEIZURES 

{Number of items/Exhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 2007 2008* 
NFL IS- 0 0 0 0 1 8 12 12 32 

State/Local i 

STRIDE2 0 0 1 1 1 0 0 0 0 
TOTAL 0 0 1 1 2 8 12 12 32 

Data Source: NFLIS & STRIDE, 2008 data queried 1112412008 
I NFLIS reported items of salvinorin A . 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - Selltember data in 2008. 

Two reports regarding the abuse of S. divinorum have been published in the academic literature. 
The first was an international case report in which a young man (19 years of age) described his 
perceptions after inhaling the smoke from S. divino rum. The peak psychotropic effects, 
including prickling of the skin, fever-like hot flashes, muscular tremor, and depersonalization, 
were reached in less than five minutes after inhalation of an unknown amount of dried 1eaves.32 

The second case involved a I5-year-old male who presented to psychiatric emergency services 
with acute onset of paranoia, deja vu, blunted affect, thought blocking and slowed speech, after 
smoking Salvia divinorum over an unknown period of time. During his hospitalization all 
symptoms improved significantly except the feeling of deja vu. Based on this case presentation, 
the author suggested that the feelings of deja vu may be considered long-term effects of Salvia 
use.33 However, given that this is the only case report in which deja vu was associated with the 
use of S. divinorum, more reports are needed to substantiate this finding. 

In addition to the above-mentioned case reports, in 2006, a case was reported in the U.S. in 
which a 17-year-old boy committed suicide after smoking S. divinorum for unknown period 

32 Error! Main Document Only.Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of nonprohibited 
hallucinogenic plants: increasing relevance for public health? A case report and literature review on the consumption 
of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
33 Error! Main Document Only.Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102,823-824. 
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of time. 34 It should be noted that ~~,?o4.Q!.llp.d g~!!~!al~e.P!~_~_~i9n were the main confounders in 
this case. This case did, however, result in the state of Delaware passing a law outlawing -, 
S. divinorum, and classifying it as a Schedule I controlled substance with other hallucinogenic \ 
substances. 

It is difficult to determine the extent of actual abuse of S. divinorum as there appear to be 
inconsistencies in the literature regarding risk aversion. For example, one author states: "Many 
who have used salvinorin A find the experience extremely unnerving, frightening and overly 
intense and most have no desire to repeat the experience.,,35, however, this aversion to the drug is 
not an effect being echoed in other studies and reports.36 Moreover, over eighty percent of users 
surveyed on a web-based questionnaire about their S. divinorum use said they would probably or 
definitely use S. divinorum again.37 Therefore, despite the fact that users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 
experience, persisting negative effects (most often anxiety)38 sweating, chills, increased diuresis, 
impaired vigilance,39 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 
drug,40 it is difficult to determine the influence these effects have on the use of S. divinorum. 

4.2.6 Overall Risk to Public Health and Safety of Canadians 

The increase in the number of enquiries from various municipalities and members of the public 
and in the amount of media interest regarding the availability of Saliva divinorum in Canada may 
be an indication that the recreational use of S. divinorum as a hallucinogen may be on the rise in . . . i 
Canada. It is, however, premature to make this assumption as Health Canada presently does not f; 7 L'I Lr ",,) ~ 
have any viable statistics on the actual population use of S. divinorum across the Canadian t 1.1,( S L1 _ ,I / 

population. I r-L S (v-!u 
~{jt~ I 

The potential for harm to the user and/or other individuals may be increased as users may get up 
and walk around without apparent awareness of their movements, behaviour or surroundings, 
distinction between self and surroundings is lost, and at doses greater than Img of salvinorin A, 

34 http://www.kvbc.com/Global/storv.asp?S=4893692 
35 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

36 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Biicheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38(1):1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
37 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
38 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
39 Biicheler R, Gleiter CH, Schwoerer P, Gaertner 1. Use of nonprohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
40 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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out of body experiences are frequent and loss of consciousness has been reported.41 

s.21(1)(a) 
s.21(1)(b) 

As stated earlier, there are no approved medical uses for S. divinorum in Canada. Health Canada 
has also not received nor approved any submissions for natural health products for sale in 
Canada. Therefore, products that claim to contain this substance have not been extensively 
reviewed by Health Canada and as such, may be counterfeit or may contain other ingredients that 
may pose risks to health. For example, like all drugs of abuse, the users are often unaware of the 
potency and adulterants in the products they are purchasing. A study by Wolowich et al. 
(2006)42, showed that the salvinorin A content in five out of five S. divinorum products were 
falsely indicated on the label and 4 out of 5 products contained unidentified adulterants (i.e. 
vitamin E, caffeine). 

Health Canada has only anecdotal information about the use of S. divinorum in Canada and the 
risk of abuse and/or risk that S. divino rum poses to the health and safety of Canadians. Although 
reports of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have 
been received through the Canada Vigilance database, it is important to note that the number of 
reports and the nature of reactions reported are not adequate to characterize the risk to the general 
population. These data cannot be used to determine incidence of use in the general population, as 
Health Canada does not have any information about the number of individuals using or who have 
used S. divinorum. 

5. ASSESSMENT OF RISKS AND BENEFITS (OPTIONAL) 

41 Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic findings. 1 Ethnophannacol. 1994 
lun;43( 1 ):53-6. 
42 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Phannacotherapy. 2006 Sep;26(9):1268-72. 
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7. CONSIDERATIONS 

S. divinorum' s KOR -mediated aversive and dysphoric effects do not appear to be hampering its use. 
Young adults have begun smoking the leaves and leaf extract recreationally.46 It can be purchased 
through online botanical companies and other drug promotional sites and is often touted as a legal 
alternative to substances such as cannabis and mescaline.47 Interestingly though, after being widely 
available for over a decade, the drug has not had any extreme social impact as did LSD or MDMA.48 

The following points should be considered: 

• Over the past few years, there has been an increase in the number of enquiries that Health 
Canada is receiving from various municipalities and members of the public regarding the 
availability of Salvia divino rum as a hallucinogen. 

46 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
47 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
48 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimeIb.edu.auiarchive/00002327 10 IlMunr02006thesis.pdf February 2007. 
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/, 
1/ \ /Salvia divinorum meets the definition of a natural health product (NHP) under the Natural 
L,j} _', \\ ~'i\! Health Product Regulations (~HPR). ~is means that products containing S. divi~orum m~st be 
\J\ J,;)'\'..T' approved by Health Canada pnor to sale m Canada and that product's that are not m comphance 
. i\\;t/ \~J with the NHPR may be subject to compliance and enforcement actions. As Health Canada has 

.. ' \ ,,1Y,\~\i\':;/ for sale on the CanadIan market, It IS dIfficult to ascertam how much S. dlvmorum IS currently 
V.:t.:. '~~ sold or consumed in Canada at the present time. Several challenges also arise with respect to the 
\i~J~ £ importation and domestic movement of such products as they are often declared as.incen~ 
A .-» therefore cannot be considered non-market natural health products. In addition, compliance and 
. ( enforcement actions, such as voluntary stop-sales, forfeiture, destruction, and administrative 

, '~\dcb seizure, cann~t be implemented unles.s the labelin~ clearly indicates th.at the pro~uc~ is ~o be used 
\!v~v ',(\j,&t;.I!\ for consumptIon and/or pharmacolOgIcal effects (Ie. statements regardmg contramdicatlOns or 
\\:-'~~l restrictions on use) upon which the product will no longer meet the definition of a consumer 
.~ product (i.e. incense) and will meet the definition ofa NHP. The NHPR are therefore limited in 

their capacity-to-control the aY:ru~lity of S. divinorum beyond the scope of scenari~~Jis.!~(t -
above. 

('-' J CLI /AAI - I~ is also hard to know because we have no way of tracking or counting 

8. RECOMMENDATION 
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9. CONSUL TATIONS 

• Drug Analysis Services (DAS) 

• Royal Canadian Mounted Police (RCMP) 

• Canada Border Services Agency (CBSA) 

10. IMPLEMENTATION AND EVALUATION 

s.21(1)(a) 
s.21(1)(b) 
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Proposed Changes to Issue Analysis Summary for Salvia divino rum 

• Template to be adjusted (based on IAS for BZP and TFMPP) 

CONTEXT 
• Too detailed 
• Remove American statistics 
• Remove meeting action items (re-work into a few sentences) 

Legislative Framework 
• Include how current FDR and NHPR are already controlling S. divinorum 

Assessment of Salvia divinorum for Scheduling Purposes 
• Update international requirements, legitimate uses, potential for abuse and risk to 

public health sections 

ASSESSMENT OF RISKS AND BENEFITS 
• Re-work (in context of options) 
• Add current controls in place (FDR, NHPR) 

IDENTIFICATION AND ANALYSIS OF OPTIONS 

CONSULTATIONS 
• Change to sentences instead of bullet points (and expand slightly) 

CONSIDERATIONS 
• Re-work (in context of options) 

• 
• Sentences instead of bullets 

SELECTED STRATEGY 

IMPLEMENTATION AND EVALUATION 
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1. APPROVALS 

This Issue Analysis Summary is approved. 

Diane Allan, Director 
Office of Controlled Substances 
Tobacco and Drugs Directorate 

[DDIMMl2009] 

2. ISSUE 

~ the herb Salvia divinorum (S. divinorum) nor its main active ingredient, 
? I :1ed~ salvinorin A, are controlle!! under the Controlled Drugs and Substances Act (CDSA). Health 
'J 0: Canada has received a number of enquiries from various municipalities and members of the 

public asking why Health Canada has not taken steps to control the availability of S. divinorum, 
particularly given reports from scientific and media sources suggesting that S. divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. Health 
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Canada has also noted an ongoing media interest regarding the availability of S. divinorum in 
Canada. 

3. PURPOSE 

To assess Salvia divinorf:%l and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules !2. the CDSA, in order to determine whether or not S. divinorum, and/or 
salvinorin A, should be regulated as controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum, which is also referred to chemically as a neoclerodane 
diterpene, is found primarily in the leaves, and to a lesser extent in the stems. 1 

S. divinorum is widely touted as a "legal" alternative to street drugs on the Internet, and has also 
been reported to be one of the most prevalently marketed herbal dietary supplements available 
for use as an alternative to illicit drugs of abuse among adolescents and young adults.2 While 
very little is known about how and where S. divinorum is sold in Canada, it is suspected that it is 
mainly purchased over the Internet and/or bought at head shops, and alternative life style stores, 
etc. 

A 2006 National Survey on Drug Use and Health Report, published in February 2008 by the 
Substance Abuse and Mental Health Administration in the United States, also estimated that: 

h",v'e.. 
• 1.8 million persons aged 12 or oldefused Salvia divinorum in their lifetime, with 

approximately 750,000 having done so in the past year; 
• Use was more common among young adults (18 to 25 years old) as opposed to older 

adults (> 26 years of age); 
• Young adults were nearly three times more likely than youths, aged 12 to 17, to have used 

Salvia divinorum in the past year; and 
• Use was more common in males than in females. 

1 U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
and involving the concomitant use of alcohol in a person diagnosed with Attention Deficit 
Disorder. 

~A'Y'r\'V? 
Further to the receipt ofthe aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD), of the Health Products and Food 
Branch (HPFB), prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as a controlled substance (a 
recommendation that was maintained when the lAS was updated in November 2006). 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June, 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products should be restricted from 
over-the-counter use. Should any such (unauthorized) health products be found on the Canadian ~ .~7. 
market, they Sh~ld be removed from sale. Such products would constitute a Type IT Health __ // 't ~ 
Risk, defined a "fA situation in which there is a reasonable probability that the use of, or, It:. ,<, 

" exposure to, a product, will cause moderate or mild adverse health consequences. :1 • ~_ ;~ •• 1-

'~nlj ~~'t 15"' ~S~bc-feMCQS ",~. 
Further to an ADM discussion in ApriI2007,(QSCSO)organized a meeting with MHPD, NHPD 
and the Inspectorate ofHPFB (HPFBI) OB Mfty 16, 2009 to discuss S. divinorum. At that time, it 
was decided that S. divinorum would be classified by HPFB as a Type IT substance. MHPD was 
to send the HRA and SA to DCSCD, look into preparing an adverse reaction case presentation in 
the ADR Newsletter, and explore the possibility of developing a product advisory. HPFBI was to 
determine compliance activities based on the HRA Type IT classification and check with Canada 
Border Services Agency (CBSA) to determine if any further infonnation regarding S. divinorum 
shipments was available. The Office of Research and Surveillance, DSCSD was to continue to 
work on the S. divinorum Fact Sheet ,and explore the feasibility of a health food/natural food 
store survey on S. divinorum. OCS was to gather information from Australia regarding its 
scheduling decision and to find out whether the DEA had any plans to schedule S. divinorum in 
the near future. 

On September 13, 2007, a meeting was organized between DSCSD, MHDP, NHPD and HPFBI 
to discuss what is known ab?ut S. divino.rum ~om a regulatory: perspective and to reach 
conse~su,s on n.ext steps. jd v-I ro l(efet7'r't,f\etf. -1-11.0...' "0S.c.~ \) c,...Pvl¢. ~:-ct.J2J::, c.... 
SCh«tvll~, a.s.~~ v~ s. d. to ~flcre .fire ~~S1Io)LIIy of S'ckldJt;~ ("AS 

The followin' action items came out of this in.eeting: ,S-v/:u1wtce ~ h Ci)S'4. 
(1) DS D to submit a response to the'MHPDINHPD analytical documents and 
MHPD D to make changes according1y; 
(2) DSCSD t malize the latest version of the, media lines on S. divinorum and put them 
forward, via COIhq1Unications, for approval in ~B; 
(3) DSCSD to find~the status ofJlraft fact sheet ~t was being developed by its Office 
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of Research and Surveillance; 
(4) HPFBI to discuss the potential allocation of additional resources, e.g., additional 
inspectors, etc. to the S. divinorum. file; and 
(5) DSCSD to explore the notion of scheduling, i.e., carry out a preliminary scheduling 
assessment, as part of a mid-to long-term action plan. 

The Directo Generals ofDSCSD, MHPD, TPD and the HPFBI also met on September 26,2008 
to discuss an date on issues relating to S. divinorum and to determine an agreed upon approach 
for subsequent st s. 

The following action it s came out of that meeting: 
(1) Review and pr ide comments on S. divinorum lAS and SA and revise and re-issue 
lAS and SA, as neede . 
(2) circulate draft Fact S t for comment and explore the possibility of developing a 
public-friendly communicatI ; 
(3) prepare draft media lines for~ divinorum and circulate for comment; 
(4) contact DAS labs for any infoffit~on on S. divinorum; 
(5) prepare project charter for S. divino):um working group; 
(6) contact Public Health Agency Canadi'{,HAC) for representation; 
(7) continue work on scheduling assessment S. divinorum; and 
(8) continue sharing information relating to S. div· rum as it arises. 

4.1 Legislative Frameworks for Drug Control in Canada 

4.1.1 Food and Drug Regulations 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence of a 
product's safety, efficacy and quality and Health Canada reviews this information carefully. If 
the review is satisfactory, a Notice of Compliance (NOC) is issued and appropriate Drug 
Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoring, correcting or modifying organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

4.1.2 Natural Health Product Regulations 
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The Natural Health Products Regulations (NHPR) came into force in JanU~004 to provide 
Canadians with ready access to natural health.Qroducts (NHPs) that are safe, effectivo/and of 
high quality, while respecting freedom of choice and philosophical and cultural diversity. The 
NHPR contain a product licensing system that requires that all licensed products display a 
product identification number preceded by the prefix NPN, or, in the case of a homeopathic 
medicine, by the letters DIN-HM on their labels. The number is issued once a product is 
authorized for sale in Canada by the Natural Health Products Directorate. Product authorization 
requires either reference to a natural health product monograph or submission of other evidence 
of safety and health claim. A system of site licensing is also included in the NHPR which 
requires that all manufacturers, packagers, labellers, and importers be licensed; sites have 
procedures in place respecting distribution records and product recalls; where applicable, sites 
have procedures in place for the handling, storage and delivery oftheir products, and sites meet 
good manufacturing practice requirements. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
m: 

(a) 

(b) 

the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

restoring or correcting organic functions in humans; or 

(c) modifying organic functio~s in humans, such as modifying those functions in a manner - } 
that maintains or promotes health. ~ 

The substance component refers to whether the product or medicinal ingredient thereityf:is safe 
for consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular penalties as described in Part I of the CDSA. 

In determining whether },substance should be regulated as a controlled substance, and into which 
SCheduI~the CDSA t§)should be placed, Health Canada considers the following factors: 
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• International requirements and trends in control/scheduling; 
• Chemical and pharmacological similarity to other substances already scheduled under the 

CDSA; 
• 
• 
• 
• 

4.2 

4.2.1 

Legitimate uses of the substance (Le. therapeutic, industrial or commercial); 
Potential for abuse and/or addiction liability of the substance; 
Extent of actual abuse in Canada and internationally; and 
Overall risk to public health and safety of Canadians. 

Assessment of Salvia Divinorum for Scheduling Purposes 

International Requirements and Trends in Control/Scheduling 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any ofthe countries (including Canada) that are signatories to these conventions. 

Australia 

In June, 2002, Australia became the first country to prohibit S. divinorum and salvinorin A. 
Although both S. divinorum and salvinorin A are listed on Schedule 9 of Australia's Standard for 
the Uniform Scheduling of Drugs and Poisons on the basis of "high potential for abuse and risk 
to public health and safety", no substantiation ofthis risk was provided at the time of this 
scheduling decision. Schedule 9 is Australia's most restrictive drug schedule, and includes 
"substances which may be abused or misused, the manufacture, possession, sale or use of which 
should be prohibited by law except when required for medical or scientific research, or for 
analytical, teaching or training purposes with approval of Commonwealth and/or State or 
Territory Health Authorities.,,3 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. 

Denmark 

Shortly after, in 2003, Denmark prohibited S. divinorum and salvinorin A by adding them to their 
list of "category B" controlled substances, a category which also includes psilocybin mushrooms, 
cocaine, amphetamine, and several others substances that are only legal for medicinal and 
scientific purposes. Illegal possession carries a penalty of up to two years in prison. 

Germany 

3 http://www.cognitiveliberty.orglnews/salvia_australia.htm 
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S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of 
S. divinorum, and its active constituent salvinorin A. On January 11, 2005, the Ministry of 
Health made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" 
ofthe Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs will be banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale 
i.e., that beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or to a fine of up to five million yen. 

Spain 

On January 28, 2004,the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum, along with a long list of other alleged "toxic" herbs. The 
regulation went into effect on May 6, 2004 and only prohibits activities related to commerce. 
Possession andlor use are not considered to be criminal offences. 

In Estonia, Finland, Iceland and Norway S. divinorum is treated as a medicinal herb and it is 
illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules tb the United States Controlled 
Substances Act, although some individual states have implemented laws restricting its use, sale 
andlor distribution. As of October 2009, fourteen states have enacted legislation placing 
regulatory controls on S. divinorum and/or salvinorin A. Delaware, Florida, Illinois, Kansas, 
Nebraska, North Dakota, Ohio, Oklahoma, and Virginia have placed S. divinorum and/or 
salvinorin A into Schedule I of state law. 

California, Louisiana, Maine, North Carolina and Tennessee have enacted other forms of 
legislation restricting the distribution of the plant. Legislative bills proposing regulatory controls 
died in Alabama, Alaska, Georgia, Indiana, Maryland, South Carolina, Texas and West Virginia. 

Califomia 
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""> .of 
For example, @ffeeti¥e January 1, 2009, the sale or distribution of S. divinorum or 
salvinorin A, or any substance or material containing S. divinorum or salvinorin A, to any 
person under 18 years of age became a misdemeanor in the state of California that is now 
punishable by imprisonment in a county jail for not more than six months, by a fine of no 
more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption which contains a hallucinogenic plant. A "hallucinogenic plant" is defined 
as "any part or portion" ofthe forty plants listed, which includes S. divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated §.imilar~10 how tobacco products 
are controlled. Adults eighteen years of age or over can legally purchase and use the 
material, but selling or providing S. divinorum or salvinorin A to anyone under the age of 
eighteen is a criminal offence. Possession by a minor is a civil violation, punishable by a 
fine, community service, or both. 

North Carolina 

On February 11, 2009, Senate Bill 138 was introduced to the North Carolina State 
Legislature which sought to make Salvia divinorum and salvinorin A Schedule I 
controlled substances in that state. This bill was later amended to make possession of 
S. divinorum an infraction, a minor crime punishable by a maximum $25 fine. A third 
possession offence would be charged as a misdemeanor. There are no separate 
penalties for manufacturing or sales. This bill includes two exemptions. One permits 
growing the plant for aesthetic, landscaping, or decorative purposes; the other allows for 
university-affiliated medical or pharmacological research. The amended version passed 
the Senate unanimously on May 14,2009, the House approved it on August 5, 2009 
and it was signed into law on August 28, 2009. The new law came into effect on 
December 1,2009. 

Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not however a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
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retail establishment without a prescription when it is recognized by the FDA as a 
homeopathic drug. 

In addition, the U.S. Department of Justice Drug Enforcement Agency (DEA) has also placed S. 
divinorum and salvinorin A on a list of drugs and chemicals "of concern," without legal 
implication. 

4.2.2 Chemical and Pharmacological Similarity to Other Substances Listed in the CDSA 

The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wormwood) and Cannabis sativa. Salvinorin 
A is considered by some as the most potent natural hallucinogen ever isolated.4 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a way that is quite unique. 5 Recent pharmacological screenings of receptors have found it to 
be a highly potent and selective K -opioid receptor (KOR) agonist. 6 

The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
LSD or PCP. 7 Yet, it is said to have only weak influence on the prevailing mood of the user 
which differentiates it from other hallucinogens such as LSD and psilocybin.8 Its strong 
dissociative effects are often compared to those ofketamine. Users have reported that the 
psychedelic effects of S. divinorum were most similar to those caused by psilocybin mushrooms.9 

However, users familiar with the effects of other hallucinogens agree that despite certain 
similarities to classical hallucinogens, the visions and overall experience is quite unique. 10 

In addition, ~ the psychedelic effects of S. divinorum are similar to those of classical 
psychedelics regarding changes in perception and somatic sensations. S. divinorum causes an 

4 Ott J. Ethnopharmacognosy and human pharmacology of Salvia divinorurn and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.orglott2.htrnl 

5 Siebert DJ. Salvia divinorurn and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
6 Roth BL, Baner K, Westkaernper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Nat! Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 
7 Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorurn (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(l):1-5. 
8 Siebert DJ. Salvia divinorurn and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 Jun;43(1 ):53-
6. 
9 Gonzalez D, Riba J, Bouso JC, Gomez-larabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorurn among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
10 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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unusually high degree of sedation, weakness and fatigue, while the increased de-realization is not 
commonly reported for classical psychedelics. II The combination of these effects seems to 
correlate with that of other KOR agonists such as pentazocine.12 

4.2.3 Legitimate Uses of Salvia Divinorum (),~hto\ I p.. S 

There are no legitimate medical or industrial uses for S. divinorum in Canada. 
? ~·~cto~c.. ~ 

?BYcJ... fJ.'vj;. Po ~ 
:s~ 1~3 

-f Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse ~o-\ oS 
" effects such as psychotomimesis, dysphoria and diuresis have been observed in studies ...?I vJti ,~t ~ 
~Z investigating their therapeutic use.

13 bJ ~~~ ~ 

~~~ Salvia divinorum has traditionally been used for spiritual and medicinal PUIposes by the Mazatec (~n"l'-
t09~ ~ Indians in Oaxaca, Mexico,14 where an infusion of the leaves or J!!.gestion of the leaves is use~ ( 
~ ~,'I:,x treat gastrointestinal problems, headaches, rheumatism, anemia and swelling ofthe stomach. "";;~ ... ~ ~ 
'(J':;i~ Its main use is however for its psychoactive properties in the aid of producing "mystical" or ~~ -h:> 
,9j hallucinogenic experiences as part of spiritual rituals. 16 '~ 

4.2.4 Potential for Abuse Liability and/or Addiction Liability of the Substance 

Most clinically used opioid analgesics (e.g. codeine, oxycodone, morphine) are selective for the 
JL-opioid receptor (MOR) and can be habit-formingl7because activation of the MORs causes 
euphoria, which makes the user want to take them~s previously mentioned, salvinorin A is a 
potent, selective agonist of the K-opioid receptor (KOR); and in contrast to the euphoria produced 
by MOR agonists, the KOR agonists are negatively reinforcing and aversive. 18 In addition, KOR 

11 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
12 Arasteh K, Poudevida S, Farre M, Roset PN, Cami 1. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
13 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Error! Main Document Only.Tidgewell et ai., 2004. A 
facile method for the preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 
5099-5102. 
14 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
15 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327 10 lIMunro2006thesis.pdf February 2007. 
16 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
17 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
18 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
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agonists have analgesic properties but are not associated with respiratory depression like MOR~ 
agonists. Initially, these effects provided hope for the development of an analgesic absent of 
addiction liability and respiratory depression, however, it was soon discovered that KOR agonists 
produced dysphoria and psychomimetic effects such as confusion, hallucinations and 
depersonalization. 19 Finally, while MOR increases the release of dopamine, the activation of 
KOR decreases dopamine release in the nucleus accumbens.20 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration by which it is taken. Traditional uses generally produce mild effects because the 
leaves are rolled and chewed or crushed and prepared as a foamy infusion whereby..tlie salvinorin A 
is degraded in the gastrointestinal system before being absorbed into the bloodstream. These methods 
rely on contact with the oral mucosa for absorpt~ and the level of effect relates quite closely to the ~ 
length oftime the material spends in the mouth. Onset of effectgenerally takes 5-10 minutes. which 1J.<. 
build over the next hour and last for another hour before4he effects bewn to subside.21 

qf Jo"it., ~~ I"''rj 
Routes'that avoid the hepatic first-pass effect are the quickest and most intense.22 Salvinorin A 
can be isolated from the plant to make a powder which can be vaporized and inhaled. This 
method of administration is the most powerful and only requires 200-500llg of salvinorin A 
powder to produce the same effects a& those of fresh leaves. The onset of effect felt from 
vaporizing salvinorin A powde!~~~'i.tt 30 seconds and effects last for about 5-10 minutes and ..J.-~ 
subside over the next 30 minutes.23 

Smoking is by far the most popular method of administration24 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvin orin A and/or a concentrated extract can also be 

The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik: R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann NY Acad Sci. 1992 Jun 
28;654:347-56. 
19 Pfeiffer A, Brand V, Herz A, Emrich HM. Psychotomimesis mediated by kappa opiate receptors. Science. 1986 
Aug 15;233(4765):774-6, Rimoy GH, Wright DM, Bhaskar NK, Rubin PC. The cardiovascular and central nervous 
system effects in the human ofU-62066E. A selective opioid receptor agonist. Eur J Clin Pharmacol. 
1994;46(3):203-7, and Walsh SL, Strain EC, Abreu ME, Bigelow GE. Enadoline, a selective kappa opioid agonist: 
comparison with butorphanol and hydromorphone in humans. Psychopharmacology (Berl). 2001 Sep;157(2):151-62. 
20 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lith Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
22 W olowich WR, Perkins AM, Cienki n. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
24 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
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~~ 
used sub lingually. I's. divinorum.!!Q!:. salvinorin A are RM-injected because the powder is insoluble 
in water.25 

A.lthstigh 1he various modes of administration lead to varia~~ o~~ and duration of the effects, ~r s. <i 

the effects ofS. divinOJ tHN are generally accepted to be:~icoming"object,s', visions of various # 

two-dimensional surfaces, films and membranes, revisiting places of the past (particularly 
childhood), loss of the body and/or identity, various sensations of motion (being pulled or twisted 
by a force of some kind), uncontrollable hysterical laughter, and overlapping realities 
(perceptions of being in more than one place).26 Laughter, happiness, sense of well-being and 
dissociative effects were deemed the best aspects of S. divinorum by users, second only to the 
"trip" that the drug elicits.27 Depersonalization, speaking gibberish, widening of consciousness, 
subjective illusions of rapid movement, flying or hovering-hgwell@fhave also been reported?8 

The aversive effects of previously studied KOR agonists weuhi predict that the risk of addiction to S. 
!'O divinorum is negligible. liowever, very. few controlled scientific studies of the physical and 

~ psychotropic effects of Salvia divinorum Gn humans have been carried out,8:t'Id,iherefore, using these 
'- 6- c1 st-

1 
studies to predict its potential for addiction and abuse is difficult. In addition, in the studies that have 

, been conducted, there is conflicting information around the addiction liability of S. divinorum in 
~. o~ both animals and humans. More controlled systematic research in this area is needed. Further 

lO{l' ff.N\ sm'dies on the mediated decrease of dopamine as well as the impact of dose on the rewardi~d 
i.tr'~ '}M' aversive effects are also warranted. 
b,o~- ~ 
, Another aspect of~. divinorum" abuse potential stems from its availability. As previously 

\:0../7 mentioned, it is widely available for purchase on the Internet through drug promotional sites and 
~~r} is also sold in various "head shops" and comer stores. In addition, the potential for high yields 
:>It''~v$O ~ and ease of extraction may make buying and selling the drug quite affordable and attractive. 
~cJZ:~r' Originally the concerns for the abuse potential were minimal since it was concluded that 1 kg of 
~~P\ dried leaves yielded only 3 to 6 humans doses of salvinorin A. However, it was discovered that 
J;1~ p'4./ vaporizing and inhaling 200-500 p,g had profound hallucinogenic effects.29 The extraction of 
~ salv~no~n A from .the plant is v~ry easy and~ approximately ~.5 grams of pure 
. salvmonn A per kIlogram of dned leaves (8kg of fresh leaves) can be Isolated. Therefore, even 

poor yields of a gram per kilograms of dried leaves would provide a-dose for 2000 human 
~~ $~h,,"l"'\:)ri,,- A 

25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
26 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 

27 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
28 Biicheler R, Gleiter CH, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(1): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
fmdings. J Ethnopharmacol. 1994 Jun;43(1):53-6. 
29 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43 ( 1 ):53-6. 
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doses.3o This easy isolation makes buying the drug quite affordable. S. divinorum leaves sell for 
$0.50-7 per gram, plant~for $20-45 and the liquid extract/or $4-10 per millilitre.31 

~. ov 9f})- 5efo 
4.2.5 Extent of Actual Abuse in Canada and Internationally 

Very limited data exists regarding the actual population use of Salvia divinorum across the 
Canadian population. To address this lack of data, questions about the use of S. divinorum were 
included in the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Drug Use 
Monitoring Survey and the 2009 Ontario Student Drug Use and Health Survey. 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% report using Salvia divinorum at least 
once in the past year; 

• Males (6.2%) are significantly more likely than females (2.3%) to use Salvia divinorum; 
• There is significant grade variation, with Salvia divinorum use most likely among 11 th 

graders (8.6%) and 12th graders (8.4%); and 
• There are significant regional variations, with students in the North (9.2%) most likely to 

use Salvia divinorum. '( J 1_ 
M trJ ""..--"" ""'.1~ • 

./'I' 
Further data from the two national surveys, i.e., the 2008-2009 Youth Smoking Survey and the 
2009 Canadian Alcohol and Drug Use Monitoring Survey, will be available in 2010 . 

..,I 

-t-J..i. ~~,.,I .. hl~ o,\"" 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. 

Health Canada's Drug Analysis Services (DAS) has collected some raw data regarding the 
number of samples identified as containing salvinorin A in the DAS labs, however, as the plant 
and/or substance is not in the CDSD druglist, it is not possible to have records of any seizures of 
it in the database. 

30 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinoriu) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
31 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Year Return Completed Count 
2006 6 ..... ~, 
2007 "~'. 

. . 8 
',\oJ.: 

! ~. 2008 6 
I 

~. 2009 To be updated e:-r j 

. . 
: . : . : . : . : . in:addition, the National Forensic Laboratory Infonnation System (NFLIS) and the System to 

Retrieve Infonnation from Drug Evidence (STRIDE) in the United States is a Drug Enforcement 
Agency (DEA) database that collects scientifically verified data.on analyzed samples in state and 
local forensic labs. It also includes data from STRIDE, which at; analyzed samples from DEA 
labs. The following table shows Salvia divinorum items seized from 2000 through 2008. 

ANALYZED SAL VIA DIVINORUM or SAL VINORIN A SEIZURES 

(Number of itemslExhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 2007 2008* 
NFLIS- 0 0 0 0 

State/Local' 
STRIDE2 0 0 1 1 
TOTAL 0 0 1 1 

Data Source: NFLIS & STRIDE, 2008 data queried 11124/2008 
1 NFLIS reported items of salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - September data in 2008. 

1 8 12 12 32 

1 0 0 0 0 
2 8 12 12 32 

Two reports regarding the abuse of S. divinorum have been published in the academic literature. 
The first was an international case report in which a young man (19 years of age) described his 
perceptions after inhaling the smoke from S. divinorum. The peak psychotropic effects, 
including prickling of the skin, fever-like hot flashes, muscular tremor, and depersonalization, 
were reached in less than five minutes after inhalation of an unknown amount of dried leaves. 32 

The second case involved a 15-year-old male who presented to psychiatric emergency services 
with acute onset of paranoia, deja vu, blunted affect, thought blocking and slowed speech, after 
smoking Salvia divinorum over an unknown period of time. During his hospitalization all 
symptoms improved significantly except the feeling of deja vu. Based on this case presentation, 
the author suggested that the feelings of deja vu may be considered long-tenn effects of Salvia 
use.JJ However, given that this is the only case report in which deja vu was associated with the 
use of S. divinorum, more reports are needed to substantiate this finding. 

In addition to the above-mentioned case reports, in 2006, a case was reported in the U.S. in 
which a 17-year-old boy committed suicide after smoking S. divinorum forvUnknown period 

()I' 

32 Error! Main Document Only.Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited 
hallucinogenic plants: increasing relevance for public health? A case report and literature review on the consumption 
of Salvia divinorum (Diviner'S Sage). Phannacopsychiatry. 2005 Jan;38(1): 1-5. 
33 Error! Main Document Only.Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
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of time.34 It should be noted that alcohol and general depression were the main confounders in 
this case. This case did, however, result in the state of Delaware passing a law outlawing 
S. divinorum, and classifying it as a Schedule I controlled substance with other hallucinogenic 
substances. 

It is difficult to determine the extent of actual abuse of S. divinorum as there appear to be 
inconsistencies in the literature regarding risk aversion. For example, one author states: "Many 
who have used salvinorin A find the experience extremely unnerving, frightening and overly 
intense and most have no desire to repeat the experience.,,35, however, this aversion to the drug is 
not an effect being echoed in other studies and reports.36 Moreover, over eighty percent of users 
surveyed on a web-based questionnaire about their S. divinorum use said they would probably or 
definitely use S. divinorum again.37 -+herei6fe, Qe~pite the fact that Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 
experience, persisting negative effects (most often anxiety)38 sweating, chills, increased diuresis, 
impaired vigilance,39 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the ~ 
drug. 4;t is difficult to determine the influence these effects have on the use of S. divinorum. ~/ I 

H~ /\ ~ 
4.2.6 Overall Risk to Public Health and Safety of Canadians ~'c".. 

The increase in<. number of enquiries from various municipalities rund members of the public" \.~ ~~ 
and ~ the amount of media interest regarding the availability of Saliva divinorum in Canada may / ~¥i"- '( c,.'fi: 
be an. indication that the recreational use of S. divinorum as a hallucinogen m.~';'ee on the rise in \<> xpr 
~t is, however, premature to make this assumption as Health Canada presently does not 

~J5, ~~have any viable statistics on the actuall'ep\11QtiOl~. use of S. divinorum across the Canadian 
,~ ~~" population. (J 

~\S'vl-- r V-0'<. 
~ The potential for harm to the user andlor other individuals may ~e it!£.reased as users may get up / \ ~ ~~(). 

and walk around without apparent awareness of their movements, behaviour or surroundings, ~ \ '12P.~C' 
distinction between self and surroundings is lost, and at doses greater than 1 mg of salvinorin A, t.pQ-r~..j.. '" 

. -\ (]V,..,C? 

34 http://www.kvbc.comIGloba/lstory.asp?S=4893692 
35 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

36 Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Biicheler R, Gleiter CR, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Ian;38( 1): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
I Psychoactive Drugs. 1994 Iul-Sep;26(3):277-83. 
37 Baggot MI, Erowid E, Erowid F and Mendelson IE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
38 Baggot MJ, Erowid E, Erowid F and Mendelson IE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
39 Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Ian;38(1):1-5. 
40 Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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out of body experiences are frequent and loss of consciousness has been reported.41 

s.21(1)(a) 
s.21(1)(b) 

As stated .. ~3£lier, there are no approved medical uses for S. divinorum in Canada. Health Canada 
has alsoCWreceived nor approved any submissions for natural health products for sale in 
Canada. Therefore, products that claim to contain this substance have not been extensively 
reviewed by Health Canada and as such, m~-:lTe counterfeit or may contain other ingredients that 
may pose risks to health. For example, like.:alfdrugs of abuse, the users are often unaware of the 
potency and adulterants in the products they are purchasing. A study by Wolowich et al. 
(2006)42, showed that the salvinorin A content in five out of five S. divinorum products were 
falsely indicated on the label and 4 out of 5 products contained unidentified adulterants (i.e. 
vitamin E, caffeine). 

Health Canada has only anecdotal information about the use of S. divinorum in Canada and the 
risk of abuse and/or risk that S. divinorum poses to the health and safety of Canadians. Although 
reports of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have 
been received through the Canada Vigilance database, it is important to note that the number of 
reports and the nature of reactions reported are not adequate to characterize the risk to the general 
popUlation. These data cannot be used to determine incidence of use in the general population, as 
Health Canada does not have any information about the number of individuals using or who have 
used S. divinorum. 

5. ASSESSMENT OF RISKS AND BENEFITS (~AL) 
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CONSIDERATIONS 

S. divinorum' s KOR -mediated aversive and dysphoric effects do not appear to be hampering its use. 
Young adults have begun smoking the leaves and leaf extract recreationally.46 It can be purchased 
through online botanical companies and other drug promotional sites and is often touted as a legal 
alternative to substances such as cannabis and mescaline.47 Interestingly though, after being widely 
available for over a decade, the drug has not had any extreme social impact as did LSD or MDMA.48 

The following points should be considered: 

• Over the past few years, there has been an increase in the number of enquiries that Health 
Canada is receiving from various municipalities and members of the public regarding the 
availability of Salvia divinorum as a hallucinogen. 

46 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
47 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
48 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.au/archive/00002327/01lMunro2006thesis.pdfFebruary 2007. 
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s.21(1)(a) 
s.21(1)(b) 

• Health Canada has also observed a steady increase in the amount of media interest 
regarding the availability of S. divinorum in Canada. 

Salvia divinorum meets the definition of a natural health product (NHP) under the Natural 
Health Product Regulations (NHPR). This means that products containing S. divinorum must be 
approved by Health Canada prior to sale in Canada and that product's that are not in compliance 
with the NHPR may be subject to compliance and enforcement actions. As Health Canada has 
yet to receive and/or approve any applications for natural health products containing S. divivorum 
for sale on the Canadian market, it is difficult to ascertain how much S. divinorum is currently 
sold or consumed in Canada at the present time. Several challenges also arise with respect to the 
importation and domestic movement of such products as they are often declared as incense and 
therefore cannot be considered non-market natural health products. In addition, compliance and 
enforcement actions, such as voluntary stop-sales, forfeiture, destruction, and administrative 
seizure, cannot be implemented unless the labeling clearly indicates that the product is to be used 
for consumption and/or pharmacological effects (ie. statements regarding contraindications or 
restrictions on use) upon which the product will no longer meet the definition of a consumer 
product (i.e. incense) and will meet the definition of a NHP. The NHPR are therefore limited in 
their capacity to control the availability of S. divinorum beyond the scope of scenarios listed 
above . 

..;:::"! - It is also hard to know because we have no way of tracking or counting 
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'7}Y. CONSULTATIONS 

• Drug Analysis Services (DAS) 

• Royal Canadian Mounted Police (RCMP) 

• Canada Border Services Agency (CBSA) 

10. IMPLEMENTATION AND EVALUATION 
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JUDY ALDOUS (Announcer): The man who killed Arcelie Laoagan says he 
was high on drugs and alcohol at the time. While testifying in his 
own defense this week, Christopher Watcheston said he had smoked 
salvia. It's a psychoactive plant, that's perfectly legal in Canada. 
With more on what this drug is, I'm joined in the studio by CBC 
Reporter Mary-Catherine McIntosh. Good morning. 

MARY-CATHERINE MCINTOSH (Reporter): Good morning. 

ALDOUS: So what is salvia? 

MCINTOSH: Salvia is a green leafy plant, that's hallucinogenic. Urn 
historically, it was used by healers in Mexico, as a tool for 
meditation and spirituality. Urn it's also been used in the past to 
heal arthritis, headaches, and diarrhea. But today in Canada, it's 
mostly used as a recreational drug. And the high, or the 
hallucination period, uh typically lasts for just 2 to 5 minutes. 
And there are tons of videos on Youtube to urn, that are called 
things like Hailey gets high on salvia. And uh, here's one, just to 
give you an idea about what I'm talking about. 

UNIDENTIFIED PERSON: [unintelligible laughter or crying] 
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MCINTOSH: So, so in this video, a young woman sitting on a bed, and 
I don't know if she's laughing or crying, but it does not look fun. 
At times she kind of looks like she's choking. And uh, she holds out 
her arms and then looks at them as if they don't belong to her. And 
it's clear in the video there are friends watching her, or having a 
lot more fun than she is. Urn this video's pretty typical for so many 
that are online. But for the drug, people who defend it, say that 
it's mostly an aid in meditation. 

ALDOUS: So where do you find this drug, salvia? 

MCINTOSH: At head shops. They're those shops that sell urn, marijuana 
things, like bongs and rolling papers, and lighters. And I visited a 
couple, and that's where I met uh, Vlassis Duvas. Now again he runs 
one of these shops. Uh, it smells like tobacco, and inscense, and 
there are bongs that run almost the entire length of the store. And 
he says he'd never try the stuff. He never has, and he never wants 
to because it sort of scares him. But he does sell 1 gram baggies of 
the, of salvia. And it looks like dried up tea. And he sells it in 
different strengths, and they sell for about $30. He said he sells 
mostly to young adults, and urn, here's part of our conversation. 

MCINTOSH: What do you say to people when they come in, and say 
they'd like to buy it? 

VLASSIS DUVAS (store owner): I would say I'll sell it to you. If 
they ask me my opinion, I'd point blank say hey, I haven't tried the 
stuff and never will. It's your choice, I'll give you the info that 
I have, and I usually try to keep all my customers safe, not just 
the ones that buy this one. 

MCINTOSH: Do you give them a little warning? 

DUVAS: Yes, I do. 

MCINTOSH: What do you say? 

DUVAS: I usually say, uh if you do it, do it in the company of 
someone else that will not do it. Take turns. Don't do it all 
together and hope that that's going to work. It is not a party drug. 
It is a personal thing. 

MCINTOSH: So neither shop I visited sell that much of this stuff. Uh 
Duvas says that he sells just a couple grams a day. 

ALDOUS: So you said that the high from salvia can be intense. What 
makes it different from so many illegal drugs? 

MCINTOSH: That's a hard one to answer. Uh, I went to the greenhouse 
at the University of Calgary that actually, that actually grows 
these plants, and I spoke with researcher Dae-Kyun Ro, he said it's 
the gene sequence of salvia. And I asked him and just a note in this 
answer, uh salvinorin A is the active component of salvia. 

DAE-KYUN RO (University of Calgary researcher): I'm not 100% sure 
why certain substances actually legal, and certain, salvinorin A is 
legal. It, was, uh, why some substances illegal, and salvinorin A is 
legal. I don't know exactly the reason why, but I suspect is that, 
urn, salvinorin A is less addictive. And the urn, the effect of 
salvinorin A is very quick, so less than, two to five minutes. So 
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even though it's a very potent compound, urn, the effect is very 
short and it's less addictive. 

MCINTOSH: So he says the drug's less addictive and the high is 
really short. But there's no real scientific reason, why it's legal 
and others aren't. 

ALDOUS: So what does Health Canada say about this? 

MCINTOSH: Well it's not studying salvia, and it never has. 
Basically, the department has a set of criteria, uh for controlling 
substances, and they include things like international requirements, 
chemical and pharmacological similarity to other substances that are 
controlled and regulated. Legitimate uses of the substance, 
potential for abuse, urn, risk of addiction, overall risk to public 
health. And basically salvia doesn't meet those criteria. Uh but one 
interesting thing that urn, the department also said was that the urn, 
that there's not a lot know about the plant. And that's something 
that was backed up by Dr. Ro. He said just in the last five years, 
scientists have discovered that unlike some other drugs like LSD, 
salvia binds to one single receptor in the brain. And that makes it 
possible for some day down the line, for salvia to be adopted, and 
for things to be added to it, and for it to be used as a mood 
altering drug for things like depression. 

ALDOUS: Huh. So, for, for good uses. 

MCINTOSH: Yes, potentially. 

ALDOUS: Thank you very much Mary-Catherine. 

MCINTOSH: You're welcome. 

ALDOUS: That's Mary-Catherine McIntosh, she is a reporter with CBC 
Radio here. 

*** END OF STORY *** 

Media Monitoring Unit I Unite de surveillance des medias 
Health Canada / Sante Canada 
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DRAFT 
December 23, 2009 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has noted ongoing media interest regarding the availability of 
Salvia divinorum on the Canadian market. Health Canada has also received a number of 
enquiries from various municipalities and members of the public asking why Health 
Canada has not taken steps to control the availability of Salvia divinorum, particularly 
given reports from scientific and media sources suggesting that Sa/via divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. 

~,JI.,v.,.,,-
Key Messages: ~ Y.··.. . J aJ1 ''''1 p",J...ud-~ 

• ~artment s 

• 

-ri51'9 fl998eiatea wifH the t1~e ofga/rio tihi"", rmr." ~ 

• Health Canada continues to collect and consider information regarding Sa/via 
divinonlm and to consult with key stakeholders. including heath officials in other 
countries. and law enforcement here at home to determine the most appropriate 

l Deleted: warrant regulation 

i Deleted: in Canada 

Comment [81]: This language 
I is closer to what is in the IYH 
, article 

strategy to manage the risks associated with the use of~ _ ~ _d"_. 
Supplementary Messages: ..... ~ ____ ~ 
On the classification of Salvia divinorum: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
salvinorin A, are regulated under the Controlled Drugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions 
and does not have to be regulated as a controlled substance in any of the countries 
(including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, 
South Korea, Spain and Sweden) have placed controls on the import and/or sale of 
Salvia divinorum and/or salvinorin A. Although some individual U.S. states have 
implemented laws restricting its use, sale and/or distribution, Salvia divinorum and 
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. ' 

salvinorin A are not federally regulated under the Controlled Substances Act in the (p.S~t:> 
United States. _ J J AlAI"'f~CL. ~ fv"'-c..h'o1--~ .a;t ~ 
W~ ~~ .... ;w '/- &, Q Salvia divinorum meets the~tural health product under the Natural A. J to, ~ """ 

Health Product Regulations (NHPR). This means that Salvia products that are not / v tv c,.h~~ 

I 

in compliance with the NHPR may be subject to compliance and enforcement (J Y\. 
actions. 

• As of January 2009, Health Canada had not issued any Natural Product Numbers 
(NPN) or Drug Identification Numbers - Homeopathic Medicine (DIN-HM) for 
Salvia divinorum products. 

[(pressed on the lack o(statistics on Salvia divivinorum use in Canada: 

• 

• 

Health Canada is taking steps to address this lack of data. Questions about the use 
of Salvia divino rum have been included in the 2008-2009 Youth Smoking Survey, 
the 2009 Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario 
Student Drug Use and Health Survey. This data will be available in 2010. 

It is anticipated that the data from these surveys will help address some of the 
information gaps about this substance and contribute to future decisions that Health 
~anada may make about this plant and its active ingredient. 

If pressed regarding the results oUhe 2009 Ontario Student Drug Use and Healtll 
Survey; 

• The results from the 2009 Ontario Student Drug Use and Health Survey were 
published on November 18, 2009 and indicate that among responding students in 
Ontario, 4.4% reported using Salvia divinorum at least once in the past year. Health 
Canada will consider this data in its ongoing examination of Salvia divinorum and 
salvinorin A~ 

Questions and Answers 

Ql - If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 

r Defeted: asked for specifics 011 

l the survey dllla 

r Deleted: 'If ~ 
: 'If Ii 
! <#>Further data from the two 

, national surveys, i.e., the 2008- --,I' 
; 2009 Youth Smoking Survey and 
: the 2009 Canadian Alcohol and 
i Drug Use Monitoring Survey, will 
! be available in 20 I 0.'11 

A I - Very few controlled scientific studies of the physical and psychotropic effects of 
~ I' Salvia divinorum on humans have been carried out, and using these studies to predict the 

.I~ ()..~ potential for addiction and abuse associated with Salvia divinorum is difficult. More 
1£ ,\J t\\~ controlled systematic research in this area is needed. 

Y)"\ 
c,~~ 

wkwt-~~ M$~AaJdoU:~w~1£:. ~~~ .s~V.A~ 
f"'t'ortuL ~ be.. 
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Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself! 

A2 - The Natural Health Product Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 

A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Product Regulations and/or are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. An import target for 
products containing Salvia divinorum has already been placed with Canada Border 
Services Agency. 

Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 

A4 - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

International requirements and trends in controlling the substance; 
Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. .~~ W.,...i w_ 
Health Canada has only anecdotal infO. rmation about the last three of the above-~ V J ~r 
mentioned factors, and thus is not yet convinced controls imposed by theCDSA --.:r""-'---___ _ 
are an. app~opriate strategy for man' e risks associated with the use of Salvia r Comment. [B2]: Suggest. 11 
divinorwri' It is anticipated that the data from the 2008-2009 Youth Smoking Survey the ' rep1acmg thIS sentence WIth this I • , lIme from IYH artIcle: 
2009 Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario Student : 

! there is simply not enough Drug Use and Health Survey will help address some of the information gaps about this ! infonnationavailabletodetermine 

substance and contribute to future decisions that Health Canada may make about this : whether regulation under the 

Plant and its active ingredient. The data from the two national surveys will be available in CDSA is the best option to manage 
; the potential risks. ..-i 

2010. 
7 Health Canada will continue to collect and consider information regarding Salvia 

~~ divinorum as it becomes available. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
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Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are not adequate to characterize the 
risk to the general population. These data cannot be used to determine incidence of use in 
the general population, as Health Canada does not have any information about the 
number of individuals using or who have used Salvia divinorum. 

If pressed: Q. Has Health Canada issued any kind of warning to Canadians about 
the use of Salvia divino rum? 

A. Health Canada is developing an It's Your Health (lYH) article on Salvia divinorum to 
help inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family that is chewed or 
smoked in order to induce its psychotropic effects. These effects are short-acting in 
nature and include hallucinations, dysphoria, out-of-body experiences, unconsciousness 
and short-term memory loss. The effects, which vary from person to person, are often 
described as unpleasant. 

The leaves of this plant have been used traditionally for spiritual and medicinal purposes 
by the Mazatec Indians in Mexico for many years, 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. 

ila~_!!p.~_~~~Q~~~~t9~~~~~~t~~J?~g,y~~~~_~~aX~~~~~il1-"~j~~~_~iili~·:Q~sJ 
Substance Ab~~andMental Health' Services Administration has estimated thad 

I •. 1.8 mi1lio~pers()nS ag~&12or older have usedSa{via1ivinorum .at least ~nc~ ill 
their.lifeti}lle~ and.app~?Cin!ately 750,000 didso inille.past Year1 
Use. wai;m()reeommpllaIilong:yolihgadults{18tcr25:years old) as opp(ised t~ 
older adults {>26yearso(age~ 
Youngiidul~werethreetiinesniQre likelytban.youihsaged i2to 17to.have usec1 
Salvia divinorumih the paSt year~ 
Use was more common in males than femaIes~ ! 

Salvia divinorum is widely advertised and promoted on the Internet and sold in various 
alternative lifestyle stores as a "legal" alternative to street drugs. 
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While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique. 
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Salvia divinorum., 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (S. divinorum) for its ability to produce hallucinations. Certain 
Web sites are also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Street names for S. divinorum include: Sally D, Lady Sally, Maria pastra, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff encens special, and salvia. 

Health Canada recommends that you avoid using this substance because very little is known 
about the damage it may cause to the body, including the brain. There is also no way to predict 
how it will affect you with each use. 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have psychotropic 
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Deleted: Traditional use • 
Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of formats, including seeds and plant cuttings for growing 
purposes. Fresh or dried leaves are intended to be chewed, swallowed or smoked. Liquid 
preparations are also available. 

Risks of Using Salvia d;v;norum 

S. divinorum's effects, which vary from person to person, are often described as unpleasant and 
may include the following: 

hallucinations; 
dysphoria (feeling unwell, uneasy or unhappy); 
out-of-body experiences; 
uncontrollable laughter; 
loss of consciousness; 
short-term memory loss; 
lack of physical coordination; 
slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 
the purity of the product (it may be mixed with other substances); 
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how it is taken (e.g., chewed, swallowed or smoked); 
the user's mood and expectations. 

A major concern about S. divinorum is Jhat there have only been a few scientific studies about the 
way it affects the body and the brain. Scientists know which brain receptors are targeted by the 
active ingredient, salvinorin A, but very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or 
permanent damage; 
how it interacts with other substances, including other drugs, natural health products and 
alcohol. 

The information regarding physical dependence or addiction to S. divinorum is unclear. a#hough d 

_ it app@aFS ~8 flsi8Rtial i'9r either is 10 ... 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the ''Need More Info?" section below for links to resources that can help you with 
this.) 

Also, remember that just because a drug is plant-based or "natural," it does not mean it is safe. 
Under certain conditions of use, S. divinorum meets the definition ofa "natural health product" 
(NHP) under Health Canada's Natural Health Products Regulations. However, no NHPs 
containing this substance have been approved for sale in Canada. This means that products 
claiming to contain S. divinorum have not been reviewed by Health Canada for safety, efficacy or 
quality. As such, they may be counterfeit or contain other ingredients that pose risks to health, 
and consumers should illmlY.. the "buyer beware" principle. 

Natural health products that have been reviewed and approved by Health Canada are labelled with 
one of the following: 

a Natural Product Number (NPN); or 
a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

The Legal Status of Salvia divinorum 

In Canada 
Neither S. divinorum nor salvinorin A is currently regulated under the Controlled Drugs and 
Substances Act (CDSA). When assessing whether to add a substance to one of the Schedules to 
the CDSA, Health Canada considers the following factors: 

international requirements and trends in controlling the substance; 
similarity to other substances already regulated under the CDSA; 
whether there may be legitimate uses of the substance (e.g., potential health benefits, use 
in manufacturing, etc.); 
the potential for abuse and the risk of addiction associated with the substance; 
the extent of actual abuse of the substance in Canada and elsewhere; 
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overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply not enough information available to determine 
whether regulation under the CDSA is the best option to manage the potential risks. Questions 
about the use of S. divinorum have been included in the 2008-2009 Youth Smoking SurveY",the 
2009 Canadian Alcohol and Drug Use Monitoring Survey.aIld.the20Q~()ntarioStuclelltI?l1lgUse .. 
and Health Survey (OSDUHS). The results from the 2009 OSDUHS were published on 
November 18.2009 and indicate that among responding students in Ontario, 4.4% reported using 
Salvia divinonlm at least once in the past year. Further data from the two national surveys will be 
available in 2010. It is anticipated that such data.will help addres§.Some of the information gaps 
about this substance.,ancl contributtlto, future <:ltlc{sions that H~altI1· Can~da may rmlke about. ihis 
plant and its active ingredient. ~.etl.thtl1'{tled rvt()re Info? section btllo\V for. moreitlf()nnati()tl.oll 
the surveys that are collecting information about Salvia divinorum use in Canada and for more 
detailed findings from the 2009 OSDUHS" 

In Other Countries 
Several countries (e.g., Aus~lia,~elgiUQl, pemlulr{<, Finlimd~ Germany~ I~ly~ ~apaIl~Q~~ 
Korea; Spamruid Sweden] have placed controls on the import and/or sale of S. divinorum and/or 
salvinorin A. In the United States, S. divi;lOrum and salvinorin A are not regulated under the 
Controlled Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, 
while others have placed restrictions on distribution (e.g., no sales to anyone under the age of 18). 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining the mast ap~F6"riltte strategy 
to I1l1lt'1:ltge the risks associated with the uSe o[S. tii.i'f8l'emr. ~~ ~ lA.."ho..--

-" IIf.A 1)1.- c... ~~ L<l.. j.llo<~ 
Reporting Adverse Reactions 9- if '-"oJ ~ f-c-L. 
You can report any adverse reactions to the Canada Vigilance Program by one of the following 
three ways: 
ft,eport.onliJle at the rvtedEffect~M Callada \Vtlb site 
Call toll-free at 1-866-234-2345 

'Y . .." .... _ • 

,Complete a CanlidaVigjlance Rep()rting}7()rm and either: 
fax toll-free to 1-866-678-6789 
Jvlail to: ~Canada Vigilance Program 

9-00-~~~Health Canada 
AL 0701C. 

___ -4'O.ttawa, ON KIA OK9 

To have postage pre-paid, download the postageQ~idlabel from the MedEffectTJ',I Canada\yeb 
site. The .C:anada Vigilance Reporting FOrm and the adverse reaction reporting guidelines may 
also be obtained via this Web site .• 
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Need More Info? 

For information about the Government of Canada's Anti-Drug Strategy, go to: 
http://www.nationalantidrugstrategy.gc.cal. The Prevention section on this site has a number of 
helpful resources for parents, including "Tips on Talking to Your Teenager" and "What to Do if 
Your Teen is Using Drugs." 

Information on natural health products and the Natural Health Products Regulations can be found 
at: http://www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calysssiteapp/controller/index.cfin and 

The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: http://www.hc-sc.gc.calhl
vs/drug-drogues/cadums-esccad-eng.php 

.The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.netlResearch/osdus.html 

Additional Resources: 

U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum and 
Salvinorin A at: http://www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

U.S. Department of Health & Human Services, National Survey on Drug Use and Health: Use of 
Specific Hallucinogens: 2006 at: 
http://www .oas.samhsa.gov /2k8Ihallucinogenslhallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health Web section at: 
.www ~healthcan!ida:gc.caliyh 
You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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DRAFT 
April 20, 2010 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has noted ongoing media interest regarding the availability of 
Salvia divinorum on the Canadian market. Health Canada has also received a number of 
enquiries from various municipalities and members of the public asking why Health 
Canada has not taken steps to control the availability of Salvia divinorum, particularly 
given reports from scientific and media sources suggesting that Salvia divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. 

Key Messages: 

• Health Canada advises Canadians not to use 5. divino rum products because 
very little is known about the substance and its potentiateffects on the brain __ . {Deleted: to cause adverse 

and/or body. 

• Since it is used primarily for its hallucinogenic properties, ~ divinorum 
products would meet the definition of a drug under the Food and Drugs Act. 
To date, no ~ divinorum products have been licensed for sale in Canada. 
The illegal sale of these products would be subject to compliance and 
enforcement actions by Health Canada. 

• Health Canada continues to collect and study information as it becomes 
available, and to consult with law and health officials domestically and 
internationally to determine the best way to 'manage the risks associated with 
the use of Salvia divinorum and whether it needs to be controlled under the 
~ 

Controlled Drugs and Substances Act. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• When S. divinorum is manufactured, sold or represented for use in modifying 
organic functions in humans, and hallucinogens such as S. divinoru"!0work by 
modifying organic functions in the brain, it meets the definition ofa Natural 
Health Product (NHP) in accordance with the Natural Health Products 
Regulations and the definition of a drug under the Food and Drugs Act. It is 
illegal to sell NHPs in Canada unless they have market authorization, and as of 
January 2010, no S. divinorum product has been licensed by Health Canada. All 
unauthorized drugs and NHPs are subject to compliance and enforcement 
actions by the Health Products and Food Branch Inspectorate. 
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• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
salvinorin A, are regulated under the Controlled Drugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control 
Conventions and does not have to be regulated as a controlled substance in any 
of the countries (including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, 
Japan, South Korea, Spain and Sweden) have placed controls on the import 
and/or sale of Salvia divinorum and/or salvinorin A. Although some individual 
U.S. states have implemented laws restricting its use, sale and/or distribution, 
Salvia divinorum and salvinorin A are not federally regulated under the 
Controlled Substances Act in the United States. 

• As of January 2010, Health Canada had not issued any Natural Product 
Numbers (NPN) or Drug Identification Numbers - Homeopathic Medicine 
(DIN-HM) for Salvia divinorum products. 

If pressed on the lack of statistics on Salvia divinorum use in Canada: 

• Health Canada is taking steps to address this lack of data. Questions about the use 
of Salvia divinorum have been included in the 2008-2009 Youth Smoking Survey, 
the 2009 Canadian Alcohol and Drug Use Monitoring Survey. The results from 
these surveys are anticipated in the Spring/Summer of2010. 

• It is anticipated that the data from these surveys will help address some of the 
information gaps about this substance and contribute to future decisions that Health 
Canada may make about this plant and its active ingredient. 

Ifpressed regarding the results of the 2009 Ontario Student Drug Use and Health 
Survey: 

• The results from the 2009 Ontario Student Drug Use and Health Survey were 
published on November 18, 2009 and indicate that among responding students 
in Ontario, 4.4% reported using Salvia divinorum at least once in the past year. 
Health Canada will consider this data in its ongoing examination of Salvia 
divinorum and salvinorin A. 

Questions and Answers 

Ql- If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 

A I - When S. divinorum is manufactured, sold or represented for use as a hallucinogen it 
meets the definition of a drug under the Food and Drugs Act. No drug can be sold legally 
without a licence authorizing it to be marketed in Canada, and as of January 20 I 0, no S. 
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divinorum product has been licensed. The illegal sale of S. divinorum is subject to 
compliance and enforcement actions by the Health Products and Food Branch 
[ nspectorate. 

With respect to the ill effects, an insufficient number of controlled scientific studies of 
the physical and psychotropic effects of Salvia divinorum on humans and animals have 
been carried out. As such, it is difficult to predict the potential for addiction and abuse of 
Salvia divinorum. More controlled systematic research in this area is needed. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 

A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Products Regulations and/or are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. Complaints about 
illegal sale of drugs containing S. divinorum can be made to the Health Products and 
Food Branch Inspectorate at 1-800-267-9675. The Canada Border Services Agency has 
already targeted imports of products containingi)i7lvia divinorl!m'cl 

Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum. What does that involve and what stage is 
it at? 

A4 - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• International requirements and trends in controlling the substance; 

Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada has only limited information Q!!Jhe above-mentioned fac:to~ and thus 
there is simply not enough information available to determine whether regulation of 
Salvia divinorum under the CDSA is warranted. 
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It is anticipated that the data from the 2008-2009 Youth Smoking Survey and the 2009 
Canadian Alcohol and Drug Use Monitoring Survey in addition to 2009 Ontario Student 
Drug Use and Health Survey will help address some of the information gaps about this 
substance and contribute to future decisions that Health Canada may make about this 
plant and its active ingredient. The data from the two national surveys will be available in 
2010. 

Health Canada will continue to collect and consider information regarding Salvia 
divinorum as it becomes available. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
A5 -See A4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are not adequate to characterize the 
risk to the general population. These data cannot be used to determine incidence of use in 
the general population, as Health Canada does not have any information about the 
number of individuals using or who have used Salvia divinorum. 

If pressed: Q. Has Health Canada issued any kind of warning to Canadians about 
the use of Salvia divinorum? 

A. Health Canada is developing an It's Your Health (IYH) article on Salvia divinorum to 
help inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. @eaves are chewed 
or smoked to obtain psychotropic effects. These effects are short-actmg in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are often described as 
unpleasant. 

The leaves of this plant have been used traditionally for spiritual and medicinal purposes 
by the Mazatec Indians in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. 
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Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) estimated that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year. 
• 5.4% of students (grades 7-12) ever used S. divinorum. 
• Use of S. divinorum was significantly higher in males than in females (6.2% vs. 

2.3%) in 2009. 

Data from the 2007 report on Alcohol and Other Drugs published by the Addictions 
Foundation of Manitoba estimated that: 
• 3.7% of males vs. 2.2% of females (grades 7-12) used S. divinorum during that 

year. 

Data from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration estimated that: 
• 0.3% of persons aged 12 or older used S. divinorum in 2006. 

0.6% of persons between the ages of 12 and 17 used S. divinorum in 2006. 
• 1.7% of persons between the ages of 18 to 25 used S. divinorum in 2006. 
• Young adults (18-25) were nearly three times more likely than youths aged 12-17 

to have used S. divinorum in 2006. 
Males between the ages of 12-25 were three to four times more likely than 
females in the same age range to have used S. divinorum in 2006. 

lu ______ u u u __________ u _____ u u _ u u ______________ u _____________ uu u u _ m __ mum ____ u u u u mu __________________ U ___ - - - ( Comment [e3l: Leave in? 

Salvia divinorum is widely advertised and promoted on the Internet and sold in various 
alternative lifestyle stores as a "legal" alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique and generally is reported to be unpleasant. 
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.' 
Salvia divino rum 

The Issue 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (s. divinorum) for its ability to produce hallucinations. S. 
dfY.i!H!!.WIl .is a plant, some street names for which include: Sally D. Lady Sally, Maria pastora, 
?!~-,'i.l£lri~.lli!stora, sku pastora, diviner's sage. magic mint, puff. incense special, and salvia. 

'vVhi Ie c.ertain websites are. als() pro~()ting the lise. ()f§.dillin()1'lJ~asa "l~gal"<lltl!f!1<lti"et.o street .... . 
drugs, ... when S. divino rum . is. tnan\ifactllrl!d) solti ()r repr.esetlted f()r liSt! .as. ~ .l1a11llciI1()g'?1l. itlUeets .... ' . 
the definition of a drug under the Food and Drugs Act. No drug can be sold legally without a 
licence authorizing it to be marketed in Canada. As of January 2010, no S. divinorum product has 
been licensed . 

.Health Canada recoIll1llend~th<i~ Y0l!. a.v()i~using tl1is .1) lallt ~e~a.lls.e. "ery Ettl~ is .~()~. <ib.0l!t !he ...... " 
effects it may have on your body and/or brain. There is also no way to predict how it will affect 
you with each use. 

Background 

S', divillorum is a species of sage that belongs to the mint family. 1t is known to llave psychotropic 
effects which means it affects the mind and mental rocesses. The leaves of this lant have been 
I!:[.@:ignaJly used for s ilitnal and medicinal uooses b the Mazatec Indian. i1. raditlOna LIse 
involves chewing the leaves or using them to make a tea for medicinal purposes or to induce a 
)pysticar' or hallucinogenic experience /{)r spiritual purposes. 

Products that claim to contain S. divinorum· .. or its main active ingredient. salvinorin A ...... are 
\Y.!.dely available on the Intemet and are sold in various "head shops" ancl natural food stores. The 
l2.l'oducts are sold in a number of forms, including fresh or dried leaves, liquids or seeds and plant 
Qlt!jngs fqr..wwingp!!!l2oses, However. consumers have no way to know what these illegal 
m:()d\lfJ~_:J...~lalJv con til)!!:. 1::..-

Risks of Using Salvia divino rum 

S. divinorum's effects, which vary from person to person, are often described as unpleasant and 
may include the following: 

hallucinations; 
dysphoria (feeling unwell, uneasy or unhappy); 
out-of-bodyexperiences; 
uncontrollable laughter; 
loss of consciousness; 
short-term memory loss; 
lack of physical coordination; 
slurred speech and awkward sentence patterns. 
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There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 

• the purity of the product (it may be mixed with other substances); 
how it is taken (e.g., chewed, swallowed or smoked); 

• the user's mood and expectations. 

~ Scientists know which brain receptors are targeted by the active ingredient, salvinorin A, but very 
little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or 
permanent damage; 
how it interacts with other substances, including other drugs, natural health products and 
alcohol. 

There is also insufficient information regarding S. divinorum's potential to produce physical 
dependence and/or addiction. 

'Health canada recommends that you aVOId uSIng S.di~inorum:J\.lso,lfyouhavechildfen,taik to . 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

T ... 

,. ~ - - - - - -- - - - - -- -- - -- - -

The Legal Status of Salvia divinorum 

In Canada 
When S. divinorum is manufactured, sold or represented for use in modifying organic functions in 
humans, and hallucinogens work by modifying organic functions in the brain, it meets the 
defmition of a Natural Health Product (NHP) in accordance with the Natural Health Products 
Regulations and the defmition of a drug under the Food and Drugs Act. It is illegal to sell NHPs 
in Canada unless they have market authorization. Natural health products that have been 
reviewed and approved by Health Canada are labelled with one of the following: 

a Natural Product Number (NPN): or 
a Dmg Identification Number - Homeopathic Medicine (DIN-HM)"H 

~()fJ ~nlUll)'~O 19 no §.dil'ill(}rtlT1lprodllct ll~sbeen licensecl~Y Healtl!Gan~~~NI .. 
unauthorized drugs and NHPs are subject to compliance and enforcement actions by the Health 
Products and Food Branch Inspectorate. 

Neither S. divino rum nor salvinorin A are currently regulated under the Controlled Drugs and 
Substances Act (CDSA)~tllert:is.simpIYIlot enougltinfo11llati()Il,ayailable to determine 
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been included in the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Drug 
Use Monitoring Survey and the 2009 Ontario Student Drug Use and Health Survey (OSDUHS). 
The results from the 2009 OSDUHS were published on November 18, 2009 and indicate that 
among responding students in Ontario, 4.4% reported using Salvia divinorum at least once in the 
past year. Further data from the two national surveys will be available in 2010. It is anticipated 
that such data will help address some of the information gaps about this substance and contribute 
to future decisions that Health Canada may make about this plant and its active ingredient. See 
the Need More Info? section below for more information on the surveys that are collecting 
information about Salvia divinorum use in Canada and for more detailed fmdings from the 2009 
OSDUHS. 

In Other Countries 
Several countries have placed controls on the import and/or sale of S. divinorum and/or salvinorin 
A. In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale and/or 
import. For example, several states have made it illegal to manufacture, distribute, import/export, 
possess, use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, while others 
have placed restrictions on distribution (e.g., no sales to anyone under the age of 18). 

T 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and 
continues to consult with key stakeholders, including health officials in other countries, and law 
enforcement officials here at home. This will assist in determining whether Health Canada's 
~lPnI9ac i!)O managi1,l~ tl1erisl<~ass()C;i~tt:<i ~tl1 the. use ()f§. di\iinoru11l .. s110ti1d l:leIll()c.Iitiec.I~ .. 

Complaints about illegal sale of drugs containing S. divinorum can be made to the Health 
Products and Food Branch Inspectorate at 1-800-267-9675. 

Reporting Adverse Reactions 

You can report any adverse reactions to the Canada Vigilance Program by one of the following 
three ways: 
Report online at the MedEffect™ Canada Web site 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting FOIDl and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Progranl 

Health Canada 
AL0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEtfectTM Canada Web 
site. The Canada Vigilance Reporting FOIm and the adverse reaction reporting guidelines may 
also be obtained via this Web site. 
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Need More Info? 

• For information about the Government of Canada's Anti-Drug Strategy, go to: 
www.nationalantidrugstrategy.gc.cal 
The Prevention section on this site has a number of helpful resources for parents, including: 
• Tips on Talking to Your Teenager, at: www.hc-sc.gc.ca/hc-ps/pubs/adp-apdltalk
aborder/index-eng.php 
• What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborderItalking-aborder.html 

• Information on natural health products and the Natural Health Products Regulations can be 
found at: www.hc-sc.gc.ca/dhp-mps/prodnaturlindex-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
• The 2008-2009 Youth Smoking Survey, at: V 
www.yss.uwaterloo.calysssiteapp/controller/index.cfin and ~ 

• The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: www.hc-sc.gc.calhl
vs/drug-drof,'lles/cadums-esccad-eng.php 

• The 2009 Ontario Student Drug Use and Health Survey, at: 
www.camh.netlResearchlosdus.html 

Additional Resources: 

• U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum 
and Salvinorin A at: www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

• u.s. Department of Health & Human Services, National Survey on Drug Use and Health: 
Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.govl2k8lhallucinogenslhallucinogens.pdf 

• For additional articles on health and safety issues go to the It's Your Health Web section at: 
www.healthcanada.gc.caliyh ~updo...t-e- we- \ ~ 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Salvia divinorum 

.I!lsll~ ________________ _ ______________________________________________________________________________________________________ ------{ Deleted: The 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (s. divino rum ) for its ability to produce hallucinations. S. 
divinorum is a plant, some street names for which include: Sally D, Lady Sally, Maria pastora, 
ska Maria pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

1'. _ ~ ~ ______ .... __ .. _ . __ . _ . _ _ ... _ . _ . __ . _ _ _ _ _ _ .. ___ ... __ .. _ _ _ _ .. . .. _ . _ ... _ .. _ 

.J:Ie(ilt_h_ C;_al1a<i<i_rec()tn1ll~tld~ _th<it XOll_ a.v()!~ _l:l~tt:t_g_ this _plallt tl~(;allse _ "elY littl~ _i~ _kl1()'Yll <ibOll! _ thl? __ _ 
effects it may have on your body and/or brain. There is also no way to predict how it will affect 
you with each use. 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have psychotropic 
effects, which means it affects the mind and mental processes. The leaves of this plant have been 
traditionally used for spiritual and medicinal purposes by the Mazatec Indians. Traditional use 
involves chewing the leaves or using them to make a tea for medicinal purposes or to induce a 
"mystical" or hallucinogenic experience for spiritual purposes. 

Products that claim to contain S. divinorum - or its main active ingredient. salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of forms, including fresh or dried leaves, liquids or seeds and plant 
cuttings for growing purposes. However, consumers have no way to know what these illegal 
products actually contain. 

Risks of Using Salvia divino rum 

S. divino rum 's effects, which vary from person to person, are often described as unpleasant and 
may include the following: 

hallucinations; 
dysphoria (feeling unwell, uneasy or unhappy); 

• out-of-bodyexperiences; 
uncontrollable laughter; 
loss of consciousness; 
short-term memory loss; 
lack of physical coordination; 
slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 
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the purity of the product (it may be mixed with other substances); 
how it is taken (e.g., chewed, swallowed or smoked); 
the user's mood and expectations. 

Scientists know which brain receptors are targeted by the active ingredient, salvinorin A, but very 
little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or 
permanent damage; 
how it interacts with other substances, including other drugs, natural health products and 
alcohol. 

,,--------------------------------------------------------------------------------------------------------------------------------------------' 
Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

.1:-ega1 ~ tatusof ~llivia tlivln()ru~_ 

In Canada 
When S. divino rum is manufactured, sold or represented for use in modifying organic functions in 
humans, and hallucinogens work by modifying organic functions in the brain, it meets the 
defmition of a Natural Health Product (NHP) in accordance with the Natural Health Products 
Regulations and the defmition of a drug under the Food and Drugs Act. It is illegal to sell NHPs , 
in Canada unless they have p~_t?~_~e_~~~~~~ _~~~ _~RP_~()_~~~ 1?~(~~aAth-_ ~,!~a~ _a~~ J_~~~JJ~~ _~ith _()~~ __ /' 
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All unauthorized drugs and NHPs are subject to compliance and enforcement actions by the 
Health Products and Food Branch Inspectorate. 

Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs and ,/ 
Substances Act (CDSA). This is because there is~()_~~~()_~gh_ipK()~~!~()_Il_~~~!!~~J~_!()_~~!t?~~~ _____ / 
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Survey, the 2009 Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario 
Student Drug Use and Health Survey (OSDUHS). The results from the 2009 OSDUHS were 
published on November 18, 2009 and indicate that among responding students in Ontario, 4.4% 
reported using Salvia divinorum at least once in the past year . .Q.;lta from the. other two,. surveys . 
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decisions that Health Canada may make about this plant and its active ingredient. See the Need -- Deleted: help address some of I 
More Info? section below for more information on the surveys that are collecting information the information gaps about this 

substance and J 
about Salvia divinorum use in Canada and for more detailed fmdings from the 2009 OSDUHS. 

In Other Countries 
Several countries have placed controls on the import and/or sale of S. divinorum and/or salvinorin 
A. In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale and/or 
import. For example, several states have made it illegal to manufacture, distribute, import/export, 
possess, use, buy and/or sell S. divino rum and/or salvinorin A to various degrees, while others 
have placed restrictions on distribution (e.g., no sales to anyone under the age of 18). 

1'- ___ .. _ _ _ _ _ _ ___ " __ ~ _ ~ ___ .. _ .. __________ ~ _ _ ______ .. ___________ _ 

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and will 
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Prnducts that claim to contain S, 
divinorum - or its main active 

Reporting Adverse Reactions 

You can report any adverse reactions to the Canada Vigilance Program by one of the following 
three ways: 
RepOli online at the MedEffect™ Canada Web site 
Call toll-free at 1-866-234-2345 

I "I, 

\~!\ 
\:\:\ 

ingredient, salvinorin A - are 
widely available on the Internet 
and are sold in various "head 
shops" and natural food stores, The 
products are sold in a number of 
forms, including fresh or dried 
leaves, liquids or seeds and plant 
cuttings for growing purposes, 
However, consumers have no way 
to know what these illegal Complete a Canada Vi}.,rilance Reporting Form and either: 

Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 0701C 
Ottawa, ON KIA 0K9 

To have postage pre-paid, download the postage paid label from the MedEfTec:t™ Canada Web 
site. The Canada Vigilance Reporting Form and the adverse reaction reporting guidelines may 
also be obtained via this Web site. 

Need More Info? 

• For information about the Government of Canada's Anti-Drug Strategy, go to: 
www.nationalantidrugstrategy.gc.ca/ 
The Prevention section on this site has a number of helpful resources for parents, including: 
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• Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp-apd/talk
aborder/index -eng. php 
• What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.ca/parents/pubs/talking-aborder/talking-aborder.html 

• Infonnation on natural health products and the Natural Health Products Regulations can be 
found at: www.hc-sc.gc.ca/dhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting infonnation about Salvia divinorum use in Canada, 
see: 
• The 2008-2009 Youth Smoking Survey, at: 
www.yss.uwaterioo.ca/ysssite app/controller/index.cfm and 

• The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: www.hc-sc.gc.calhl
vs/drug-drogues/cadums-esccad-eng.php 

• The 2009 Ontario Student Drug Use and Health Survey, at: 
www.camh.netlResearchlosdus.html 

Additional Resources: 

• U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum 
and Salvinorin A at: www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

• U.S. Department of Health & Human Services, National Survey on Drug Use and Health: 
Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.govl2k8lhallucinogenslhallucinogells.pdf 

• For additional articles on health and safety issues go to the It's Your Health Web section at: 
www.healthcanada.gc.ca/iyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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. When assessing whether to add a substance to one of the Schedules to the 
CDSA, Health Canada considers the following factors: 

international requirements and trends in controlling the substance; 
similarity to other substances already regulated under the CDSA; 
whether there may be legitimate uses of the substance (e.g., potential health 
benefits, use in manufacturing, etc.); 
the potential for abuse and the risk of addiction associated with the substance; 
the extent of actual abuse of the substance in Canada and elsewhere; 
overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply 
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DRAFT 
May lOf 201Q ___ u -----,--

{ Deleted: April 20 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has noted ongoing media interest regarding the availability of 
Salvia divinorum ill.Canad~ Helilth~anada hlis _lilsoreceive~ _ a numiJer of {!ll'luil·ies. _ _ _ _ _ _ _ _ _ _ Deleted: on the 

from various municipalities and members of the public asking why Health Canada has --- r>-~De-letecI--:-ia-n-mark-e-t ---=< 
not taken steps to control the availability of Salvia divinorum, particularly given reports 
from scientific and media sources suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. 

Key Messages: 

• Health Canada advises Canadians not to use S. divinorum products because 
very little is known about the substance and its potentiateffet=ts on the brain _/ {Deleted: to cause adverse 

and/or body. 

• .When S. divinorum is manufactured, sold or represented as a hallucinogen to __ 
modify organic functions in the brain, it meets the definition of a Natural 
Health Product (NHP) in accordance with the Natural Health Products 
Regulations and the definition of a drug under the Food and Drugs Act. u u 

• It is illegal to sell NHPs in Canada unless they have been reviewed and .-, ' 
approved by Health Canada and labelled with a Natural Product Number 
(NPN) or a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

• Health Canada continues to collect and study information as it becomes 
available, and to consult with law and health officials domestically and 
internationally to determine the best way to manage the risks associated with 
the use of Salvia divinorum and whether it needs to be controlled under the 
Controlled Drugs and Substances Act. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• When S. divinorum is manufactured, sold or represented for use in modifying 
organic functions in humans, and hallucinogens such as S. divinoru~ it met!ts 
the definition of a Natural Health Product (NHP) in accordance with the 
Natural Health Products Regulations and the definition of a drug under the 
Food and Drugs Act. 
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_. _It is illegal to sell NHPs in Canada unless they have been approved by Health 
Canada and assigned a Natural Product Number (NPN) or Drug Identification 
Number - Homeopathic Medicine" Nof ~anua.ry2()}~,n()§'u4ivill(}rlll1lw 
product~ have been approved for salt;.bYl-IealthC:<llla~a.lhe s,aJ~a_l1<i u u_u_u 

• 

distribution ot lllla.utl1()ri2:ed <ffllg~ _ a.n_d_ Nl:IP~a!e s_ubj~c~_ t() (;0lllplia.nc~ _aI1<f __ _ 
enforcement actions by the Health Products and Food Branch Inspectorate. 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
salvinorin A, are regulated under the Controlled Drugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control 
Conventions and does not have to be regulated as a controlled substance in any 
of the countries (including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, 
Japan, South Korea, Spain and Sweden) have placed controls on the import 
and/or sale of Salvia divinorum and/or salvinorin A. Although some individual 
U.S. states have implemented laws restricting its use, sale and/or distribution, 
Salvia divinorum and salvinorin A are not federally regulated under the 
Controlled Substances Act in the United States. 

'f _ _ _ _ _ _ ____ ~ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _. _ _ _ _ _ _ _ _ _ ___ _ 

If pressed on the lack of statistics on Salvia divinorum use in Canada: 

• Health Canada is taking steps to address this lack of data. Questions about the use 
of Salvia divinorum have been included in the 2008-2009 Youth Smoking Survey, 
the 2009 Canadian Alcohol and Drug Use Monitoring Survey. The results from 
these'surveys are scheduled to be releaseq.iI1_theSpri_ngl~llrn.lllf!t()q~I_O. 

+-------

I • It is anticipated that the data from these surveys will.f_of11ti1:>llt~_tofutur.f! dec:isions __ _ 
that Health Canada may make about this plant and its active ingredient. 

Ifpressed regarding the results of the 2009 Ontario Student Drug Use and Health 
Survey: 

• The results from the 2009 Ontario Student Drug Use and Health Survey were 
published on November 18, 2009 and indicate that among responding students 
in Ontario, 4.4% reported using Salvia divinorum at least once in the past year. 
Health Canada will consider this data in its ongoing examination of Salvia 
divinorum and salvinorin A. 

Questions and Answers 

Ql -If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
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A I - When S. divinorum is manufactured, sold or represented for use as a hallucinogen it 
meets the definition of a drug under the Food and Drugs Act. No drug can be sold legally 
without being approved by Health Canada prior to salejl!.GaIlada;jlsofJanullrx.201Q,1l0 / 
S. divinorum NHPs have been approved for sa1evThe illeglllsllle()fNHPs c.ol1tllinJng§. ___ _ 
divinorum is subject to compliance and enforcement actions by the Health Products and 
Food Branch Inspectorate. 

With respect to the iII effects, not enoughf<mtr()lled scienti:t"icstlldies}o()king into.the __ _ 
physical and ps),chotropiceffe<:ts. of Salvia. divin()r_uTl} _ ()n hUl1lal1~ al1danirnals _ hav~ _ b.e~n 
carried out. As such, it is difficult to predict the potential for addiction and abuse of 
Salvia divinorum. More controlled systematic research in this area is needed. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 

A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Products Regulations and/or are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. Complaints about the 
illegal sale of drugs containing S. divinorum can be referreq,to the Health Products and 
Food Branch Inspectorate at 1-800-267-9675. -! L ..--:-:__.:-

Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum as a controlled substance. What does that 
involve and what stage is it at? 

A4 - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• International requirements and trends in controlling the substance; 

Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada has only limited information on some ofJhe above-mentioned factors, and 
thus there is simply not enough information available to determine whetherregulatioTlo( 
Salvia divinorum under the CDSA is warranted. 
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It is anticipated that the data from the 2008-2009 Youth Smoking Survey and the 2009 
Canadian Alcohol and Drug Use Monitoring Survey in addition to the results from the 
2009 Ontario Student Drug Use and Health Survey will help address some of the 
information gaps about this substance~.ta. fr()111. the t\:V() .nati()I1al surye)'s. »,il!. ~e. 
available in 2010. 

,- - - - - -- - - - _. - - - -- - -_. - - --- --- --- . - - - --- --- - - - - - -- ------

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
AS -See A4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
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number of reports and the nature of reactions reported are, however,.n()t~cle'll!Rt.et().n mj" {~De_leted __ : _____ ~ 
characterize the risk to the general popUlation. These data also cannot be used to 
determine the incidence of use in the general population, as Health Canada does not have 
any information about the number of individuals using or who have used Salvia 
divinorum. 

If pressed: Q. Has Health Canada issued any kind of warning to Canadians about 
the use of Salvia divinorum? 

A. Health Canada is developing an It's Your Health (lYH) article on Salvia divinorum to 
help inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. I~-'eaves.a.rec:he»,e.d .. _ ( __ De_leted __ : ' _____ -' 

or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for spiritual and medicinal purposes 
by the Mazatec Indians in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. Salvia divinorum is widely advertised and promoted on the 
Internet and sold in various alternative lifestyle stores as a "legal" alternative to street 
drugs. 

000724 



·\\I~i le~oI!le _ Llsers J?<tye_ r(!R()rte_d t~<tt the RSJ:c_h()tr()J2ic __ ef{e<:t~_ ()f :jalvi(l_ (livinorll~ ________ _ 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique and generally is reported to be unpleasant. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) estimated that: 
• 4.4% of students (grades 7-12) used Salvia divinorllm in the past year. 

5.4% of students (grades 7-12) ever used S. divinorum. 
• Use of S. divinorum was significantly higher in males than in females (6.2% vs. 

2.3%) in 2009. 

Data from the 2007 report on Alcohol and Other Drugs published by the Addictions 
Foundation of Manitoba estimated that: 

3.7% of males vs. 2.2% offemales (grades 7-12) used S. divinorum during that 
year. 

Data from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration estimated that: 

0.3% of persons aged 12 or older used S. divinorum in 2006. 
0.6% of persons between the ages of 12 and 17 used S. divinorum in 2006. 
1.7% of persons between the ages of 18 to 25 used S. divinorum in 2006. 

• Young adults (18-25) were nearly three times more likely than youths aged 12-17 
to have used S. divinorum in 2006. 
Males between the ages of 12-25 were three to four times more likely than 
females in the same age range to have used S. divinorum in 2006. 
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Salvia divinorum 

)SSlie 

Recently there have been reports suggesting that Canadian teens and young adults are using a 
substance called Salvia divinorum (S. divinorum) for its ability to produce hallucinations. S. 
divinorum is a plant, some street names for which include: Sally D, Lady Sally, Maria pastora, 
ska Maria pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

T ______ . ___ . ___ ..• ____________ • __ .. _____________________ .. _____________________ . ___________ . _. ____________________ • ___________________ _ 

.Ht!alth Cal1ad3:recol1lIl1(ln~s th3:tY0tl_<i~()id.using this plaIlt~e(;<itlse vel)' little i~kn0W113:b0tlt _th.e 
effects it may have on your body and/or brain. There is also no way to predict how it will affect 
you with each use. 

Background 

S. divinorum is a species of sage that belongs to the mint family. It is known to have psychotropic 
effects, which means it affects the mind and mental processes. The leaves of this plant have been 
traditionally used for spiritual and medicinal purposes by the Mazatec Indians. Traditional use 
involves chewing the leaves or using them to make a tea for medicinal purposes or to induce a 
"mystical" or hallucinogenic experience for spiritual pumoses. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of fonns, including fresh or dried leaves, liquids or seeds and plant 
cuttings for growing pumoses. However, consumers have no way to know what these illegal 
products actually contain. 

Risks of Using Salvia divinorum 

S. divinorum's effects, which vary from person to person, are often described as unpleasant and 
may include the following: 

hallucinations; 
• dysphoria (feeling unwell, uneasy or unhappy); 

out-of-body experiences; 
uncontrollable laughter; 
loss of consciousness; 
short-tenn memory loss; 
lack of physical coordination; 
slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 
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the purity of the product (it may be mixed with other substances); 
• how it is taken (e.g., chewed, swallowed or smoked); 

the user's mood and expectations. 

Scientists know which brain receptors are targeted by the active ingredient, salvinorin A, but very 
little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or 
permanent damage; 

• how it interacts with other substances, including other drugs, natural health products and 
alcohol. 

.> ' 
" ' 
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Health Canada recommends that you avoid using S. divinorum. Also, if you have children, talk to 
them about peer pressure and the risks of using illegal drugs and other substances that distort 
reality. (See the "Need More Info?" section below for links to resources that can help you with 
this.) 

J.~gal, ~t~tlls of S(llv,ia div!no,.u"". 

In Canada 
When S. divinorum is manufactured, sold or represented for use in moditying organic functions in 
humans, and hallucinogens work by moditying organic functions in the brain, it meets the 
defmition of a Natural Health Product (NHP) in accordance with the Natural Health Products 
Regulations and the defmition of a drug under the Food and Drugs Act. It i,s illegal to sell NHPs 
in Canada unless they have peen ,re,vieweda~d,aRRroV~~, ,bX. Healt,~, (::.a~ad~ ,a~<llabell~d ,w, i!ll,one 
of the following: 

a Natural Product Number (NPN); or 
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All unauthorized drugs and NHPs are subject to compliance and enforcement actions by the 
Health Products and Food Branch Inspectorate. 

Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs and 
Substances Act (CDSA). This is because there iSllotenougllinfol1llatio,navaila,bI~to~etel111ine_ 
whether regulation as a controlled substancej~.warrante<l.In.an ef~0rt,t()collect,~ore inf()rrnatio~ 
about the use of§.',clivinoru11l,qu.estionson it we,rejncludedil1 the 2008-2009 YollthSmoking 
Survey, the 2009 Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario 
Student Drug Use and Health Survey (OSDUHS). The results from the 2009 OSDUHS were 
published on November 18, 2009 and indicate that among responding students in Ontario, 4.4% 
reported using Salvia divinorum at least once in the past year. Q.atafrom theother,t\vo.~urveys . 
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will be available later in 2010 and itis_al1ticip~te(qhat ~uchd~ta_,:"illy_c()lltributt!_toJuttIrt!n_n (~D=e=leted~=: .=It~~~~~< 
decisions that Health Canada may make about this plant and its active ingredient. See the Need: f Deleted: help address some of 

More Info? section below for more information on the surveys that are collecting information II the infonnation gaps about this 
· substance and 

about Salvia divinorum use in Canada and for more detailed fmdings from the 2009 OSDUHS. 

In Other Countries 
Several countries have placed controls on the import and/or sale of S. divinorum and/or salvinorin 
A. In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale and/or 
import. For example, several states have made it illegal to manufacture, distribute, import/export, 
possess, use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, while others 
have placed restrictions on distribution (e.g., no sales to anyone under the age of 18). 

,," ---" -_._--------

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and will 
continue. t() _consldt\Vith _k_eysta.k~hol<it!rs. iIlclu<iiIlg_ ht!alth _ oXfi~i~ls _iIl_ 0th~r colJIltrie!l, al1~ _la,:" .. 
enforcement officials here at home. This will assist in determining Health Canada's future 
approachJo dt!ci~iol1-makil1greg5lr~inKtS"n4!~i~o!U_~~n_n ______ n. _______ .. ____ n.n _ n __ n___ n 

Complaints about illegal sale of drugs containing S. divinorum can be made to the Health 
Products and Food Branch Inspectorate at 1-800-267-9675.[_____ __ __ 

Reporting Adverse Reactions 

You can report any adverse reactions to the Canada Vigilance Program by one of the following 
three ways: 
Report online at the MedEffect™ Canada Web site 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 070lC 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ Canada Web 
site. The Canada Vigilance Reporting Form and the adverse reaction reporting guidelines may 
also be obtained via this Web site. 

Need More Info? 

• For information about the Government of Canada's Anti-Drug Strategy, go to: 
www.nationalantidrugstrategy.gc.cal 
The Prevention section on this site has a number of helpful resources for parents, including: 
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• Tips on Talking to Your Teenager, at: www.hc-sc.gc.ca/hc-ps/pubs/adp-apdltalk
aborderl index-eng. ph p 
• What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking-aborder .html 

• Information on natural health products and the Natural Health Products Regulations can be 
found at: www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
• The 2008-2009 Youth Smoking Survey, at: 
www.yss.uwaterloo.calysssiteapp/controller/index.cfin and 

• The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: www.hc-sc.gc.ca/hl
vs/drug-drogues/cadums-esccad-eng.php 

• The 2009 Ontario Student Drug Use and Health Survey, at: 
www.camh.netiResearchlosdus.html 

Additional Resources: 

• U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum 
and Salvinorin A at: www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

• U.S. Department of Health & Human Services, National Survey on Drug Use and Health: 
Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8Ihallucinogenslhallucinogens.pdf 

• For additional articles on health and safety issues go to the It's Your Health Web section at: 
www.healthcanada.gc.caliyh 0 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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. When assessing whether to add a substance to one of the Schedules to the 
CDSA, Health Canada considers the following factors: 

international requirements and trends in controlling the substance; 
similarity to other substances already regulated under the CDSA; 
whether there may be legitimate uses of the substance (e.g., potential health 
benefits, use in manufacturing, etc.); 
the potential for abuse and the risk of addiction associated with the substance; 
the extent of actual abuse of the substance in Canada and elsewhere; 
overall risk to public health and safety posed by the substance. 

In the case of S. divinorum, there is simply 
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DRAFT 
May 10,,-_~.(gQ __________________ m ______________________________________________________________ mu _______________________ -------{ Deleted: April 20 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has noted ongoing media interest regarding the availability of 
Salvia divinorum i&Q~~~~ __ g~~!~11_c:~~~~_~~_~!~~_~~_~~~y_~~_~_~~~~~~5?K~!!9.l:1_irt~~ _________ ,:----- )=De_let_ed_:_o_n th_e ____ --< 
from various municipalities and members of the public asking why Health Canada has - Deleted: ian market 

not taken steps to control the availability of Salvia divinorum, particularly given reports 
from scientific and media sources suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. 

Key Messages: 

• Health Canada advises Canadians not to usaS. divinorooroducts because 
very little is known about the substance and its potentia~_t?f~t?~!~ on the brain ___ -------{ Deleted: to cause adverse 

and/or body. 

• 

• It is illegal to sell NHPs in Canada unless they have been reviewed and 
approved by Health Canada and labelled with a Natural Product Number 
(NPN) or a Drug Identification Number - Homeopathic Medicine CDIN-HMl. 

• Health Canada continues to collect and study information as it becomes 
available, and to consult with law and health officials domestically and 
internationall to determine the best way to manage the risks associated with 
the use 0 Salvia ivinorum and whether it needs to be controlled under the 
Controlled Drugs and Substances Act. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• When S. divinorum is manufactured, sold or represented for use in modifying 
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organic functions in humans, and hallucinogens such as S. divinoru~_!!_~e~!~ _____ ------- Deleted: , work by modifying 
organic fWlctions in the brain the definition of a Natural Health Product (NHP) in accordance with the 

Natural Health Products Regulations and the definition of a drug under the 
Food and Drugs Act. 
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_. _It is illegal to sell NHPs in Canada unless they have been approved by Health +------
Canada and assigned a Natural Product Number (NPN) or Drug Identification 
Number - Homeopathic Medicine'LN __ ()n~~~_~gIQ~_Il_()_~:J!~l!j!!'!..~'!.I. _____________ ,-_----
product~ have been approved for sale._1:>YH~_~~!h_g~~~~~~_~~~_~~~ _________________ ~_:-----
distribution o'~~l:l~~~~~~~_~_~!"!lg~_~~_~~_}l_~_~~t?_~_l:lJ?j~~_~~_()_~~tp.l?U~'?~_~~~ _________ '..-.:: __ 
enforcement actions by the Health Products and Food Branch Inspectorate. . .... ". 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, 
salvinorin A, are regulated under the Controlled Drugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control 
Conventions and does not have to be regulated as a controlled substance in any 
of the countries (including Canada) that are signatories to these conventions. 

• Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, 
Japan, South Korea, Spain and Sweden) have placed controls on the import 
and/or sale of Salvia divinorum and/or salvinorin A. Although some individual 
U.S. states have implemented laws restricting its use, sale and/or distribution, 
Salvia divino rum and salvinorin A are not federally regulated under the 
Controlled Substances Act in the United States. 
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H'pressed on the lack OF statistics on Sa/via divinorum use in Canada: 2010, Health Canada had not 

• 

J 'J issued any Natural Product 

Health Canada is taking steps to address this lack of data. Questions about the use 
of Salvia divinorum have been included in the 2008-2009 Youth Smoking Survey, 
the 2009 Canadian Alcohol and Drug Use Monitoring Survey. The results from, 

Numbers (NPN) or Drug 
Identification Numbers -
Homeopathic Medicine (DIN-HM) 
for Salvia divinorum products,~ 

these surveys are scheduled to be released.#~.!h~ __ ~l?ti~w~~~t?~_~PQ~g: _________________ -------{ Deleted: anticipated 

I • It is anticipated that the data from these surveys will.,f_(»)?~J?~!~_~()Jl:l~_~_t?_~~~!~.i.C>~~ ____ ------- Deleted: help address some of 
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Ifpressed regarding the results of the 2009 Ontario Student Drug Use and Health 
Survey: 

• The results from the 2009 Ontario Student Drug Use and Health Survey were 
published on November 18,2009 and indicate that among responding students 
in Ontario, 4.4% reported using Salvia divinorum at least once in the past year. 
Health Canada will consider this data in its ongoing examination of Salvia 
divinorum and salvinorin A. 

Questions and Answers 

Ql - If Health Canada is aware of Salvia divinorum's ill-effects, why isn't it illegal? 
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Al - When S. divinorum is manufactured, sold or represented for use as a hallucinogen it 
meets the definition of a drug under the Food and Drugs Act. No drug can be sold legally 
without being approved by Health Canada prior to salej~_~_~!!~~~;Jl_~_()r~~Il~~}9JQ!_!!() __ // 
S. divinorum NHPs have been approved for sal~ The illegal sale ofNHPs containing S. ----- __ 
divinorum is subject to compliance and enforcemeni-aciions-bythe-HealihProduc-is-and------',- -
Food Branch Inspectorate. 

With respect to the ill effects, not enoughf~!!!!~g~_~_~~j~!!~~f!~~ __ ~!!-!~(~~)_()~~~~t(Il~~_!h~ ________ /"-
,J?.hx~j_~~~_~~1'_~X~J?.~!~~1* __ ~f~~~~~_~f~C!M~_ti~l'!!!Q~l!~_<:>.Il_J?!-!!!!~~_~~_~~~~_h~Y~_~_~~!! ________ _ 
carried out. As such, it is difficult to predict the potential for addiction and abuse of 
Salvia divinorum. More controlled systematic research in this area is needed. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 

A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Products Regulations and/or are found to pose a risk to the health of Canadians may be 
subject to compliance and enforcement action by Health Canada. Complaints about the 
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vicweif~'VIIg!lII;tbr:-tIIe general: 
Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regUlating Salvia divinorum as a controlled substance. What does that 
involve and what stage is it at? 

A4 - Health Canada considers several factors in determining whether scheduling a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

International requirements and trends in controlling the substance; 
Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 
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Deleted: An import target for 
products containing Salvia 
divinorum has already been placed 
with Canada Border Services 
Agency. 

Health Canada has only limited information on some ofJJ?~_~.1?~y~_-:.J?:l~!!!i~!!~~J1l:~t_()!_~c_~~ __ -,--,--{ Deleted: about the last three of 

thus there is simply not enough information available to determine whether regulation of 
Salvia divinorum under the CDSA is warranted. 
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It is anticipated that the data from the 2008-2009 Youth Smoking Survey and the 2009 
Canadian Alcohol and Drug Use Monitoring Survey in addition to the results from the 
2009 Ontario Student Drug Use and Health Survey will help address some of the 
information gaps about this substance~_t_~_f't<?~_~~_~~_11_~!~~!1c'!-L~1:l:~ex~_~!!!_~~ ____________ ~-------
available in 2010. \\\, 

,,-------------------------------------------------------------------------------------------------------------------------------------
Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 
AS -SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
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number of reports and the nature of reactions reported are, however,J?g~_~~<::9~~_<::J~ __________ -------{~De_leted __ : _____ ___' 

characterize the risk to the general population. These data also cannot be used to 
determine the incidence of use in the general population, as Health Canada does not have 
any information about the number of individuals using or who have used Salvia 
divinorum. 

If pressed: Q. Has Health Canada issued any kind of warning to Canadians about 
the use of Salvia divinorum? 

A. Health Canada is developing an It's Your Health (lYH) article on Salvia divinorum to 
help inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. I~J~_~~~~_~~_~~~~~_~ ____ /---{ Deleted: ' 
~-------~ 

or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for spiritual and medicinal purposes 
by the Mazatec Indians in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. Salvia divinorum is widely advertised and promoted on the 
Internet and sold in various alternative lifestyle stores as a "legal" alternative to street 
drugs. 
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resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique and generally is reported to be unpleasant. ._-------{ Formatted: Font: 12 pt 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) estimated that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year. 
5.4% of students (grades 7-12) ever used S. divinorum. 
Use of S. divinorum was significantly higher in males than in females (6.2% vs. 
2.3%) in 2009. 

Data from the 2007 report on Alcohol and Other Drugs published by the Addictions 
Foundation of Manitoba estimated that: 

3.7% of males vs. 2.2% of females (grades 7-12) used S. divinorum during that 
year. 

Data from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration estimated that: 

0.3% of persons aged 12 or older used S. divinorum in 2006. 
0.6% of persons between the ages of 12 and 17 used S. divinorum in 2006. 
1.7% of persons between the ages of 18 to 25 used S. divinorum in 2006. 

• Young adults (18-25) were nearly three times more likely than youths aged 12-17 
to have used S. divinorum in 2006. 
Males between the ages of 12-25 were three to four times more likely than 
females in the same age range to have used S. divinorum in 2006. 
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Salvia divinorum 

Issue 

Salvia.f!!::~~~q!7:I!!~i~:_4!x~1}g!:1l-'!l!_~~ __ ,!_~Q~_~~~~_~t~~g~_~_~!~~gj~g_~()_~~_IJ#!!!_f~J?:lJJx: __ ~()_~~_~!~~~~ _______ ,:_---- >=D=e=leted==: =' ======< 
names for S. divino rum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska -- Formatted: Font: Italic 

pastora, diviner's sage, magic mint, puff: incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divino rum for its ability to produce hallucinations. Certain websites are also promoting the use of 
S. divinorum as a "legal" alternative to street drugs. 

1

1 - ~~*L~Weare 
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it~fO~:a whole Iota£.· 
effects it may have on your body and/or brain. There is also no way to predict how it will affect \. \ compteJt~.tliat~.tbennot.:··. 

you with each use. \, \\ >=:C=!Y=~..,;~..,;.~=~ .... ' ..,;un=}=.i~.,.,~=ter..,;.in=IhI;=' ==< 

Background 

S. divillorurn is kllown to have psychotropic effects, which means it can affect the mind and 
mental processes. The leaves of this plant have been used traditionally by the Mazatec Indians for 
medicinal purposes (chewing the leaves or using them to make a tea) and spiritual purposes 
(smoking the leaves to induce a "mystical" or hallucinogenic experience). 

Products that claim to contain S. divillorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. TIle 
products are sold in a nwnber of forms, including fresh or dried leaves, liquids or seeds and plant 
cuttings for growing purposes. 
Risks Associated with the Use of Salvia divinorum 
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and may include the following: 
hallucinations; 
dysphoria (feeling unwell, Ulleasy or unhappy); 
out-of-bodyexperiences; 
uncontrollable laughter; 
loss of consciousness; 
short-term memory loss; 

I • lack of physical coordination; and 
slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. _In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product; 
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how much is used; 
the purity of the product (it may be mixed with other substances); 
how it is taken (e.g., chewed, swallowed or smoked); 
the user's mood and expectations. 

I 
While Sf_i~~~i~!s_~O_~_~N~~l?~_,!!~_~~~ep!~!~_~!~_t_,!~g~~_~~_~Y_!!"!~_~~~Kv~A~g~~~(~~!~_~~h'j~~~_~~ _______ -/--{>=De='eted==: s======< 
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how it affects the brain overall, including whether there are any long-term effects or 
permanent damage; 
how it interacts with other substances, including other drugs, natural health products and 
alcohol. 

The ..p()tentialofJeS':divinorlun to p~o<i~cephys_iclilcit!pe~~eIl<;elll1d/()r Cidcii<;tioIlis_llls()110t l<,~()~",-:, _ ---' :~=~nre~~,:~~~ufficient 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Just because a drug is plant-based 
or "natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal drugs 
and other substances that distort reality. (See the "Need More Info?" section below for links to 
resources that can help you with this.) 

I I 

I • 

Legal Status of Salvia divino rum 

In Canada 
When S. divinorum is manufactured, sold or represented for use in modifying organic functions in 
humans, and hallucinogens work by modifying organic functions in the brain, it meets the 
definition of a Natural Health Product (NHP) in accordance with the Natural Health Products 
Regulations and the defmition of a drug under the Food and Drugs Act. It is illegal to sell NHPs 
in Canada unless they have been reviewed and approved by Health Canada and labelled with one 
9fthe following: 

a Natural Product Number (NPN); or 

':', divinorum's 

, Formatted: Font: Italie 
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•. Numbering a Dmg Identification Number - Homeopathic Medicine (DIN-HM)" 
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Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs and 
Substances Act (CDSA). This is because there is not enough information available to determine 
whether regulation as a controlled substance is warranted. In an effort to collect more information 
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Reporting Adverse Reactions 

You can report any adverse reactions to the Canada Vigilance Program by one of the following 
three ways: 
Report online at the MedEffect™ Canada Web site 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance RepOlting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL070IC 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ Canada Web 
site. The Canada Vigilance Reporting Form and the adverse reaction reporting guidelines may 
also be obtained via this Web site. 

Need More Info? 

• For information about the Government of Canada's Anti-Drug Strategy, go to: 
www.nationalantidrugstrategy.gc.ca/ 
The Prevention section on this site has a number of helpful resources for parents, including: 
• Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp-apdltalk
aborder/index -eng. php 
• What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.ca/parents/pubsltalking-aborder/talking-aborder.html 

• Information on natural health products and the Natural Health Products Regulations can be 
found at: www.hc-sc.gc.ca/dhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
• The 2008-2009 Youth Smokiug Survey, at: 
www.yss.uwaterloo.ca/ysssite app/controller/index.cfm and 

• The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: www.hc-sc.gc.calhl
vsl drug-drogues/ cadums-esccad-eng. php 

• The 2009 Ontario Student Drug Use and Health Survey, at: 
www.camh.netiResearchlosdus.htrnl 

Additional Resources: 

• U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia divinorum 
and Salvinorin A at: www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 
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• U.S. Department of Health & Human Services, National Survey on Drug Use and Health: 
Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8lhallucinogens/hallucinogens.pdf 

• For additional articles on health and safety issues go to the It's Your Health Web section at: 
www.healthcanada.gc.caliyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
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DRAFT 
May 26, 2010 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has noted ongoing media interest regarding the availability of 
Salvia divinorum in Canad£!. Health Canada has also received a number of enquiries 
from various municipalities and members of the public asking why Health Canada has 
not taken steps to control the availability of Salvia divinorum, particularly given reports 
from scientific and media sources suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. 

Key Messages: 

• Health Canada advises Canadians not to use products containing S. 
divinornm because very little is known about the substance and its potential 
effects on the brain and/or bodv. 

Because of its hallucinogenic properties, products containing S. divinorum 
meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and 
Drugs Act. 

• It is illegal to sell NHPs in Canada unless they have been reviewed and 
approved by Health Canada and labelled with a Natural Product Number 
(NPN) or a Drug Identification Number - Homeopathic Medicine (DIN-HMl. 
The illegal sale of products containing S. divinorum may be subject to 
compliance and enforcement action under the Food and Drug Act. 

• Health Canada will continue to collect and study information about S. 
divinorum as it becomes available, and to consult with law enforcement and 
health officials domestically and internationally in order to determine the 
best way to manage the risks associated with its availability in Canada. 

Supplementary Messages: 

On the classification of Salvia divinorum: 
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• 

• 

Salvia divinorum is not listed under the United Nations Drug Control 
Conventions and does not have to be regulated as a controlled substance in any 
of the countries (including Canada) that are signatories to these Qonventions. 

Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, 
Japan, South Korea, Spain and Sweden) have placed controls on the import 
and/or sale of Salvia divinorum and/or salvinorin A. Although some individual 
U.S. states have implemented laws restricting its use, sale and/or distribution, 
Salvia divinorum and salvinorin A are not federally regulated under the 
Controlled Substances Act in the United States. 

1',... . ............... _ .................. _ .... '" ........ _ ...... _ .. ______ ." _ .. _ .......... _ .... _ ............ _________ ..• . ......... _ .. ____ .. __ .... _ .. _ ............ _ .. _ .. __ .~ .. _ ............ _ .... __ ...... __ _ 

If pressed on the lack of statistics on Salvia divinorum use in Canada: 

• Health Canada is taking steps to address this lack of data. Questions about the use 
of Salvia divinorum were included in the 2008-2009 Youth Smoking Survey, and 
the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS). The 
results from the Youth Smoking Survey were released on May 31, 2010 and the 
2009 CADUMS results are scheduled to be released in late June 2010 

• It is anticipated that the data from these surveys will _contribute to future decisions 
that Health Canada may make about how this plant and its active ingredient should 
be regulated. 

Ifpressed regarding the results of the 2009 Ontario Student Drug Use and Health 
Survey: 
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• The results from the 2009 Ontario Student Drug Use and Health Survey were 
published on November 18,2009 and indicate that among responding students 
in Ontario, 4.4% reported using Salvia divinorum at least once in the past year. 
Health Canada will consider this data in its ongoing examination of Salvia 
divinorum and salvinorin A. 

Questions and Answers 

Ql - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

Al - Because S. divinorum meets the definition of an NHP under the Natural Health 
Product Regulations, it is illegal to manufacture, sell or provide products containing S. 
divinorum without their being approved by Health Canada prior to sale. 

With respect to adverse effects, not enough controlled scientific studies looking into the 
physical and psychotropic effects of Salvia divinorum on humans and animals have been 
carried out. As such, it is difficult to predict the potential for addiction and abuse 
associated with Salvia divinorum, and it is for this reason, that Health Canada is not 
proceeding to regulate it as a controlled substance at this point in time. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 
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Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 
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Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum as a controlled substance. What does that 
involve and what stage is it at? 
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A4 - Health Canada considers several factors in determining whether regulation of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

I • International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada has only limited information on some of the above-mentioned factors, and 
thus there is simply not enough information available to determine whether regulation of 
Salvia divinorum under the CDSA is warranted. 

It is anticipated that the data from the 2008-2009 Youth Smoking Survey and the 2009 
Canadian Alcohol and Drug Use Monitoring Survey in addition to the results from the 
2009 Ontario Student Drug Use and Health Survey will help address some of the 
information gaps about this substance. Data from the Youth Smoking Survey has just 
been released and data from the 2009 edition of CADUMS will be available in late June 
2010. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 

AS -SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are, however, not adequate to 
characterize any risk of similar reactions to the general population. In particular, Health 
Canada does not have any information about the number of individuals in Canada using 
or who have used Salvia divinorum. 
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A. Health Canada is developing an It's Your Health (IYH) article on Salvia divinorum to 
help infonn the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed 
or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
tenn memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for spiritual and medicinal purposes 
by the Mazatec Indians in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. Salvia divinoru11l is widely advertised and promoted on the 
Internet and sold in various alternative lifestyle stores as a "legal" alternative to street 
drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year. 
5.4% of students (grades 7-12) ever used S. divinorum. 
Use of S. divinorum was significantly higher in males than in females (6.2% vs. 
2.3%) in 2009. 

Data from the 2007 report on Alcohol and Other Drugs published by the Addictions 
Foundation of Manitoba indicate that: 

3.7% of males vs. 2.2% of females (grades 7-12) used S. divinorum during that 
year. 

Data from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration estimated that: 

I • 

0.3% of persons aged 12 or older used S. divinorum in 2006. 
0.6% of persons between the ages of 12 and 17 used S. divinorum in 2006. 
1.7% of persons between the ages of 18 to 25 used S. divinorum in 2006. 
Young adults (18-25) were nearly three times more likely than youths aged 12-17 
to have used S. divinorum in 2006. 
Males between the ages of 12-25 were three to four times more likely than 
females in the same age range to have used S. divinorum in 2006. 
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DRAFT 
May 26, 2010 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has noted ongoing media interest regarding the availability of 
Salvia divinorum in Canada. Health Canada has also received a number of enquiries 
from various municipalities and members of the public asking why Health Canada has 
not taken steps to control the availability of Salvia divinorum, particularly given reports 
from scientific and media sources suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. 

Key Messages: 

• Health Canada advises Canadians not to use products containing~!u_umuuuu_-------{ Formatted: Font: Italic 

divinorum and/or salvinorin A because very little is known about the 
substance and its potential effects on the brain and/or body, and its impact 
on physical and mental functions. 

Because of its hallucinogenic properties, products containing S. divinorum 
and/or salvinorin A_meet the definition of a natural health product (NHP) 
under the Natural Health Products Regulations and the definition of a drug 
under the Food and Drugs Act. 

• It is illegal to sell NHPs in Canada unless they have been reviewed and 
approved by Health Canada and labelled with a Natural Product Number 
(NPN) or Exemption Number or a Drug Identification Number
Homeopathic Medicine (DIN-HM). The illegal sale of products containing S. 
divinorum and/or salvinorin A may be subject to compliance and 
enforcement action under the Food and Drug Act. 

• Health Canada will continue to collect and study information about S. 
divinorum as it becomes available, and to consult with law enforcement and 
health officials domestically and internationally in order to determine the 
best way to manage the risks associated with its availability in Canada. 

Supplementary Messages: 

On the classification of Salvia divinorum: 

• When products containing S. divinorum .a"-4'o_~_~(lI~i_n()!iru\_ar~_~a~~f(l,?~rt:clL _----- (Formatted: Font: Not Bold 

sold or represented for use in modifying organic functions in humans (where 
this would include having a hallucinogenic effect),Jht!Yu~~~tJ_h~At?ti!1i~!()"-_()(a __ /----{ Deleted:. 

~--------------~ 
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Natural Health Product (NHP) in accordance with the Natural Health Products 
Regulations and the definition of a drug under the Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been authorized by Health 
Canada and assigned a Natural Product Number (NPN) or Exemption Number or 
Drug Identification Number - Homeopathic Medicine. As of.s.el?!~~_~.t!r_~9.~_9!_Il~ ________ ------- Deleted: January 

products containing S. divinorum ~~ncyor sa}vjIl~~iIl_~J~!l"t;~~eIl_app~.<J"e_dJo~~<:t:~e_~y ___ ------- Deleted: however 

Health Canad~ ___________________________ : __ :::_:::_:: __ : ___________________________________________________________ ~:----- Formatted: Font: Not Bold 

- In Canada, neither the herb Salvia divinorum nor its main active ingredient, -- Deleted: 

salvinorin A, are regulated under the Controlled Drugs and Substances Act '-------------' 
(CDSA). 

- Salvia divinorum is not listed under the United Nations Drug Control 
Conventions and does not have to be regulated as a controlled substance in any 
of the countries (including Canada) that are signatories to these Conventions. 

_-__ Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, 
Japan, South Korea, Spain and Sweden) have placed controls on the import 
and/or sale of Salvia divinorum and/or salvinorin A. Although some individual 
U.S. states have implemented laws restricting its use, sale and/or distribution, 
Salvia divinorum and salvinorin A are not federally regulated under the 

Formatted: Bulleted + Level: 
1 + Aligned at: 0.63 em + Tab 
after: 1.63 em + Indent at: 
1.63 em 

Controlled Substances Act in the United States .. __ 
m 

_____ 

m 

______________ 

m 

__ 

m 

___________ --- ---{ Deleted:, 

If pressed on the lack 0/ statistics on Salvia divinorum use in Canada: 

- Health Canada is taking steps to address the paucity of data. Questions about the 
use of Salvia divinorum were included in the 2008-2009 Youth Smoking Survey, 
and the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS). The 
results from the Youth Smoking Survey were released on May 31, 2010 and the 
2009 CADUMS results~\\f~_r~}~I~~t?~_.m!_~ll~e_~4.L~QJ_9. _________________________________________ <::-- Deleted: are scheduled to be 

Deleted: in late 

I • It is anticipated that the data from these surveys wil~~on~~_~:t:t~~_~~_~~_u~t?_~e~is.i_<?Il~ _____ ------- Deleted: 
that Health Canada may make about how this plant and its active ingredient should '-----------' 
be regulated. 

Ifpressed regarding the results o/the 2009 Ontario Student Drug Use and Health 
Survey: 

- The results from the 2009 Ontario Student Drug Use and Health Survey were 
published on November 18, 2009 and indicate that among responding students 
in Ontario, 4.4% reported using Salvia divinorum at least once in the past year. 
Health Canada will consider this data in its ongoing examination of Salvia 
divinorum and salvinorin A. 

Questions and Answers 
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Q 1 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

Al - Because S. divinorum meets the definition of an NHP under the Natural Health 
Product Regulations, it is illegal to manufacture, sell or provide products containing S. 
divinorum .~!1~~_rsaJvin()ril1_A _~ith~~~ _~h_t?it ~~inK ~~~~()~J~~~ __ by _ ge~~tl1_~~~~~~_ Pri()t ~()m ___ -- ----{ Formatted: Font: Not Bold 

sale. With respect to adverse effects, there are insufficient controlled scientific studies 
looking into the physical and psychotropic effects of Salvia divinorum on humans. As 
such, it is difficult to predict the potential for addiction and abuse associated with Salvia 
divinoru~ __ tI~_(!Hh_~~~~~~_~jJI_~~~_tJ_~~~_~~_~l1aly~~_~_~~_~-,:,~il~_bl~_e-,:,i~en_c~J_n_()~~~~_!~ ________ -------
determine the most appropriate method of control of S. divinorum .... mm_m ______ mm __ mmu,_------

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divinorum itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 

A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Products Regulations may be subject to compliance and enforcement action by Health 

Deleted: , 

Deleted: Based on the available 
evidence. Health Canada is not 
proceeding to regulate it as a 
controlled substance at this point 
in time. 

Formatted: Highlight 

Canada. Complaints about the illegal sale of drugs containing S. divinorum .~I1~~_~_m ______ -------{ Formatted: Font: Not Bold 

salvinorin A can be referred to the Health Products and Food Branch Inspectorate at 1-
800-267-9675"' ____________________________________________________________________________________________________________ -------i'-De_I_eted_: ____ -----' 

Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum as a controlled substance. What does that 
involve and what stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada is continuing to analyzs.i.nK~!l!l_ati~~,(el_a!e_~_t_<?_!he __ a~()v_e~l11t!n_ti_O_~t!<l_m __ // 
factors as it becomes available in order to determine the most appropriate mechanism of 
control of S. divinorum~ _____ m_mmmm __ m_mm __ m ____ m_m ___ m __ m_m ______ mm _ 
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I ~ ___________________________________________________________________________________________________________________________________ \-----
Q5 - Didn't an internal report from Health Canada's Marketed Health Products , 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why :\ 
has that recommendation not been acted upon? \ \. 

I, 

i ~~ " 
AS -See A4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 
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\ and its active ingredient. The A6 - Health Canada has received four domestic adverse reaction reports related to the use " " 
~ ~ ',\ 

': Deleted: D of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The :,:, :, 
" number of reports and the nature of reactions reported are, however, not adequate to :,: :, Deleted: d 
" 
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If pressed on whether Health Canada has issued any kind of warning to Canadians "', 
about Salvia divinorum;. \,::\ 

A. Health Canada is developing an It's Your Health (IYH) article on Salvia divinorum to ',', 
help inform the general public about the risks associated with the use of this substance. " " 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed 
or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by 
the Mazatec Indians in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. Salvia divinorum is widely advertised and promoted on the 
Internet and sold in various alternative lifestyle stores as a "legal" alternative to street 
drugs. 

p<lt~Kr~IXl_t_~~_~_Q~~_Qn~<lti~_~!~d_~~!_l)_~llg_ys~_a~~_tI~<lW~S_llry~y._(Q~pytI~)p_ll~!!sh~<:i ____ -------
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year. 
5.4% of students (grades 7-12) ever used S. divinorum. 
Use of S. divinorum was significantly higher in males than in females (6.2% vs. 
2.3%) in 2009. 
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Data from the 2007 report on Alcohol and Other Drugs published by the Addictions 
Foundation of Manitoba indicate that: 
• 3.7% of males vs. 2.2% offemales (grades 7-12) used S. divinorum during that 

year. 

Data from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration estimated that: 
• 0.3% of persons aged 12 or older used S. divinorum in 2006. 

0.6% of persons between the ages of 12 and 17 used S. divinorum in 2006. 
• 1.7% of persons between the ages of 18 to 25 used S. divinorum in 2006. 
• Young adults (18-25) were nearly three times more likely than youths aged 12-17 

to have used S. divinorum in 2006. 
• Males between the ages of 12-25 were three to four times more likely than 

females in the same age range to have used S. divinorum in 2006. 
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Hi Daniel, 

Stephanie 
Chandler/HC-SC/GC/CA 

2010-05-31 11 :09 AM 

Here is the latest draft of the lAS for Salvia. 

Draft Salvia Divinorum lAS Jan 13 2010.doe 

To Daniel Galarneau/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: Proposed changes to Salvia lAS 

The email attached below includes a summary of the proposed changes, which Denis and I had discussed 
and he was going to look over before we presented them to Jocelyn. I've been waiting to meet with 
Jocelyn before actually starting on the next lAS draft. 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Policy and Regulatory Affairs Division! Division des politiques et affaires reglementaires 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
-- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-05-31 11 :04 AM --

Hi Denis, 

Stephanie 
Chandler/HC-SC/GC/CA 

2010-05-2801 :17 PM 
To Denis ArsenaultlHC-SC/GC/CA 

cc 

Subject Proposed changes to Salvia lAS 

I've made a list of some of the main proposed changes to the lAS for Salvia that we already discussed. 
Let me know your thoughts. 

Proposed changes. to lAS for Salvia divinorum .doe 

I've also prepared some initial Pros and Cons for the options we discussed. I realize Jocelyn hasn't 
approved the options themselves yet, but thought it might be helpful for discussion anyway ... 

Identification and .Analysis of Options_2.doe 

Steph 
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Stephanie Chandler 
Junior Regulatory Project Officer 
Policy and Regulatory Affairs Division/ Division des politiques et affaires reglementaires 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Issue Analysis Summary DRAFT 

Scheduling Salvia Divinorum and/or Salvinorin A under the CDSA 

Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate 
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1. APPROVALS 

This Issue Analysis Summary is approved. 

Diane Allan, Director 
Office of Controlled Substances 
Tobacco and Drugs Directorate 

[DD/MM/2009] 

2. ISSUE 

January 13, 2010 

In Canada, neither the herb Salvia divinorum (S divinorum) nor its main active ingredient, 
salvinorin A, are controlled under the Controlled Drugs and Substances Act (CDSA). Health 
Canada has received a number of enquiries from various municipalities and members ofthe 
public asking why Health Canada has not taken steps to control the availability of S divinorum, 
particularly given reports from scientific and media sources suggesting that S divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. Health 

1 
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Canada has also noted an ongoing media interest regarding the availability of S. divinorum in 
Canada. 

3. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules to the CDSA, in order to determine whether or not S. divinorum, and/or 
salvinorin A, should be regulated as controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum, which is also referred to chemically as a neoclerodane 
diterpene, is found primarily in the leaves, and to a lesser extent in the stems.! 

S. divinorum is widely touted as a "legal" alternative to street drugs on the Internet, and has also 
been reported to be one of the most prevalently marketed herbal dietary supplements available 
for use as an alternative to illicit drugs of abuse among adolescents and young adults? While 
very little is known about how and where S. divinorum is sold in Canada, it is suspected that it is 
mainly purchased over the Internet and/or bought at head shops, and alternative life style stores, 
etc. 

A 2006 National Survey on Drug Use and Health Report, published in February 2008 by the 
Substance Abuse and Mental Health Administration in the United States, also estimated that: 

• 1.8 million persons aged 12 or older used Salvia divinorum in their lifetime, with 
approximately 750,000 having done so in the past year; 

• Use was more common among young adults (18 to 25 years old) as opposed to older 
adults (> 26 years of age); 

• Young adults were nearly three times more likely than youths, aged 12 to 17, to have used 
Salvia divinorum in the past year; and 

• Use was more common in males than in females. 

1 U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(1O): 1634-9. 
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The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
and involving the concomitant use of alcohol in a person diagnosed with Attention Deficit 
Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD), of the Health Products and Food 
Branch (HPFB), prepared an issue analysis summary (IAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as a controlled substance (a 
recommendation that was maintained when the IAS was updated in November 2006). 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June, 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products should be restricted from 
over-the-counter use. Should any such (unauthorized) health products be found on the Canadian 
market, they should be removed from sale. Such products would constitute a Type II Health 
Risk, defined as "A situation in which there is a reasonable probability that the use of, or 
exposure to, a product, will cause moderate or mild adverse health consequences. 

Further to an ADM discussion in April 2007, DSCSD organized a meeting with MHPD, NHPD 
and the Inspectorate ofHPFB (HPFBI) on May 16, 2007 to discuss S. divinorum. At that time, it 
was decided that S. divinorum would be classified by HPFB as a Type II substance. MHPD was 
to send the HRA and SA to DCSCD, look into preparing an adverse reaction case presentation in 
the ADR Newsletter, and explore the possibility of developing a product advisory. HPFBI was to 
determine compliance activities based on the HRA Type II classification and check with Canada 
Border Services Agency (CBSA) to determine if any further information regarding S. divinorum 
shipments was available. The Office of Research and Surveillance, DSCSD was to continue to 
work on the S. divinorum Fact Sheet and explore the feasibility of a health food/natural food 
store survey on S. divinorum. OCS was to gather information from Australia regarding its 
scheduling decision and to find out whether the DEA had any plans to schedule S. divinorum in 
the near future. 

On September 13, 2007, a meeting was organized between DSCSD, MHDP, NHPD and HPFBI 
to discuss what is known about S. divinorum from a regulatory perspective and to reach 
consensus on next steps. 

The following action items came out of this meeting: 
(1) DSCSD to submit a response to the MHPDINHPD analytical documents and 
MHPDINHPD to make changes accordingly; 
(2) DSCSD to finalize the latest version of the media lines on S. divinorum and put them 
forward, via Communications, for approval in HPFB; 
(3) DSCSD to find out the status of draft fact sheet that was being developed by its Office 
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of Research and Surveillance; 
(4) HPFBI to discuss the potential allocation of additional resources, e.g., additional 
inspectors, etc. to the S. divinorum file; and 
(5) DSCSD to explore the notion of scheduling, i.e., carry out a preliminary scheduling 
assessment, as part of a mid to long-term action plan. 

The Director Generals ofDSCSD, MHPD, TPD and the HPFBI also met on September 26, 2008 
to discuss an update on issues relating to S. divinorum and to determine an agreed upon approach 
for subsequent steps. 

The following action items came out of that meeting: 
(1) Review and provide comments on S. divinorum lAS and SA and revise and re-issue 
lAS and SA, as needed; 
(2) circulate draft Fact Sheet for comment and explore the possibility of developing a 
public-friendly communication; 
(3) prepare draft media lines for S. divinorum and circulate for comment; 
(4) contact DAS labs for any information on S. divinorum; 
(5) prepare project charter for S. divinorum working group; 
(6) contact Public Health Agency Canada (PHAC) for representation; 
(7) continue work on scheduling assessment for S. divinorum; and 
(8) continue sharing information relating to S. divinorum as it arises. 

4.1 Legislative Frameworks for Drug Control in Canada 

4.1.1 Food and Drug Regulations 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence of a 
product's safety, efficacy and quality and Health Canada reviews this information carefully. If 
the review is satisfactory, a Notice of Compliance (NO C) is issued and appropriate Drug 
Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoring, correcting or modifying organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

4.1.2 Natural Health Product Regulations 
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The Natural Health Products Regulations (NHPR) came into force in January, 2004 to provide 
Canadians with ready access to natural health products (NHPs) that are safe, effective, and of 
high quality, while respecting freedom of choice and philosophical and cultural diversity. The 
NHPR contain a product licensing system that requires that all licensed products display a 
product identification number preceded by the prefix NPN, or, in the case of a homeopathic 
medicine, by the letters DIN-HM on their labels. The number is issued once a product is 
authorized for sale in Canada by the Natural Health Products Directorate. Product authorization 
requires either reference to a natural health product monograph or submission of other evidence 
of safety and health claim. A system of site licensing is also included in the NHPR which 
requires that all manufacturers, packagers, labellers, and importers be licensed; sites have 
procedures in place respecting distribution records and product recalls; where applicable, sites 
have procedures in place for the handling, storage and delivery of their products, and sites meet 
good manufacturing practice requirements. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
m: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to whether the product or medicinal ingredient therein, is safe 
for consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule to the CDSA is should be placed, Health Canada considers the following factors: 
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• International requirements and trends in control/scheduling; 
• Chemical and pharmacological similarity to other substances already scheduled under the 

CDSA; 
• Legitimate uses ofthe substance (i.e. therapeutic, industrial or commercial); 
• Potential for abuse and/or addiction liability of the substance; 
• Extent of actual abuse in Canada and internationally; and 
• Overall risk to public health and safety of Canadians. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in Control/Scheduling 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these conventions. 

Australia 

In June, 2002, Australia became the first country to prohibit S. divinorum and salvinorin A. 
Although both S. divinorum and salvinorin A are listed on Schedule 9 of Australia's Standard for 
the Uniform Scheduling of Drugs and Poisons on the basis of "high potential for abuse and risk 
to public health and safety", no substantiation of this risk was provided at the time of this 
scheduling decision. Schedule 9 is Australia's most restrictive drug schedule, and includes 
"substances which may be abused or misused, the manufacture, possession, sale or use of which 
should be prohibited by law except when required for medical or scientific research, or for 
analytical, teaching or training purposes with approval of Commonwealth and/or State or 
Territory Health Authorities.,,3 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. 

Denmark 

Shortly after, in 2003, Denmark prohibited S. divinorum and salvinorin A by adding them to their 
list of "category B" controlled substances, a category which also includes psilocybin mushrooms, 
cocaine, amphetamine, and several others substances that are only legal for medicinal and 
scientific purposes. Illegal possession carries a penalty of up to two years in prison. 

Germany 

3 http://www.cognitiveliberty.org/news/salvia_australia.htm 
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S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25,2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of 
S. divinorum, and its active constituent salvinorin A. On January 11, 2005, the Ministry of 
Health made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" 
of the Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs will be banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale 
i.e., that beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or to a fine of up to five million yen. 

Spain 

On January 28,2004 the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum, along with a long list of other alleged "toxic" herbs. The 
regulation went into effect on May 6, 2004 and only prohibits activities related to commerce. 
Possession and/or use are not considered to be criminal offences. 

In Estonia, Finland, Iceland and Norway S. divinorum is treated as a medicinal herb and it is 
illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act, although some individual states have implemented laws restricting its use, sale 
and/or distribution. As of October 2009, fourteen states have enacted legislation placing 
regulatory controls on S. divinorum and/or salvinorin A. Delaware, Florida, Illinois, Kansas, 
Nebraska, North Dakota, Ohio, Oklahoma, and Virginia have placed S. divinorum and/or 
salvinorin A into Schedule I of state law. 

California, Louisiana, Maine, North Carolina and Tennessee have enacted other forms of 
legislation restricting the distribution ofthe plant. Legislative bills proposing regulatory controls 
died in Alabama, Alaska, Georgia, Indiana, Maryland, South Carolina, Texas and West Virginia. 

California 
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For example, effective January 1, 2009, the sale or distribution of S. divinorum or 
salvinorin A, or any substance or material containing S. divinorum or salvinorin A, to any 
person under 18 years of age became a misdemeanor in the state of California that is now 
punishable by imprisonment in a county jail for not more than six months, by a fine of no 
more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption which contains a hallucinogenic plant. A "hallucinogenic plant" is defined 
as "any part or portion" of the forty plants listed, which includes S. divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated similar to how tobacco products 
are controlled. Adults eighteen years of age or over can legally purchase and use the 
material, but selling or providing S. divinorum or salvinorin A to anyone under the age of 
eighteen is a criminal offence. Possession by a minor is a civil violation, punishable by a 
fine, community service, or both. 

North Carolina 

On February 11,2009, Senate Bill 138 was introduced to the North Carolina State 
Legislature which sought to make Salvia divinorum and salvinorin A Schedule I 
controlled substances in that state. This bill was later amended to make possession of 
S. divinorum an infraction, a minor crime punishable by a maximum $25 fine. A third 
possession offence would be charged as a misdemeanor. There are no separate 
penalties for manufacturing or sales. This bill includes two exemptions. One permits 
growing the plant for aesthetic, landscaping, or decorative purposes; the other allows for 
university-affiliated medical or pharmacological research. The amended version passed 
the Senate unanimously on May 14, 2009, the House approved it on August 5, 2009 
and it was signed into law on August 28, 2009. The new law came into effect on 
December 1, 2009. 

Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not however a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
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retail establishment without a prescription when it is recognized by the FDA as a 
homeopathic drug. 

In addition, the U.S. Department of Justice Drug Enforcement Agency (DEA) has also placed S. 
divinorum and salvinorin A on a list of drugs and chemicals "of concern," without legal 
implication. 

4.2.2 Chemical and Pharmacological Similarity to Other Substances Listed in the CDSA 

The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wormwood) and Cannabis sativa. Salvinorin 
A is considered by some as the most potent natural hallucinogen ever isolated.4 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a way that is quite unique.5 Recent pharmacological screenings of receptors have found it to 
be a highly potent and selective K-opioid receptor (KOR) agonist.6 

The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
LSD or PCP. 7 Yet, it is said to have only weak influence on the prevailing mood of the user 
which differentiates it from other hallucinogens such as LSD and psilocybin.8 Its strong 
dissociative effects are often compared to those ofketamine. Users have reported that the 
psychedelic effects of S. divinorum were most similar to those caused by psilocybin mushrooms. 9 

However, users familiar with the effects of other hallucinogens agree that despite certain 
similarities to classical hallucinogens, the visions and overall experience is quite unique. 10 

In addition, while the psychedelic effects of S. divinorum are similar to those of classical 
psychedelics regarding changes in perception and somatic sensations. S. divinorum causes an 

4 Ott J. Ethnopharmacognosy and human pharmacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.org/ott2.htrnl 

5 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43 ( 1 ):53-6. 
6 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 
7 Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
8 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 Jun;43(1):53-
6. 
9 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
10 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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unusually high degree of sedation, weakness and fatigue, while the increased de-realization is not 
commonly reported for classical psychedelics. II The combination of these effects seems to 
correlate with that of other KOR agonists such as pentazocine. 12 

4.2.3 Legitimate Uses of Salvia Divinorum 

There are no legitimate medical or industrial uses for S. divinorum in Canada. 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use. 13 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico,14 where an infusion of the leaves or ingestion of the leaves is used to 
treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the stomach. IS 

Its main use is however for its psychoactive properties in the aid of producing "mystical" or 
hallucinogenic experiences as part of spiritual rituals. 16 

4.2.4 Potential for Abuse Liability and/or Addiction Liability of the Substance 

Most clinically used opioid analgesics (e.g. codeine, oxycodone, morphine) are selective for the 
JL-opioid receptor (MOR) and can be habit-formingl7because activation ofthe MORs causes 
euphoria, which makes the user want to take them. As previously mentioned, salvinorin A is a 
potent, selective agonist of the K-opioid receptor (KOR), and in contrast to the euphoria produced 
by MOR agonists, the KOR agonists are negatively reinforcing and aversive. 18 In addition, KOR 

11 Gonzalez D, Riba 1, Bouso lC, Gomez-larabo G, Barbanoj M1. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
12 Arasteh K, Poudevida S, Farre M, Roset PN, Cami 1. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and bpioids. Drug 
Alcohol Depend. 1999 lUll 1;55(1-2):117-25. 
13 Barker RL, Fawcett 1, Barkin SI. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Error! Main Document Only.Tidgewell et aI., 2004. A 
facile method for the preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 
5099-5102. 
14 Gonzalez D, Riba 1, Bouso lC, Gomez-larabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
15 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv .unimelb.edu.aularchive/00002327 10 I/Munro2006thesis.pdf February 2007. 
16 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78( 5):527 -31. 
17 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lIth Ed. Brunton LL, Lazo IS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
18 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo IS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
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agonists have analgesic properties but are not associated with respiratory depression like MOR 
agonists. Initially, these effects provided hope for the development of an analgesic absent of 
addiction liability and respiratory depression, however, it was soon discovered that KOR agonists 
produced dysphoria and psychomimetic effects such as confusion, hallucinations and 
depersonalization.!9 Finally, while MOR increases the release of dopamine, the activation of 
KOR decreases dopamine release in the nucleus accumbens.2o 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration by which it is taken. Traditional uses generally produce mild effects because the 
leaves are rolled and chewed or crushed and prepared as a foamy infusion whereby the salvinorin A 
is degraded in the gastrointestinal system before being absorbed into the bloodstream. These methods 
rely on contact with the oral mucosa for absorption and the level of effect relates quite closely to the 
length oftime the material spends in the mouth. Onset of effect generally takes 5-10 minutes which 
build over the next hour and last for another hour before the effects begin to subside?! 

Routes that avoid the hepatic first-pass effect are the quickest and most intense?2 Salvinorin A 
can be isolated from the plant to make a powder which can be vaporized and inhaled. This 
method of administration is the most powerful and only requires 200-500jlg of salvinorin A 
powder to produce the same effects as those of fresh leaves. The onset of effect felt from 
vaporizing salvinorin A powder is about 30 seconds and effects last for about 5-10 minutes and 
subside over the next 30 minutes.23 

Smoking is by far the most popular method of administration24 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A and/or a concentrated extract can also be 

The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann NY Acad Sci. 1992 Jun 
28;654:347-56. 
19 Pfeiffer A, Brand V, Herz A, Emrich HM. Psychotomimesis mediated by kappa opiate receptors. Science. 1986 
Aug 15;233(4765):774-6, Rimoy GH, Wright DM, Bhaskar NK, Rubin PC. The cardiovascular and central nervous 
system effects in the human ofU-62066E. A selective opioid receptor agonist. Eur J Clin Pharmacol. 
1994;46(3):203-7, and Walsh SL, Strain EC, Abreu ME, Bigelow GE. Enadoline, a selective kappa opioid agonist: 
comparison with butorphanol and hydromorphone in humans. Psychopharmacology (Berl). 2001 Sep;157(2):151-62. 
20 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lIth Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
22 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
24 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
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used sub lingually. S. divinorum nor salvinorin A are not injected because the powder is insoluble 
in water.25 

Although the various modes of administration lead to variable onset and duration of the effects, 
the effects of S. divinorum are generally accepted to be: becoming objects, visions of various 
two-dimensional surfaces, films and membranes, revisiting places of the past (particularly 
childhood), loss of the body and/or identity, various sensations of motion (being pulled or twisted 
by a force of some kind), uncontrollable hysterical laughter, and overlapping realities 
(perceptions of being in more than one place).26 Laughter, happiness, sense of well-being and 
dissociative effects were deemed the best aspects of S. divinorum by users, second only to the 
"trip" that the drug elicits.27 Depersonalization, speaking gibberish, widening of consciousness, 
subjective illusions of rapid movement, flying or hovering however have also been reported.28 

The aversive effects of previously studied KOR agonists would predict that the risk of addiction to S. 
divinorum is negligible, however, very few controlled scientific studies of the physical and 
psychotropic effects of Salvia divinorum on humans have been carried out and, therefore, using these 
studies to predict its potential for addiction and abuse is difficult. In addition, in the studies that have 
been conducted, there is conflicting information around the addiction liability of S. divinorum in 
both animals and humans. More controlled systematic research in this area is needed. Further 
studies on the mediated decrease of dopamine as well as the impact of dose on the reward and 
aversive effects are also warranted. 

Another aspect of S. divinorum' s abuse potential stems from its availability. As previously 
mentioned it is widely available for purchase on the Internet through drug promotional sites and 
is also sold in various "head shops" and comer stores. In addition, the potential for high yields 
and ease of extraction may make buying and selling the drug quite affordable and attractive. 
Originally the concerns for the abuse potential were minimal since it was concluded that 1 kg of 
dried leaves yielded only 3 to 6 humans doses of salvinorin A. However, it was discovered that 
vaporizing and inhaling 200-500 Ilg had profound hallucinogenic effects.29 The extraction of 
salvinorin A from the plant is very easy and with care, approximately 1.5 grams of pure 
salvinorin A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. Therefore, even 
poor yields of a gram per kilograms of dried leaves would provide a dose for 2000 human 

25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
26 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic [mdings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 

27 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62. 
28 Bucheler R, Gleiter CR, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S Sage). 
Pharmacopsychiatry. 2005 J an;3 8( 1): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43(1):53-6. 
29 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
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doses.3o This easy isolation makes buying the drug quite affordable. S. divinorum leaves sell for 
$0.50-7 per gram, plants for $20-45 and the liquid extract for $4-10 per millilitre.31 

4.2.5 Extent of Actual Abuse in Canada and Internationally 

Very limited data exists regarding the actual population use of Salvia divinorum across the 
Canadian population. To address this lack of data, questions about the use of S. divinorum were 
included in the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Drug Use 
Monitoring Survey and the 2009 Ontario Student Drug Use and Health Survey. 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% report using Salvia divinorum at least 
once in the past year; 

• Males (6.2%) are significantly more likely than females (2.3%) to use Salvia divinorum; 
• There is significant grade variation, with Salvia divinorum use most likely among 11 th 

graders (8.6%) and lih graders (8.4%); and 
• There are significant regional variations, with students in the North (9.2%) most likely to 

use Salvia divinorum. 

Further data from the two national surveys, i.e., the 2008-2009 Youth Smoking Survey and the 
2009 Canadian Alcohol and Drug Use Monitoring Survey, will be available in 2010. 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. 

Health Canada's Drug Analysis Services (DAS) has collected some raw data regarding the 
number of samples identified as containing salvinorin A in the DAS labs, however, as the plant 
and/or substance is not in the CDSD druglist, it is not possible to have records of any seizures of 
it in the database. 

30 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
31 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 

13 

000770 



NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Year Return Completed Count 
2006 6 
2007 8 
2008 6 
2009 To be updated 

In addition, the National Forensic Laboratory Information System (NFLIS) and the System to 
Retrieve Information from Drug Evidence (STRIDE) in the United States is a Drug Enforcement 
Agency (DEA) database that collects scientifically verified data on analyzed samples in state and 
local forensic labs. It also includes data from STRIDE, which are analyzed samples from DEA 
labs. The following table shows Salvia divinorum items seized from 2000 through 2008. 

ANALYZED SAL VIA DIVINORUM or SAL VINORIN A SEIZURES 

(Number of items/Exhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 2007 2008* 
NFLIS- 0 0 0 0 

State/Local l 

STRIDE2 0 0 1 1 
TOTAL 0 0 1 1 

Data Source: NFLIS & STRIDE, 2008 data queried 1112412008 
I NFLIS reported items of salvinorin A 
2 STRIDE reported items of Salvia divinorurn. 
* Includes only January - September data in 2008. 

1 8 12 12 32 

1 0 0 0 0 
2 8 12 12 32 

Two reports regarding the abuse of S. divinorum have been published in the academic literature. 
The first was an international case report in which a young man (19 years of age) described his 
perceptions after inhaling the smoke from S. divinorum. The peak psychotropic effects, 
including prickling of the skin, fever-like hot flashes, muscular tremor, and depersonalization, 
were reached in less than five minutes after inhalation of an unknown amount of dried leaves.32 

The second case involved a 15-year-old male who presented to psychiatric emergency services 
with acute onset of paranoia, deja vu, blunted affect, thought blocking and slowed speech, after 
smoking Salvia divinorum over an unknown period of time. During his hospitalization all 
symptoms improved significantly except the feeling of deja vu. Based on this case presentation, 
the author suggested that the feelings of deja vu may be considered long-term effects of Salvia 
use.33 However, given that this is the only case report in which deja vu was associated with the 
use of S. divinorum, more reports are needed to substantiate this finding. 

In addition to the above-mentioned case reports, in 2006, a case was reported in the U.S. in 
which a 17-year-old boy committed suicide after smoking S. divinorum for unknown period 

32 Error! Main Document Only.Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited 
hallucinogenic plants: increasing relevance for public health? A case report and literature review on the consumption 
of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
33 Error! Main Document Only. Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102,823-824. 
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of time. 34 It should be noted that alcohol and general depression were the main confounders in 
this case. This case did, however, result in the state of Delaware passing a law outlawing 
S. divinorum, and classifying it as a Schedule I controlled substance with other hallucinogenic 
substances. 

It is difficult to determine the extent of actual abuse of S. divinorum as there appear to be 
inconsistencies in the literature regarding risk aversion. For example, one author states: "Many 
who have used sa1vinorin A find the experience extremely unnerving, frightening and overly 
intense and most have no desire to repeat the experience.,,35, however, this aversion to the drug is 
not an effect being echoed in other studies and reports.36 Moreover, over eighty percent of users 
surveyed on a web-based questionnaire about their S. divinorum use said they would probably or 
definitely use S. divinorum again.37 Therefore, despite the fact that users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 
experience, persisting negative effects (most often anxiety)38 sweating, chills, increased diuresis, 
impaired vigi1ance,39 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 
drug,40 it is difficult to determine the influence these effects have on the use of S. divinorum. 

4.2.6 Overall Risk to Public Health and Safety of Canadians 

The increase in the number of enquiries from various municipalities and members of the public 
and in the amount of media interest regarding the availability of Saliva divinorum in Canada may 
be an indication that the recreational use of S. divinorum as a hallucinogen may be on the rise in 
Canada. It is, however, premature to make this assumption as Health Canada presently does not 
have any viable statistics on the actual population use of S. divinorum across the Canadian 
population. 

The potential for harm to the user and/or other individuals may be increased as users may get up 
and walk around without apparent awareness of their movements, behaviour or surroundings, 
distinction between self and surroundings is lost, and at doses greater than lmg of sa1vinorin A, 

34 http://www.kvbc.com/Global/story.asp?S=4893692 
35 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

36 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Biicheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38(1):1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
37 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
38 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
39 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
40 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62. 
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out of body experiences are frequent and loss of consciousness has been reported.41 

As stated earlier, there are no approved medical uses for S. divinorum in Canada. Health Canada 
has also not received nor approved any submissions for natural health products for sale in 
Canada. Therefore, products that claim to contain this substance have not been extensively 
reviewed by Health Canada and as such, may be counterfeit or may contain other ingredients that 
may pose risks to health. For example, like all drugs of abuse, the users are often unaware ofthe 
potency and adulterants in the products they are purchasing. A study by Wolowich et al. 
(2006)42, showed that the salvinorin A content in five out of five S. divinorum products were 
falsely indicated on the label and 4 out of 5 products contained unidentified adulterants (i.e. 
vitamin E, caffeine). 

Health Canada has only anecdotal information about the use of S. divinorum in Canada and the 
risk of abuse and/or risk that S. divinorum poses to the health and safety of Canadians. Although 
reports of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have 
been received through the Canada Vigilance database, it is important to note that the number of 
reports and the nature of reactions reported are not adequate to characterize the risk to the general 
population. These data cannot be used to determine incidence of use in the general population, as 
Health Canada does not have any information about the number of individuals using or who have 
used S. divinorum. 

5. ASSESSMENT OF RISKS AND BENEFITS (OPTIONAL) 

41 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmaco1. 1994 
Jun;43( 1 ):53-6. 

s.21(1)(a) 
s.21(1)(b) 

42 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 

S. divinorum' s KOR -mediated aversive and dysphoric effects do not appear to be hampering its use. 
Young adults have begun smoking the leaves and leaf extract recreationally.46 It can be purchased 
through online botanical companies and other drug promotional sites and is often touted as a legal 
alternative to substances such as cannabis and mescaline.47 Interestingly though, after being widely 
available for over a decade, the drug has not had any extreme social impact as did LSD or MDMA. 48 

The following points should be considered: 

• Over the past few years, there has been an increase in the number of enquiries that Health 
Canada is receiving from various municipalities and members of the public regarding the 
availability of Salvia divinorum as a hallucinogen. 

46 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
47 W olowich WR, Perkins AM, Cienki n. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
48 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327 10 lIMunro2006thesis.pdf February 2007. 
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• Health Canada has also observed a steady increase in the amount of media interest 
regarding the availability of S. divinorum in Canada. 

Salvia divinorum meets the definition of a natural health product (NHP) under the Natural 
Health Product Regulations (NHPR). This means that products containing S. divinorum must be 
approved by Health Canada prior to sale in Canada and that product's that are not in compliance 
with the NHPR may be subject to compliance and enforcement actions. As Health Canada has 
yet to receive and/or approve any applications for natural health products containing S. divivorum 
for sale on the Canadian market, it is difficult to ascertain how much S. divinorum is currently 
sold or consumed in Canada at the present time. Several challenges also arise with respect to the 
importation and domestic movement of such products as they are often declared as incense and 
therefore cannot be considered non-market natural health products. In addition, compliance and 
enforcement actions, such as voluntary stop-sales, forfeiture, destruction, and administrative 
seizure, cannot be implemented unless the labeling clearly indicates that the product is to be used 
for consumption and/or pharmacological effects (ie. statements regarding contraindications or 
restrictions on use) upon which the product will no longer meet the definition of a consumer 
product (i.e. incense) and will meet the definition of a NHP. The NHPR are therefore limited in 
their capacity to control the availability of S. divinorum beyond the scope of scenarios listed 
above. 

- It is also hard to know because we have no way of tracking or counting 

8. RECOMMENDATION 
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9. CONSULTATIONS 

• Drug Analysis Services (DAS) 

• Royal Canadian Mounted Police (RCMP) 

• Canada Border Services Agency (CBSA) 

10. IMPLEMENTATION AND EVALUATION 
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Hi Lisa, 

Jocelyn Kula/HC-SC/GC/CA 

2010-06-0101:14 PM 

To Lisa MacKay/HC-SC/GC/CA@HWC 

cc 'Stephanie Chandler/HC-SC/GC/CA@HWC, Denis Arsenault 

bcc 

Subject Fw: Input on Revised IYH and MLs for Salvia 

Apologies, I attached the wrong version of the media lines ..... 

Salvia M Ls + DeS Input May 26 201 O. doc 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-06-01 01 :13 PM ---

Jocelyn Kula/HC-SC/GC/CA 
2010-06-01 01 :07 PM To Lisa MacKay/HC-SC/GC/CA 

cc Denis Arsenault, Stephanie Chandler/HC-SC/GC/CA@HW~ 

Subject Input on Revised IYH and MLs for Salvia 

Hi Lisa 

Please accept my apologies for taking so very long to get input back to you on these documents. Denis 
did his part very quickly after you sent the docs to us; it is just that all the prep work for my court case and 
even the week I was away for the case were so chaotic that I really had no time for anything else. 

In any case, here is our input. As you will see, we are still suggesting some changes to the documents, all 
with the view of a) trying to improve consistency between wording in the IYH and the MLs, and b) making 
sure that we truly accurate vis a vis the legal status sectionsl info. I realize that this likely means another 
round of circulation to other parties, but you can feel free to put it all on us if you like! 

':m1""~' " l!!J' 
\ ·~-'3 

Salvia MLs + DeS Input May 26 201 0. doc 
~ 

IYH + Des Input May 31 2010.doc 

Regarding our comments on the Youth Smoking Survey, here is the link to the 2008-09 results, which 
were released on May 31,2010. 

http://www.yss.uwaterloo.ca/index.cfm?section=5&page=288 

Please don't hesitate to contact Denis or I if you have any questions on our input. That said, I am trying to 
"divorce" Denis from this file, as we have a new person who just started picking up work on the file in my 
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office- Stephanie Chandler (copied above). 

Regards, 

Jocelyn 

Jocelyn Kula 
Manager! Gestionnaire 
Policy and Regulatory Affairs Division! Division des politiques et affaires reglementaires 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
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5.19(1) 

• 2010-OO<l1 10:03 AM 

To ·stephanie.chandler@hc-sc.gc.ca 

cc 

bcc 

Subject [Fwd: Re: Salvia] 

---------------------------- Original Message ---------------------------
Subject: Re: Salvia 
From: "Sherrey Collier" esherrey.collier@hc-sc.gc.ca> 
Date: Mon, 31 May, 2010 7:04 pm 
To: "Jocelyn Kula" ejocelyn.kula@hc-sc.gc.ca> 
Cc: "Daniel Galarneau" eDaniel.Galarneau@hc-sc.gc.ca> 

Very helpful, thx Jocelyn. 

Hi Sherrey, 

Jocelyn 
Kula/HC-SC/GC/CA 

2010-05-31 11:36 
AM 

Sherrey Collier/HC-SC/GC/CA@HWC 

Daniel 
Galarneau/HC-SC/GC/CA@HWC 

To 

cc 

Subject 
Re: Salvia{Document link: Sherrey 
Collier) 

The inter-branch discussions in 2007-08 did not conclude that Salvia should 
be scheduled under the CDSA, but rather that the HPFB conclusion of that 
nature was not based on a fullsome scheduling assessment (in fact, OCS had 
not been consulted on the issue analysis MHPD and NHPD had prepared) and 
that such an assessment was required before any decisions as to how the 
substance should be regulated could be made. We are now in the final 
stages of preparing that scheduling assessment, and while we have not yet 
come to a firm conclusion (the document has not yet gone to the CSS-WG for 
discussion), it does not seem at this point, that scheduling under the CDSA 
is warranted at this time. This is the approach that has been taken in the 
IYH article and related media lines that are currently in the final stages 
of development. 

Hope this helps. 

Jocelyn 
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Jocelyn Kula 
Manager/ Gestionnaire 
Policy and Regulatory Affairs Division/ Division des politiques et affaires 
reglementaires 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la 
sante environnementale et de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

sherrey 
Collier/HC-SC/GC/ 
CA 

2010-05-31 10:46 
AM 

"Jocelyn Kula" 
<jocelyn.kula@hc-sc.gc.ca> 

To 

cc 

Subject 
Salvia 

Hi Jocelyn, 
Could you pIs give me an update on salvia from your perspective? Are you 
working towards possibly scheduling it as per Branch discussions in 2007 
and 2008 or is that on hold? 
Thx, 
Sherrey 
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I • 

-Mark 
Kozlowski/HC-SC/GC/CA 

2010-06-0108:44 AM 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc "Mr. Daniel Galarneau" <DanieI.Galarneau@hc-sc.gc.ca>, 
"Stephanie Chandler" <stephanie.chandler@hc-sc.gc.ca> 

bcc 

Subject Re: SalviaQ} 

Perfect! Over to your group ... 

MK 

Jocelyn 

Kula/HC-SC/GC/CA To Mark Kozlowski/HC-SC/GC/CA@HWC 

06/01/201008:35 AM 

cc "Stephanie Chandler" <stephanie.chandler@hc-sc.gc.ca>, "Mr. Daniel Galarneau" 

<Daniel.Galarneau@hc-sc.gc.ca> 

Subje Re: SalviaLink 
ct --

It would appear that CBSA internal communications are not as strong as they should be ... 

I think it's best that we take this on, so that we can put them in touch with the right people in NHPD and the 
HPFBI. 

FYI, there is supposed to be a general customs target in place for salvia. 

Thx 
JK 

Sent by blackberry 

Jocelyn Kula 

Manager/ Gestionnaire 

Policy and Regulatory Affairs Division/ Division des politiques et affaires reglementaires 

----- Original Message ----

From: Mark Kozlowski 

Sent: 2010-06-01 08:27 AM EDT 

To: Jocelyn Kula 

Subject: Salvia 

Jocelyn, 
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Would PRAD respond to something like this, or do you consider this more of a status request. To me, it 
appears that they know Salvia is not controlled, but are looking for additional info. 

MK 

-- Forwarded by Mark Kozlowski/HC-SC/GC/CA on 06/01/2010 08:25 AM ---
"Alfaro, Nina" 
<Nina.Alfaro@cbsa-asfc.gc.ca> 

To 'Mark Kozlowski' <Mark.Kozlowski@hc-sc.gc.ca> 

cc "Steele, Debra" <Debra.Steele@cbsa-asfc.gc.ca>, "Badour, Dan" 
06/01/201008:14 AM 

Hello Mark, 

<Dan.Badour@cbsa-asfc.gc.ca> 
Subje 

ct 

Could you tell me if He has made any decisions/determinations regarding this plant? Do we plan on 
following other nations in banning or contrOlling this substance? Because of its highly hallucinagenic 
properties (especially relating to human health and safety), would HC advise the CBSA to detain the 
substance pending a HC determination of its admissibility? Would HC be concerned if this substance was 
being sold in retail outlets? 

Any information you could provide, (or if you could point me in the right direction) would be appreciated, 

Thanks Mark. 

Salvia divinorum (also known as Diviner's Sage,121 ska Maria Pastora/m Seer's sage/~I and by its genus 
name Salvia) is a psychoactive plant which can induce dissociative effects. Its native habitat is within 
cloud forest in the isolated Sierra Mazateca of Oaxaca, Mexico, growing in shady and moist 10cations.llill.§I 
The plant grows to over a meter high,ill has hollow square stems, large leaves, and occasional white 
flowers with violet ~. Botanists have not determined whether Salvia divinorum is a cultigen or a hybrid; 
native plants reproduce vegetatively, rarely producing viable seed. lZIIID 

Nina Alfaro 

Senior Intelligence Officer/Agente principale du renseignement 

613-948-8595 telecopieur' fax 613-957-8555 
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nina.alfaro@cbsa-asfc.gc.ca 

Intelligence Directoratel Direction du renseignement 

Canada Border Services Agency 1 Agence des services frontaliers du Canada 

300 rue Slater Ottawa ON K1A Ol8 

Gouvernment of Canada 1 Gouvernement du Canada 

24/7613-957-8397 

24/7 E-mail: CBSA-ASFC-DisUntell-HQ-FPl@cbsa-asfc.gc.ca 
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1+1 Health 
Canada 

Our Mandate: 

Sante 
Canada 

To promote good nutrition and informed use of drugs, food, medical devices and natural health products, and 
to maximize the safety and efficacy of drugs, food, natural health products, medical devices, biologics and 
related biotechnology products in the Canadian marketplace and health system .. 

Health Products and Food Branch Inspectorate 

Border Integrity Approach 

POL-0059 

Supersedes: 
New Document 

Date Issued: 
June 1,2010 

Date of Implementation: 
June 1,2010 

Disclaimer 
This document does not constitute part of the Food and Drugs Act (Act) or its associated Regulations and in 
the event of any inconsistency or conflict between that Act or Regulations and this document, the Act or the 
Regulations take precedence. This document is an administrative document that is intended to facilitate 
compliance by the regulated party with the Act, the Regulations and the applicable administrative policies. 
This document is not intended to provide legal advice regarding the interpretation of the Act or Regulations. 
If a regulated party has questions about their legal obligations or responsibilities under the Act or 
Regulations, they should seek the advice of legal counsel. 

C· dt.'. 'ana .. a 
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Health Canada / Health Products and Food Branch Inspectorate 

1.0 Purpose 
This document outlines to the public, staff and stakeholders of the Health Products and Food Branch 
Inspectorate (Inspectorate) the main elements of the Inspectorate National Border Integrity Program. Through 
a risk based approach this program aims to effectively and consistently administer the requirements of the 
Food and Drugs Act (FDA) and its associated Regulations as they apply to the importation and exportation of 
health products under the mandate of the Inspectorate. 

2.0 Background 
The mandate of the Health Products and Food Branch (HPFB) is to take an integrated approach to the 
management of the risks and benefits of health products and food by minimizing health risk factors to 
Canadians while maximizing the safety provided by the regulatory system for health products and food; 
promoting conditions that enable Canadians to make healthy choices; and, providing the public with 
information so that they can make informed decisions about their health. 

The Inspectorate is responsible for the delivery of compliance and enforcement activities aimed to protect the 
integrity of the supply chain through the use of appropriate measures to manage health and safety risks posed 
to Canadians due to the use of health products. It is estimated that eighty percent of health products available 
to Canadians are imported1. Consumers rely on Health Canada to verify that only health products approved 
for sale are available to them in the Canadian market 

In order to achieve a comprehensive regulatory system, it is necessary for the Inspectorate to not only work in 
collaboration with other government departments, ~ut also establish strategic partnerships with healthcare 
professionals, industry, consumers, and stakeholders, both domestic and international, in order to maintain a 
safe supply of health products within the Canadian marketplace. 

The National Border Integrity Program delivered by the Inspectorate addresses the challenges created by an 
increase in the importation of new health products; the rapid expansion of global trade; and the complexity of 
the supply chain including consumer direct access to less expensive or socially stigmatized products available 
through internet marketing. The Inspectorate takes a risk management approach to the delivery of the 
program and collaborates closely with various partners. 

In order to achieve a comprehensive regulatory system, it is necessary for the Inspectorate to work in 
collaboration with other government departments, and to establish strategic partnerships with health care 
professionals, industry, consumers, and stakeholders, both domestic and international, in order to maintain a 
safe supply of health products within the Canadian market. The partnership with the Canada Border Services 
Agency (CBSA) facilitates the enforcement of the requirements under the FDA with respect to importation 
and exportation of health products to mitigate the health and safety risks posed to Canadians. 

3.0 Scope 
This document outlines the Inspectorate's plan for the delivery of the Border Integrity Program which applies 
to all health products under the Inspectorate's mandate including: medical devices; human drugs, natural 

I Canada's Proposed Food and Consumer Safety Action Plan 2007. 

Border Integrity Approach (POL-0059) I June 1,2010 Page 3 of 6 
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Health Canada / Health Products and Food Branch Inspectorate 

health products; blood and blood components for transfusion; semen for assisted conception; human cells, 
tissues, organs for transplantation; and veterinary drugs moving across the Canadian border. 

4.0 Definitions 
The following terms are defined for the purposes of this document: 

Food and Drugs Act: A federal statute regulating the health and safety of food, drugs, cosmetics, and 
medical devices. The Minister of Health is responsible for the administration of the Act. 

Health Products: A health product includes any product under the mandate of the Health Products and Food 
Branch (HPFB), with the exception of food products. The HPFB has regulatory responsibilities in the 
following health product areas: drugs for human use; blood and blood products; medical devices; transplanted 
tissues and organs; biologics and genetic therapies; natural health products; and veterinary drugs. 

5.0 Policy Statement 
The Inspectorate, through the National Border Integrity Program and in partnership with CBSA, ensures the 
consistent administration of the FDA at the border and provides information to Canadians so that they can 
make informed choices related to the importation and exportation of health products. The program applies a 
risk-based approach to achieve the greatest impact and efficiency of resources by expediting border 
processing of compliant health products while systematically assessing the compliance of health products that 
are suspected to be in violation of the FDA and its associated Regulations. 

6.0 Responsibilities 
The maintenance and enhancement 'of health and safety is a responsibility that is shared among government 
and industry, consumers, healthcare professionals and their respective associations. 

It is the Inspectorate's responsibility to conduct border integrity activities in accordance with the pillars of the 
Border Integrity Program articulated in this document. 

Importers must comply with all Canadian legislative and regulatory requirements and have a responsibility 
for ensuring the safety of all products that they bring into the Canadian market. Healthcare professionals are 
encouraged to inform the HPFBI of any problems they encounter (adverse reactions, malfunctions, and non
compliance) that may be related to these health products, including those that have been imported. They 
should ensure that the health products they provide to their clients and patients are authorized by Health 
Canada. 

Consumers have a responsibility for the maintenance of their health and the safe use of marketed health 
products. In addition, consumers are asked to inform the HPFBI of any problems that they encounter (adverse 
reactions, malfunctions, and non-compliance) through the use of health products. Consumers are advised to 
only import products which are authorized for sale in Canada. 

7.0 Border Integrity Activities 
The National Border Integrity Program supported by four pillars to ascertain that only health products that are 
in compliance with the Food and Drugs Act and associated Regulations will enter Canada through 
importation: 

Border Integrity Approach (POL-0059) / June J, 2010 Page 4 of 6 
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Health Canada / Health Products and Food Branch Inspectorate 

1. Effective legislative and regulatory framework; 
2. Strategic domestic and international partnerships; 
3. Increased awareness and public education and; 
4. Efficient use of information technology. 

7.1 Effective legislative and regulatory framework 
Under the Food and Drugs Act and its Regulations, the Inspectorate has the authority to inspect and take 
samples of health products intended for importation into Canada upon their arrival. The Inspectorate also 
requests CBSA to target and detain specific shipments or products for an admissibility determination by the 
Inspectorate. If at the border, the Inspectorate concludes that a shipment contains health products intended for 
distribution in Canada that are not in compliance with the FDA, the Inspectorate will take the appropriate 
compliance and enforcement actions based on risk that may include the refusal of entry, use of targets and 
lookouts to prevent future importation of such products, seizure andlor voluntary disposal. 

The CBSA assists Health Canada by detaining shipments ofheaIth products for their inspection and decision 
regarding admissibility. Authority for CBSA to detain such shipments is contained in Section 101 of the 
Customs Act. 

7.2 Partnership Development (Domestic and International) 
The creation of a National Border Integrity Program is the result of the Inspectorate's goal to seek innovative 
solutions and ways to improve our business by learning from "best practices" of other regulatory agencies. 
Many countries have also placed a high priority on border security and the Inspectorate aims to develop and 
participate in domestic and international partnerships, to share intelligence data and to establish effective 
mechanisms that support joint actions. 

The Inspectorate continues to collaborate with various federal departments and other regulatory agencies such 
as CBSA, the US Food and Drug Administration, Royal Canadian Mounted Police and other organizations 
within the health portfolio to prevent, detect, and deter non-compliant health products from entering the 
country. This is achieved by developing intelligence capacity related to specific incidents, detection methods, 
lessons learned, and laboratory techniques both domestically and globally to supply program areas with 
information to enable strategic monitoring, investigations, and laboratory analysis. 

The CBSA and the Inspectorate are committed to establishing service standards that guide the criteria for 
detecting non-compliant health products at the border, and the timeframes for making admissibility 
determinations. 

7.3 Public awareness and education 
Effective border integrity is enhanced with the help of an informed public who can both recognize and 
understand the risks associated with the importation of non-compliant health products. In the context of the 
National Border Integrity Program, the Inspectorate delivers health promotion activities to inform the CBSA, 
the general public and trade-chain partners, including importers, brokers, and freight-forwarders, about the 
requirements to legally import health products into Canada. 

7.4 Information Technology 
The Inspectorate recognizes the importance of using emerging technological methods to track, trace and 
verify compliance of health products at the border and within the supply chain. The Inspectorate is one of 
approximately forty organizations within eleven government departments, participating in the Single Window 
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initiative led by CBSA. The initiative is aimed at improving the administration of regulatory requirements at 
the border as they apply to commercial shipments in an electronic commerce world. 

The Single Window Initiative supports the delivery of the Inspectorates Border Integrity Program by using 
automated risk assessment solution capable of identifying high-risk goods using the Inspectorate criteria that 
require increased scrutiny while expediting the flow oflow-risk goods. For more information on this 
initiative, refer to the following website.: 
http://cbsa-asfc.gc.ca/escrviccs/ogd-amg/menu-cng.html#cOl 

8.0 Associated Documents 

Customs Act 
http://laws.justice.gc.ca/cn/showdoc/cs/C-52.6 

Canadian Border Services Agency Act 
http://laws.justice.gc.ca/enlshowtdm/cs/C-l.4 

Food and Drugs Act 
http://laws.justice.gc.ca/enlshowdoc/cs/F-27 

Food and Drugs Regulations 
http://laws.justice. gc.ca/en/showdoc/cr/C .R.C.-c.870 

Medical Devices Regulations 
http://laws.justice. gc.ca/enl show doc/ crlSO R -98-282 

Natural Health Products Regulations 
http://laws.justice. gc.ca/cn/showdoc/crISO R -2003-196 

Safety of Human Cells. Tissues and Organs for Transplantation Regulations 
http://laws.justice.gc.ca/en/showtdm/crfSOR-2007-118 

Processing and Distribution of Semen for Assisted Conception Regulations 
http://laws.justice.gc.ca/en/F-27/S0R-96-254/index.html 

POL-OOO 1 Compliance and Enforcement 
http://www.hc-sc.gc.caldhp-mps/compli-confonn/gmp-bpf/pollpoJ 1 tc-tm e.html 

Border Integrity Approach (POL'()059) / June 1,2010 

000793 
Page 6 of 6 



Guidance Document on the Import Requirements for Health Products 
under the Food and Drugs Act and its Regulations (GUI-OOS4) 

7.0 Natural)iealth Products(NH~) 

Natural Health Products are regulated by Health Canada under the authority of the Food 
and Drugs Act and the Natural Health Product Regulations. 

Commercial Importations 

Figure 3. Commercial Importation Requirements for Natural Health Products 

Commercial 
Importations 

NHP 

NHP imported for 
use in a clinical trial 

Health Canada Requirements 

A product licence (NPN or DIN-HM) for each product. 
The importer must hold a Site Licence (SL) 
The foreign manufacturing site must be listed on the 
Importer's SL. 

A Notice of Authorization (NOA) authorizing the use of the 
product in a clinical trial is issued by the Natural Health 
Products Directorate (NHPD) of Health Canada. A copy of this 
authorization must be provided at the port of entry. 

Personal Use Importations 

Figure 4. Personal Use Importation Requirements for Natural Health Products 

Personal Use 
Importations 

NHP 

Health Canada Requirements 

Individuals are permitted to import a single course of treatment or a 
gO-day supply based on the directions for use, whichever is less, of 
an NHP. 

The NHP must be for the individual's own personal use or for the 
use of a person for whom they are responsible and with whom they 
are travelling. 

The NHP must be shipped/carried in one of the following: 

Hospital or pharmacy dispensed packaging; 
Original retail packaging; or 
have the original label affixed to it which clearly indicates 

what the health product is and what it contains. 
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PRAD Telephone Enquiry 

Date of Call: June 2,2010 
Subject: Potential of scheduling Salvia divinorum under the CDSA 
Language of Correspondence: English 

Caller Name: Deb Steele 

Caller Organization: Canada Border Services Agency 

Caller Telephone Number: (613) 954-5188 

CALL SUMMARY: 

Deb Steele from the Canada Border Services Agency (CBSA) inquired as to whether there are 
any plans to schedule Salvia divinorum under the Controlled Drugs and Substances Act. 

I indicated that while there are no plans at this time to schedule Salvia divinorum under the 
Controlled Drugs and Substances Act, products containing Salvia divinorum are considered to 
meet the definition of a Natural Health Product (NHP) (in accordance with the Natural Health 
Products Regulations) when manufactured, sold or represented for use in modifYing organic 

, functions, i.e., hallucinogenic effects. 

It is illegal to sell NHPs in Canada unless they have been approved by Health Canada and 
assigned a Natural Product Number (NPN) or Drug Identification Number - Homeopathic 
Medicine. No products containing S. divinorum s have, however, been approved for sale by 
Health Canada. 

Notwithstanding these regulatory provisions, Deb Steele asked whether there are any plans for 
import controls of any kind, and whether further measures will be taken in the future. 

Denis Arsenault 
Section Head - Policy 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
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Jocelyn Kula/HC-SC/GC/CA 

2010-06-02 05:58 PM 

Thanks Diane, 

To Diane Marcheterre/HC-SC/GC/CA@HWC 

cc Collin Pinto/HC-SC/GC/CA@HWC, Daniel 
Galarneau/HC-SC/GC/CA@HWC, Ian 
Grimwood/HC-SC/GC/CA@HWC, Lawrence 

bcc 

Subject Re: Fw: Salvia~ 

My assistant Isabel will send out an invitation to suit lan's and my availabilities. 

Isabel- piS make a note that we may need to arrange a teleconference as Ian may not be able to attend in 
person. The rest of us here will need a meeting room though. 

Jocelyn 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substancesl Bureau des substances contrOlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Diane Marcheterre/HC-SC/GC/CA 

Hello, 

Diane 
Marcheterre/HC-SC/GC/CA 

2010-06-0201:17 PM 

Please find lan's availability for next week 

Tuesday the 8th - AM 
Thursday the 10th - AM and PM 

Thank you 

Diane Marcheterre 
Administrative Assistant 
Border Integrity I Integrite frontaliere 
HPFB-Inspectorate 
Tel: (613) 960-0617 
Fax: (613) 960-2156 

Ian Grimwood/HC-SC/GC/CA 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc Collin Pinto/HC-SC/GC/CA@HWC, Daniel 
Galarneau/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Lawrence 
Cheung/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Ian 
Grimwood/HC-SC/GC/CA@HWC 

Subject Re: Fw: SalviaI§'! 
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Ian Grimwood/HC-SC/GC/CA 

2010-06-01 05:33 PM To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc Collin Pinto/HC-SC/GC/CA@HWC, Daniel 
Galarneau/HC-SC/GC/CA@HWC, Lawrence 
Cheung/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Diane 
Marcheterre/HC-SC/GC/CA@HWC 

Subject Re: Fw: Salvia@ 

Diane can you provide Jocelyn with some times next week .... 

I will bring one member form my team ... 

Depending on timing it may be better if I can call in .. less personal I know but 123 is SO far away! ;) 

Ian Grimwood 
a/Manager I i/Gestionnaire 
Border Integrity Unit I Unite d'integrite Frontaliere 
Inspectorate Iinspectorat 
Health Products and Food Branch I Direction generale des produits de sante et des aliments 
Tel: (613) 957-9994 
Fax: (613) 960-2156 

Jocelyn Kula/HC-SC/GC/CA 

Hi lan, 

Jocelyn Kula/HC-SC/GC/CA 

2010-06-0105:27 PM To Ian Grimwood/HC-SC/GC/CA@HWC 

cc Collin Pinto/HC-SC/GC/CA@HWC, Daniel 
Galarneau/HC-SC/GC/CA@HWC, Lawrence 
Cheung/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC 

Subject Re: Fw: Salvia~ 

I think it would be great if you could spend a bit of time connecting the dots on border integrity for me, but 
would like to include a few others from my division that might benefit from the discussion as well. And 
unfortunately, Friday does not work for me as I am on leave that day. 

Can you let me know when you might be available for a short meeting to discuss this further next week? 
We can host you here at 123 Slater or patch you in by phone if you really can't leave Graham Spry. And 
feel free to involve others who might need to be there. 

In the interim, we will draft a short response to the enquiry that kick-started my email to you, and run it by 
you before we send. 

Jocelyn 
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Jocelyn Kula 
Manager/ Gestionnaire 
Policy and Regulatory Affairs Division/ Division des politiques et affaires reglementaires 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Ian Grimwood/HC-SC/GC/CA 

Ian 
GrimwQod/HC-SC/GC/CA 

2010-06-01 05:02 PM 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc Collin Pinto/HC-SC/GC/CA@HWC, Daniel 
Galarneau/HC-SC/GC/CA@HWC, Lawrence 
Cheung/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC 

Subject Re: Fw: Salvia~ 

Well luckily I'm pretty versed in the border stuff, at least for health products!;) ;P 

Probably fast/easier if we chat.. I have meetings most of the rest of the week .. but is Friday for a few 
minutes between 2-3:30 good for you? 

Ian Grimwood 
a/Manager / i/Gestionnaire 
Border Integrity Unit / Unite d'integrite Frontaliere 
Inspectorate / Inspectorat 
Health Products and Food Branch / Direction generale des produits de sante et des aliments 
Tel: (613) 957-9994 
Fax: (613) 960-2156 

Jocelyn Kula/HC-SC/GC/CA 

Thanks Ian 

Jocelyn Kula/HC-SC/GC/CA 

2010-06-01 10:07 AM To Ian Grimwood/HC-SC/GC/CA@HWC 

cc Collin Pinto/HC-SC/GC/CA@HWC, Daniel 
Galarneau/HC-SC/GC/CA@HWC, Lawrence 
Cheung/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC 

Subject Re: Fw: Salvia~ 

I did not know that the import alerts had been allowed to expire. Guess I don't really understand all of this 
border integrity stuff as well as I should as I didn't think that the decision to consider salvia as an NHP was 
mutually exclusive of any attempt to have border officers look for imports of the substance. You are right, 
that technically, salvia does meet the definition of an NHP. I guess the issue is whether there isn't more 
we can do to prevent loads of the stuff coming into Canada given that our scheduling assessment does 
not support regulation as a controlled substance (next to no evidence of abuse potential, addiction liability 
and only mild anecdotal information about risk to public health and safety). 
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Perhaps you can explain how the raw material policy works? 

Jocelyn 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Ian Grimwood/HC-SC/GC/CA 

Ian 
GrimwDodlHC-SC/GC/CA 

2010-06-01 09:58 AM 

Hello Jocelyn. 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc Collin Pinto/HC-SC/GC/CA@HWC, Daniel 
Galarneau/HC-SC/GC/CA@HWC, Lawrence 
Cheung/HC-SC/GC/CA@HWC 

Subject Re: Fw: Salvia~ 

The Inspectorate does not have any import alerts active for Salvia at the moment. 

We used to have a few alerts active however they were allowed to expire in 2008 and 2009 ( one 
or two on specific importers and one on Salvia Extracts in general). They were allowed to expire after 
consultation with the "lead" inspector on the filel 

If warranted we can re-establish an import alert however as I understand it Salvia can be 
considered an NHP and could fall under the NHPD Raw Material Policy. 

Ian Grimwood 
a/Manager I i/Gestionnaire 
Border Integrity Unit I Unite d'integrite Frontaliere 
Inspectorate Ilnspectorat 
Health Products and Food Branch I Direction generale des produits de sante et des aliments 
Tel: (613) 957-9994 
Fax; (613) 960-2156 

Jocelyn Kula/HC-SC/GC/CA 

Jocelyn Kula/HC-SC/GC/CA 

2010-06-01 09:36 AM To Ian Grimwood/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC 

~ Dan~ 

Galarneau/HC-SC/GC/CA@HWC 
Subject Fw: Salvia 
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Hi Ian and Collin, 

Can one of you please confirm whether there is still an active customs target in place for salvia! salvia 
divinorum? Just that we have received the enquiry below from the Intelligence Directorate at CBSA, and I 
want to be sure that I provide the correct response. 

If the target is still in place, can you pis advise as to what exactly it covers? 

For your information, we are presently finalizing our scheduling assessment of salvia, and while we don't 
have an approved recommendation at this point, our assessment essentially supports the approach being 
taken by the IYH that is currently in development, i.e., scheduling under the CDSA is not warranted at this 
time. 

Thanks in advance, 

Jocelyn 

Jocelyn Kula 
Manager! Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
---- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-06-01 09:31 AM ----

Jocelyn Kula!HC-SC/GCICA 

Mark Kozlowski 

----- Forwarded by Mark Kozlowski/HC-SC/GC/CA on 06/01/2010 08:25 AM --

Hello Mark, 

nAlfaro. Nina" 
<Nina.Alfaro@cbsa-asfc.gc. 
ca> 

06/01/201008:14 AM 

To 'Mark Kozlowski' <Mark.Kozlowski@hc-sc.gc.ca> 

cc "Steele, Debra" <Debra.Steele@cbsa-asfc.gc.ca>, "Badour, 
Dan" <Dan.Badour@cbsa-asfc.gc.ca> 

Subject 

Could you tell me if HC has made any decisions/determinations regarding this plant? Do we plan on 
following other nations in banning or controlling this substance? Because of its highly hallucinagenic 
properties (especially relating to human health and safety). would HC advise the CBSA to detain the 
substance pending a HC determination of its admissibility? Would HC be concerned if this substance was 
being sold in retail outlets? 

Any information you could provide, (or if you could point me in the right direction) would be appreciated. 
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Thanks Mark. 

Salvia divinorum (also known as Diviner's Sage.c~l ska Maria Pastora.r~ Seer's sage,Ml and by its genus 
name Salvia) is a psychoactive plant which can induce dissociative effects. Its native habitat is within 
cloud forest in the isolated Sierra Mazateca of Oaxaca, Mexico, growing in shady and moist 10cations.1§ll§I 
The plant grows to over a meter high,ill has hollow square stems, large leaves, and occasional white 
flowers with violet~. Botanists have not determined whether Salvia divinorum is a cultigen or a hybrid; 

native plants reproduce vegetatively, rarely producing viable seed.JI.Um 

Nina Alfaro 

Senior Intelligence Officer/Agente principale du renseignement 

613-948-8595 tE~lecopieur 1 fax 613-957-8555 

nina.alfaro@cbsa-asfc.gc.ca 

Intelligence Directoratel Direction du renseignement 

Canada Border Services Agency 1 Agence des services frontaliers du Canada 

300 rue Slater Ottawa ON K 1 A Ol8 

Gouvernment of Canada 1 Gouvernement du Canada 

24/7613-957-8397 

24/7 E-mail: CBSA-ASFC-DisUntell-HQ-FPl@cbsa-asfc.gc.ca 
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Jocelyn Kula/HC-SC/GC/CA 

2010-06-03 09:37 AM 

To "Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, 
"Stephanie Chandler" <stephanie.chandler@hc-sc.gc.ca> 

Some rare feedback! 
Sent by blackberry 

Jocelyn Kula 
Managerl Gestionnaire 

cc 

bcc 

Subject Fw: Salvia Divinorum 

Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Arafo Talane 

----- Original Message ----
From: Arafo Talane 
Sent: 2010-06-03 09:33 AM EDT 
To: Jocelyn Kula 
Cc: Isabel Shanahan 
Subject: Fw: Salvia Divinorum 

Hello, 
Fyi. 
Mercil 
----- Forwarded by Arato Talane/HC-SC/GC/CA on 2010-06-03 09:31 AM -----

To OCS-SSC <ocs-bsc@hc-sc.gc.ca> 

cc 
2010-06-0307:57 AM 

Subject Re: Salvia Divinorum 

This answered everything I needed to know! Thank you very much! 

On Tue, Jun 1,2010 at 4:53 PM, OeS-BSe <ocs-bsc@hc-sc.gc.ca> wrote: 

Dear 

Thank you for your e-mail inquiry of April 7, 2010, regarding the legal 
status of Salvia divinorum. 

Salvia divinorum is a species of sage which belongs to the mint family. It 
is found in a number of formats, including seeds, extract and plant 
cuttings for growing purposes. 

While several countries have placed controls on the import and/or sale of 
Salvia divinorum and/or salvinorin A, neither are presently regulated in 
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Canada under the Controlled Drugs and Substances Act (CDSA). Nevertheless, 
Salvia divinorum can, in some instances, be regulated as a natural health 
product under the Natural Health Product Regulations (NHPR) if it is sold 
for a specific therapeutic purpose. However, Health Canada has not to date 
issued any Natural Product Numbers or Homeopathic Medicine Numbers for 
Salvia divinorum products. This means that Salvia products that are being 
sold as natural health products that are not in compliance with the NHPR 
may be subject to compliance and enforcement action under the Food and 
Drugs Act. 

With respect to the age restrictions on "legal access" to Salvia divinorum 
which you mention in your e-mail.this likely refers to measures adopted in 
other jurisdictions 
(e.g., the state of Cali fomi a in the United States). There are no such 
measures in place in Canada as Salvia divinorum is not regulated in this 
country. 

Health Canada recommends that the use of this substance be avoided as very 
little is known about the damage it may cause to the body, including the 
brain. There is also no way to predict how it will affect an individual 
with each use. 

Sincerely, 

Diane Allan 
Director 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 
Healthy Environments and Consumer Protection Branch 
Health Canada 
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June 3rd, 2010 

Issue: Increased Traffic of Salvia divinorum hallucinogenic psychoactive plant across Canadian 
Borders. 

Inquiry: Mrs. Deb Steele of Canada's Border Services Agency(CBSA) had communicated to 
Mrs. Brenda Paine, Director of the Office of Policy and Strategic Planning, Controlled Substances 
and Tobacco Directorate regarding potential scheduling of a hallucinogenic drug, and had 
requested that a staff member in OCS communicate with her. Mrs. Paine's inquiry was re-routed 
through the Director's office of the Office of Controlled Substances. 

Program History: 

Numerous discussions between HPFB's Natural Health Products Directorate and HECS Office of 
Controlled Substances have been conducted in the past. HPFB considers Salvia divinorum and its 
active ingredient Natural Health Products despite no NPN's having been assigned. 

Global History: 

In Canada, there has been some media coverage as to the availability of Salvia divinorum in the 
country, where it is still legal to possess, cultivate and sell. 

In the United States, Salvia divino rum, is not regulated under the Controlled Substances Act, 
however some states have either promulgated (e.g. Delaware, Louisiana, Missouri) or have 
proposed their own legislation (e.g. Alabama, Alaska, California, Florida, Georgia, Iowa, lllinois, 
New Jersey, New York, Ohio, Oregon, Pennsylvania, and Texas). 

As of May 2007, the U.S. DEA has been conducting an analysis to possibly Schedule Salvia 
divinorum. The considerations for scheduling are as follows; 

• Actual and potential for abuse 
• Pharmacology 
• Other current scientific knowledge 
• History and current pattern of abuse 
• Scope, duration, and significance of abuse 
• Public health risk 
• Psychic or physiological dependence liability 
• If it is an immediate precursor of a controlled substance 

Salvia divinorum legislation might be difficult to police as the plant has a nondescript appearance 
nor, does it have a distinctive odour. It resembles a normal house plant and can be grown by 
hydroponics or high-powered lights. 

Countries having some form of legal control include; Finland, Australia, Denmark, Spain, Italy, 
Sweden, Belgium, Croatia, Lithuania, Germany, Russia, Poland, and Romania. 
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• August 2002, Finland prohibited importation of Salvia divino rum without a prescription 
from a doctor. 

• June 2002, Australia became the first country to ban Salvia divinorum and salvinorin A. 
• August 2003, Denmark classed Salvia divino rum and salvinorin A as category B drugs in 

Danish law (same category as psilocybin mushrooms, cocaine, amphetamine, and other 
substances only legal for medicinal and scientific purposes). 

• February 2004, Spain made the commerce of Salvia divinorum illegal. The use and 
possession thereof is not. 

• March 2005 Italy placed both Salvia divinorum and salvinorin A on their Table I of 
outlawed psychotropic substances. 

• April 2006, Sweden added Salvia divinorum and salvinorin A to their list of controlled 
substances. 

• May 2006, Salvia divinorum was added to the Belgian list of illegal products. 
• August 2007, Chile decreed the trafficking of Salvia divinorum and salvinorin A illegal. 
• April 2008, Salvia divinorum was banned in Croatia by its addition to the official list of 

illegal substances and plants. 
• May 2008, Lithuania banned the plant 
• February 2008, banned in Germany by its addition to the official list of illegal substances. 
• April 2009, sales and import of Salvia divinorum were banned in Russia. 
• May 2009, Poland has made the sale, possession and consumption of Salvia divinorum 

illegal. 
• February 2010, Salvia divinorum and salvinorin A-Fwere made illegal under Law 

143/2000 in Romania. 

No legal action has been taken in the United Kingdom regarding Salvia divinorum. 

Follow-up action: Mr. Nathan Isotalo of the Office of Controlled Substances had returned Mrs. 
Steele's inquiry. There appears to be disagreement in the literature as to the potency of the drug, 
the intensity of its effects. Some claim that the plant can produce a more rapid and intense 
psychoactive high when compared with LSD whereas other researchers claim the opposite. 
Increased traffic at points of entry into Canada has prompted CBSA inspectorate to seize these 
plants at numerous border crossings. 

Although unspecified by CBSA, in the international literature there appears to be an association 
of Salvia divinorum with Salvinorin or Salvinorin A. 

Recommendation: Continue monitoring to determine whether Scheduling or regulatory action is 
required. 
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Latest IY A on Salvia divino rum 

Issue 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street 
names for S. divinorum include: Sally 0, Lady Sally, Maria pastora, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use of 
S. divinorum as a "legal" alternative to street drugs. 

I. ......... .... . ........ . .... .. ... ...... .. . ...... .. ...... . 
Health Canada recommends that you avoid using this plant because very little is known about the 
effects it may have on your body and/or brain. There is also no way to predict how it will affect 
you with each use. 

Background 

S. divinorum is known to have psychotropic effects, which means it can affect the mind and 
mental processes. The leaves of this plant have been used traditionally by the Mazatec Indians for 
medicinal purposes (chewing the leaves or using them to make a tea) and spiritual purposes 
(smoking the leaves to induce a "mystical" or hallucinogenic experience). 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of forms, including fresh or dried leaves, liquids or seeds and plant 
cuttings for growing purposes. 
Risks Associated with the Use of Salvia d;v;norum 

The effects of S. divino rum, which vary from person to person, are often described as unpleasant 
and may include the following: 
• hallucinations; 
• dysphoria (feeling unwell, uneasy or unhappy); 
• out-of-body experiences; 

uncontrollable laughter; 
• loss of consciousness; 

short-term memory loss; 
• lack of physical coordination; and 

slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 
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the purity of the product (it may be mixed with other substances); 
how it is taken (e.g., chewed, swallowed or smoked); 

• the user's mood and expectations. 

While scientists know which brain receptors are targeted by the active ingredient, salvinorin A, 
very little is known about the following: 
• how it affects the brain overall, including whether there are any long-term effects or 

permanent damage; 
• how it interacts with other substances, including other drugs, natural health products and 

alcohol. 

The potential of S. divinorum to produce physical dependence and/or addiction is also not known. 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Just because a drug is plant-based 
or "natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using iIIegal drugs 
and other substances that distort reality. (See the "Need More Info?" section below for links to 
resources that can help you with this.) 

----------

Legal Status of Salvia divinorum 

In Canada 
When S. divinorum is manufactured, sold or represented for use in modifying organic functions in 
humans, and hallucinogens work by modifying organic functions in the brain, it meets the 
definition of a Natural Health Product (NHP) in accordance with the Natural Health Products 
Regulations and the definition of a drug under the Food and Drugs Act. It is illegal to sell NHPs 
in Canada unless they have been reviewed and approved by Health Canada and labelled with one 
of the following: 

a Natural Product Number (NPN); or 
a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

As of January 20 I 0 no products containing S. divinorum have been approved by Health Canada. 
All unauthorized drugs and NHPs are subject to compliance and enforcement actions by the 
Department. I I 

Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs and 
Substances Act (CDSA). This is because there is not enough information available to determine 
whether regulation as a controlled substance is warranted. In an effort to collect more information 
about the use of S. divinorum, questions on it were included in the 2008-2009 Youth Smoking 
Survey, the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) and the 2009 
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Ontario Student Drug Use and Health Survey (OSDUHS). The results from the 2009 OSDUHS 
were published on November 18, 2009 and indicate that among responding students in Ontario, 
4.4% reported using Salvia divinorum at least once in the past year. Data from the Youth 
Smoking Survey was published on May 31, 2010 and indicate that 4.9% of responding students in 
Grades 7~ 12 have used Salvia divinorum at least once in the past year. 

Data Data from these surveys and the 2009 edition ofCADUMS (to be released in June 2010) 
will contribute to future decisions that Health Canada may make regarding the regulation of S. 
divinorum and/or its active ingredient. :See the Need More Info? section below for more 
information on the surveys that are collecting information about Salvia divinorum use in Canada 
and for more detailed fmdings from the 2009 OSDUHSL_________ __________ _------

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Italy, Japan, etc., 
have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 

In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale and/or 
import. For example, several states have made it illegal to manufacture, distribute, import/export, 
possess, use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, while others 
have placed restrictions on distribution, e.g., no sales to anyone under the age of 18, etc. 

:Background 

S. divinorum is known to have psychotropic effects, which means it affects the mind and mental 
processes. The leaves of this plant have been used traditionally by the Mazatec Indians for both 
medicinal purposes (chewing the leaves or using them to make a tea) and spiritual purposes 
(smoking the leaves to induce a "mystical" or hallucinogenic experience). 
Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of forms, including fresh or dried leaves, liquids or seeds and plant 
cuttings for growing purposes. l_________________________________ _____ __ -

Health Canada's Role 

Health Canada continues to collect and consider information regarding S. divinorum and will 
continue to consult with key stakeholders including health officials in other countries and law 
enforcement officials here at home. This will assist in determining Health Canada's future 
approach to decision-making regarding~. divinorurrt _____________________________________________ __________________ --

:Complaints about illegal sale of drugs containing S. divinorum can be made to the Health 
Products and Food Branch Inspectorate at 1~800~267~9675L __________________________________________________ _ 

Reporting Adverse Reactions 
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You can report any adverse reactions to the Canada Vigilance Program by one of the following 
three ways: 
Report online at the lviedEffect™ Canada Web site 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 070lC 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ Canada Web 
site. The Canada Vigilance Reporting Form and the adverse reaction reporting guidelines may 
also be obtained via this Web site. 
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Need More Info? 

• For infonnation about the Government of Canada's Anti-Drug Strategy, go to: 
www.nationalantidrugstrategy.gc.cal 
The Prevention section on this site has a number of helpful resources for parents, 
including: 
• Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp-apd/talk
aborder/index-eng.php 
• What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking-aborder.html 

• Infonnation on natural health products and the Natural Health Products Regulations 
can be found at: www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting infonnation about Salvia divinorum use in 
Canada, see: 
• The 2008-2009 Youth Smoking Survey, at: 
www.yss.uwaterloo.calysssite app/controller/index.cfm, and 

• The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: www.hc
sc.gc.calhl-vs/drug-drogues/cadums-esccad-eng.php 

• The 2009 Ontario Student Drug Use anG Health Survey, at: 
www.camh.netlResearchi osdus.html . 

Additional Resources: 

• U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia 
divino rum and Salvinorin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 

• U.S. Department of Health & Human Services, National Survey on Drug Use and 
Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8lhallucinogens/hallucinogens.pdf 

• For additional articles on health and safety issues go to the It's Your Health Web 
section at: www.healthcanada.gc.caliyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
'DHer Majesty the Queen in Right of Canada, represented by the Minister of Health, 2009 

Catalogue# 
ISBN# 
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Version/date: Draft 13. April 29, 2010. 
Lisa Mackay: 613-954-0105 - Lisa.Mackay@hc-sc,gc,ca 
Comments from: HECSB - CSTD (OCS&ODARS) & HPFB - NHPD & HPFBI 

Contacts: HECSB: Jocelyn Kula, Cheryl Tremblay, Suzanne Desjardin, Denis 
Arsenault, Hanan Abaramovici 
HECSB comms: Christine Roush, Bronwyn Cline 
HPFB-NHPD: Valerie Hurry, Robin MarIes 
HPFB-MHPD: Scott Jordan (Draft Two only), Robert Leitch, Mana 
Murty, Shahid Perwaiz 
HPFBI : Collin Pinto 
HPFB comms: Elizabeth Keeping, Blossom Leung 
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1 
. .. Shanahan/HC-SC/GC/CA 

To Collin Pinto/HC-SC/GC/CA@HWC, Daniel 
Galarneau/HC-SC/GC/CA@HWC, Ian 
Grimwood/HC-SC/GC/CA@HWC, -Stephanie I/J£ 

Isabel 

2010-06-1012:02 PM 
cc Diane Marcheterre/HC-SC/GC/CA@HWC, Jocelyn 

I will set up the starphone 

Isabel Shanahan 
Assistant to the Manager 
Policy & Regulatory Affairs Division 
Office of Controlled Substances 

Kula/HC-SC/GC/CA@HWC 
bcc 

Subject Teleconference set up for 1 :00 today 

Healthy Environments and Consumer Safety Branch 
Tel: (613) 946-0123 Fax: (613) 946-4224 

----- Forwarded by Isabel Shanahan/HC-SC/GC/CA on 2010-06-10 12:00 PM -----

<sgtreservations.gtsreservat 
ions@tpsgc-pwgsc.gc.ca> 

2010-06-1011:57 AM 

To <isabel.shanahan@hc-sc.gc.ca> 

cc 

Subject Automated Confirmation 4063244 

Confirmation : Service automatise 4063244 

Details de la teleconference 
Date de la conference: 
Heure de la conference: 
Duree (en minutes) : 

Numero(s) d'acces : 
Code d'acces des participants: 
Code d'acces du president: 

1 0-juin-201 0 
13:00 
60 

Titre de la conference: 
Fuseau horaire : 
Nombre de lignes : 

Coordonnees des personnes it contacter 
Nom du departement : Sante Canada 

Nom du president: 
Numero de dossier du president: 
Nom de la personne-ressource : 
Code de facturation : 

Ms. Jocelyn Kula Numero de telephone: 
1398576 
Ms. Isabel Shanahan Numero de telephone: 
9990268 
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s.16(2)(c) 

Est 
2 

613-946-0125 

613-946-0123 



Service et fonctions 
Securite: activee 
Raccrochage : desactivee Attente musicale: activee 
Tonalite d'entree : activee Tonalite de sortie: activee 
Conference etablie par Ie president: Non Nombre de lignes pour appels sortants : 

Reference rapide 

Commandes du clavier 
telephoniques 

*0 

*2 

*6 

*7 

*8 

Description 

Aide: pour demander I'assistance du telephoniste ou pour 
connaitre la liste des fonctions disponibles 
Enregistrement de la conference 

Pour activer et desactiver Ie mode discretion sur votre ligne 

Securite (active/desactive) 

Entendre Ie nombre de participant 

Ala 
disposition 

de 
President et 
participant 
President 
President et 
participant 
President 
President et 
participant 

Important: Vous devez fournir un nom d'utilisateur et un mot de passe pour acceder a I'enregistrement de 
votre conference telephonique. Si vous ne disposez pas d'un nom d'utilisateur et d'un mot de passe avant d' 
enregistrer votre conference telephonique, veuillez envoyer un courriel a I'adresse 
sgtreservations.gtsreservations@tpsgc-pwgsc.gc.ca pour en faire la demande. 

Pour entendre I'enregistrement, cliquez sur https://www.conferencerecords.ca/bcportal/gtsl?language=fr-CA 

Notes: 

Merci de choisir Ie Service gouvernemental de teleconference. 

1 800226-6338/613941-9554 
sgtreservations.gtsreservations@tpsgc-pwgsc.gc.ca 

Pour une liste des commandes du clavier telephonique visiter 
http://publiservice.tpsgc-pwgsc.gc.ca/its/text/ps/sgtgts-f. htm I 

Cliguez ici pour decouvrir comment vous pouvez reduire les emissions de gaz a effet de serre en 
tenant votre 
prochaine reunion par teleconference. 

AVIS: Ce message ne s'adresse qu'au destinataire indique et peut contenir de I'information privilegiee, confidentielle et 
ne pouvant etre divulguee. II est strictement interdit a toute autre personne de Ie diffuser, de Ie distribuer ou de Ie 
reproduire. Si vous avez re<;u ce message par erreur, veuillez nous en aviser immediatement par telephone et en 
supprimer toute copie. 
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Automated Service Confirmation: 4063244 

Conference call details 
Conference date: 
Conference time: 
Duration (minutes): 

Dial-in number(s): 
Participant pass code: 
Moderator pass code: 

Contact details 
Department name: 

Moderator name: 
Moderator file number: 
Contact name: 
Billing code: 

Service and features 
Security: 
Hang-up: 
Entry tone: 
Moderator dial out: 

Quick Reference 

Telephone 
Commands 

1 0-Jun-201 0 Conference title: 
01:00PM Time zone: 
60 Number of lines: 

Health Canada 

Ms. Jocelyn Kula Telephone number: 
1398576 
Ms. Isabel Shanahan Telephone number: 
9990268 

ON 
OFF Music on hold: 
ON Exit tone: 
NO Number of lines to dial out: 

Description 

s.16(2)(c) 

Eastern 
2 

613-946-0125 

613-946-0123 

ON 
ON 

Available to ... 

*0 
Help: to request operator assistance or to hear a list of available Moderator and 

*2 

*6 

*7 

*8 

features Participant 
Conference recording Moderator 

Mute I Unmute your line 

Security (On I Off) 

Participant count 

Moderator and 
Participant 
Moderator 
Moderator and 
Participant 

Important: A user name and password is required to access your recorded Teleconference. If, you do not 
have your username and password prior to recording your teleconference, please send email to 
sgtreservations.gtsreservations@tpsgc-pwgsc.gc.ca to make a request. 

To listen to your recorded Teleconference, click on 
https:llwww.conferencerecords.ca/bcportallgtsl?language=en-CA 

Notes: 
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Thank you for using Government Teleconferencing Service 

1 800 226~6338 / 613941-9554 
sgtreservations.gtsreservations@tpsgc-pwgsc.gc.ca 

For a list of Teleconferencing telephone key pad commands visit 
http://publiservice.tpsgc-pwgsc.gc.ca/its/text/ps/sgtgts-e.html 

Click here to discover how you can reduce Green House Gas emissions by using conferencing for 
your next meeting. 

NOTICE: This message is confidential, privileged and intended for the exclusive use of the addressee. Any other person 
is strictly prohibited from disclosing, distributing or reproducing it. If you have received this message by mistake, please 
notify us immediately by telephone and delete all copies. 

This email has been scanned by the MessageLabs Email Security System. 
For more information please visit http://www.messagelabs.com/email 
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Issue Analysis Summary DRAFT \ 0o-r c...\.I-t..u~) 
Scheduling Salvia Divinorum and/or Salvinorin A under the CDSA 

Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate 

CONTENTS 

1. ISSUE 
2. PURPOSE 
3. CONTEXT 
4. ASSESSMENT OF RISKS AND BENEFITS 
5. IDENTIFICATION AND ANALYSIS OF OPTIONS 
6. CONSULTATIONS 
7. CONSIDERATIONS 
8. SELECTED STRATEGY 
9. IMPLEMENTATION AND EVALUATION 
10. OUTCOME EVALUATION 

1. ISSUE 

June 10,2010 

In Canada, neither the herb Salvia divinorum (S. divinorum) nor its main active ingredient, 
salvinorin A, are regulated under the Controlled Drugs and Substances Act (CDSA). Health 
Canada has received a number of enquiries from various municipalities and members of the 
public asking why Health Canada has not taken steps to control the availability of S. divinorum, 
particularly given reports from scientific and media sources suggesting that S. divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has also noted an ongoing media interest regarding the availability of S. divinorum in 
Canada. 

2. PURPOSE 

To assess Salvia divinorum and/or salvino~t against the criteria for the addition of a substance 
to one of the Schedules of the CDSA, in~ f -to determine whether or not 8. tlhinm tim, andfor 

~ ~ should be regulated as controlled substances in Canada. 

3. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
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psychoactive ingredient in S. divinorum, which i{alsO referred to chemically as a neoclerodane 
diterpen, is found primarily in the leaves, and to a lesser extent in the stems. 1 

S. divinorum is widely touted as a "legal" alternative to street drugs 0!l~~gtet, and has also 
been reported to be one of the most prevalently ftUlfketed herbal dietlry supplements available 
for use as an alternative to illicit drugs of abuse among adolescents and young adults? While 
very little is known about how and where S. divinorum is sold in Canada, it is suspected that it is 
mainly purchased over the Internet and/or bought at head shops, and alternative life style stores, 
etc. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
and involving the concomitant use of alcohol in a person diagnosed with Attention Deficit 
Disorder. 

[Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD), ofthe Health Products and Food 
Branch (HPFB), prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as a controlled substance (a 
recommendation that was maintained when the lAS was updated in November 2006). 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June.,..2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products should be restricted from 
over-the-counter use. Should any such (unauthorized) health products be found on the Canadian 
market should be removed from sale. Such products would constitute a Type IT Health Risk 

>(v.. according to the Recall Policy of the Health Products and Food Branch Inspectorate (HBFBn./5.tJi 

~~ :<:-."" defined as "a situation in which the use of, or exposure to, a product may cause temporary 
\0-~~~ adverse health consequences or where the probability of serious adverse health consequences is 
>-~ r remote". 
(/ 

Further to an ADM discussion in April 2007, the Drug Strategy and Controlled Substances 
Directorate (DSCSD) organized a meeting with MHPD, NHPD and the Inspectorate pfHPFB ~ 
(HPFBn to discuss S. divinorum. At that time, it was decided that S. divinoru~ would be 

,p 0 ~ classified by HPFB as a Type IT substan~ HPFBI was to determine!f~li;nce activities-bftsee
~ ~ . ~ the HRA: Type H classification and check with Canada Border Services Agency (CBSA) to 
v.~s·, ~ determine if any further information regarding S. divinorum shipments was available. 
t....\..OO7 

1 U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoLgov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(lO):1634-9. 
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On September ~ 2007, a meeting was organized between DSCSD, MHDP, NHPD and HPFBI 
to discuss whjt lS known about S. divinorum from a regulatory perspective and to reach 
consensus on next steps. It was determined that DSCSD would conduct a scheduling assessment 
of S. divinorum to explore the possibility of scheduling this substance under the CDSA. 

The Director Generals ofDSCSD, MHPD, TPD and the HPFBI also met on September 26,2008 
to discuss an update on issues relating to S. divinorum and to determine an agreed upon approach 
for subsequent steps. It was decided that media lines and a proposal for an "It's Your Health" 
article on S. divinorum would be prepared.-and citculated [ot comlIIent. 

3.1 Legislative Frameworks for Drug Control in Canada 

3.1.1 Food and Drug Regulations (under the Food and Drug Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence of ~ 
product's safety, efficacy and quality.1!IIId Health Canada reviews this information carefully:'-If 
the review is satisfactory, a Notice of Compliance (NOC) is issued and appropriate Drug 
Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F &DR as any substance or mixture of substances manufactured, 
sold or represented for use in 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoring, correcting or modifying organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of January 2010, it is illegal to sell 6r represent S. divinorum as a drug. ~ _ ~ 

1I'1I>J"£o.q- 'oJ '..L'", ~ Q... 
~\, ,~ 

j.sv0" 
3.1.2 Natural Health Product Regulations (under the Food and Drug Act) 

The Natural Health Products Regulations (NHPR) came into force in January ...... 2004 to provide 
Canadians with ready access to natural health products (NHPs) that are safe, effective, and of 
high quality, while respecting freedom of choice and philosophical and cultural diversity. The 
NHPR contain a product licensing system that requires that all licensed products display a 
Natural Product Number (NPN), or, in the case of a homeopathic medicine, Drug Identification 
Number - Homeopathic Medicine (DIN-HM), on their labels. The number is issued once a 
product is authorized for sale in Canada by the Natural Health Products Directorate. Product 
authorization requires either reference to a natural health product monograph or submission of 
other evidence of safety and health claim. A system of site licensing is also included in the 
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NHPR which requires that all manufacturers, packagers, labellers, and importers be licensed; 
sites have procedures in place respecting distribution records and product recalls; where 
applicable, sites have procedures in place for the handling, storage and delivery oftheir products, 
and sites meet good manufacturing practice requirements. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
Ill: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

( c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to whether the product or medicinal ingredient therein is safe for 
consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. To be considered a NHP, no direct health claims 
need to be made regarding the substance. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a modification of an organic function. 
Therefore such products would be considered NHPs. 

As of January 2010, no products containing S. divinorum have been reviewed and approved by 
Health Canado/ Therefore sale of StIeR a llf6dtfe't is illegal ullder the NHPR"\ " • ~ 

~ (\(7 N~~S 0(" '\)\~-'cVt's ~ ~ \~S'\IU.' -- ~"'.\ c:...h 
h.. ... \\,,)~"'"~ a.:> 

3.1.3 Controlled Drugs and Substances Act and its Regulations o..s S_\..,.I ... J-~ 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in controVscheduling; 
• Chemical and pharmacological similarity to other substances already scheduled under the 

CDSA; 
• Legitimate uses of the substance (i.e. therapeutic, industrial or commercial); 
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• 
• 
• 

3.2 

3.2.1 International Reqf 

At the present time, nei 
Nations Drug Control 0 
substances in any of the 

Australia 

-----
In Juno/ 2002, Australia became the first country to prohibit S. divinorum and salvinonn 1"\.. 

Although both S. divinorum and salvinorin A are listed on Schedule 9 of Australia's Standard for 
the Unifonn Scheduling of Drugs and Poisons on the basis of "high potential for abuse and risk 
to public health and safety", no substantiation ofthis risk was provided at the time ofthis 

./') scheduling decision. Schedule 9 is Australia's most restrictive drug schedule, and includes 
"substances which may be abused or misused, the manufacture, possession, sale or use of which 
should be prohibited by law except when required for medical or scientific research, or for 
analytical, teaching or training purposes with approval of Commonwealth and/or State or 
Territory Health Authorities.,,3 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances which includes substances such as psilocybin mushrooms, khat and peyote 
cactus.4 

Denmark 

In 2003, Denmark prohibited S. divinorum and salvinorin A by adding them to their list of 
"category B" controlled substances, a category which also includes psilocybin mushrooms, 
cocaine, amphetamine, and several others substances that are only legal for medicinal and 
scientific purposes. Illegal possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Gennany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 

3 http://www.cognitiveliberty.orglnews/salvia_australia.htm 
4 

http://eldd.emcdda.europa.eulhtml.cfmlindex517 6EN.html?pluginMethod=eldd.shownewsdetails&id=20/12/2006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%20and%20khat 
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mention salvinorin A. 

Italy 

On June 25,2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11, 2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a ~ofthirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale 
i:e.,(thrtbeyond~edical treatment or research purpose~will be subject to up to five years 
imprisonment or to a fine of up to five million yen. 

Spain 

On January 28,2004 the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum, along with a long list of other allege~'toxic" herbs. The 
regulation went into effect on May 6, 2004 and only prohibits activities related to commerce. 
Possession and/or use are not considered to be criminal offences. 

~ tJltu- ""y -~~ . 
In Estonia, Finland, Iceland and Norway S. divinorum is treated as a medicinal herb and it is 

~ 

illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules of the United States Controlled 
Substances Act, although some individual states have implemented laws restricting its use, sale 
and/or distribution. As of May 2010, nineteen states have enacted legislation placing regulatory 
controls on S. divinorum and/or salvinorin A. Delaware, Florida, Hawaii, Illinois, Kansas, 
Kentucky, Mississippi, Missouri, Nebraska, North Dakota, Ohio, Oklahoma, South Dakota and 
Virginia have placed S. divinorum and/or salvinorin A into Schedule I of state law. 

California, Louisiana, Maine, North Carolina, and Tennessee have enacted other forms of 
legislation restricting the distribution of the plant. 

California 

I10r eXa.nlf3le,6is of January 1, 2009, the sale or distribution of S. divinorum or 
salvinorin A, or any substance or material containing S. divinorum or salvinorin A, to any 
person under 18 years of age became a misdemeanor in the state of California that is now 
punishable by imprisonment in a county jail for not more than six months, by a fine of no 
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more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption which contains a hallucinogenic plant. A "hallucinogenic plant" is defined 
as "any part or portion" ofthe forty plants listed, which includes S. divinorum. 

Maine 11'10.'1 f.,·,;,., ..... 

11\ #0 ~·"'\rC ~~ 
In Maine, S. divinorum and salvinorin A are regulated"similarly tg how tobacco products 
are controlled. Adults eighteen years of age or over can legally purchase and use the 
material, but selling or providing S. divinorum or salvinorin A to anyone under the age of 
eighteen is a criminal offence. Possession by a minor is a civil violation, punishable by a 
fine, community service, or both. 

North Carolina 

On February 11, 2009, Senate Bill 138 was introduced to the North Carolina State 
Legislature which sought to make Salvia divinorum and salvinorin A Schedule I 
controlled substances in that state. This bill was later amended to make possession of 
S. divinorum an infraction, a minor crime punishable by a maximum $25 fine. A third 
possession offence would be charged as a misdemeanor. There are no separate 
penalties for manufacturing or sales. This bill includes two exemptions. One permits 
growing the plant for aesthetic, landscaping, or decorative purposes; the other allows for 
university-affiliated medical or pharmacological research. The amended version passed 
the Senate unanimously on May 14, 2009, the House approved it on August 5, 2009 
and it was signed into law on August 28,2009. The new law came into effect on 
December 1,2009. 

Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when it is recognized by the FDA as a 

~ 

homeopathic drug. 

In addition, the U.S. Department of Justice Drug Enforcement Agency (DEA) has also placed S. 
divinorum and salvinorin A on a list of drugs and chemicals "of concern," without legal 
implications. 

000822 



3.2.2 Chemical and Phannacological Similarity to Other Substances Listed in the CDSA 

The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wormwood) and Cannabis sativa. Salvinorin 
A is considered by some as the most potent natural hallucinogen ever isolated.5 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a way that is quite unique.6 Recent phannacological screenings of receptors have found it to 
be a highly potent and selective K -opioid receptor (KOR) agonist. 7 

The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).8 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin.9 Its strong dissociative effects are often compared to those of 
ketamine. Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 10 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience is quite unique. II 

In addition, the psychedelic effects of S. divinorum are similar to those of classical psychedelics 
regarding changes in perception and somatic sensations. S. divinorum causes an unusually high 
degree of sedation, weakness and fatigue, while the increased de-realization is not commonly 
reported for classical psychedelics. 12 The combination of these effects seems to correlate with 
that of other KOR agonists such as pentazocine. 13 

5 Ott J. Ethnopharmacognosyand human pharmacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL ht1p://www.sagewisdom.org/ott2.html 

6 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
7 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 
8 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
9 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 Jun;43(1 ):53-
6. 
10 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
II Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(l):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62. 
12 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
13 Arasteh K, Poudevida S, Farre M, Roset PN, Carni J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
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3.2.3 Legitimate Uses of Salvia Divinorum 

~r-t.:>tAHr 
There are ncflegitimate medical or industrial uses for S. divinorum in Canada. 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico,14 where an infusion of the leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling ofthe 
stomach. 15 Its main use is however for its psychoactive properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rituals. 16 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use. 17 It has been speculated that KOR agonists may prove to be 
useful in the treatment of certain psychiatric disorders including Alzheimer's disease, 
schizophrenia, dementia and bipolar disorder. 18 However, much more research is needed in 
order to substantiate these hypotheses. Another study has suggested that chemical analogues of 
salvinorin A may be a useful treatment fo~addiction to other substances. 19 

-\VOa<. s ... ~~ ~""" 
3.2.4 Potential for Abuse Liability and/or Addiction Liability ofthe Substance 

Most clinically used opioid analgesics (e.g. codeine, oxycodone, morphine) are selective for the 
J-t-opioid receptor (MOR) and can be habit-forming23 because activation of the MORs causes 
euphoria, which makes the user want to take them again. As previously mentioned, salvinorin A 

14 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
15 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.auiarchive/00002327/01IMunr02006thesis.pdfFebruary 2007. 
16 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
17 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
18 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen fmds a molecular target in the kappa opiod 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
19 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
23 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
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is a potent, selective agonist of the K-opioid receptor (KOR), and in contrast to the euphoria 
produced by MOR agonists, the KOR agonists are negatively reinforcing and aversive?4 In 
addition, KOR agonists have analgesic properties but are not associated with respiratory 
depression like MOR agonists. Initially, these effects provided hope for the development of an 
analgesic absent of addiction liability and respiratory depression. However, it was soon 
discovered that KOR agonists produced dysphoria and psychomimetic effects such as confusion, 
hallucinations and depersonalization.25 Finally, while MOR increases the release of dopamine, 
the activation ofKOR decreases dopamine release in the nucleus accumbens?6 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. These methods rely on contact 
with the oral mucosa for ab~orption and the level of effect relates quite closely to the length of time 
the material spends in the mouth. The onset of effect generally takes 5-10 minutes. The effects build 
over the next hour and last for another hour before they begin to subside.27 

Routes of administration that avoid the hepatic first-pass effect are the quickest and most 
intense.28 Salvinorin A can be isolated from the plant to make a powder which can be vaporized 
and inhaled. This method of administration is the most powerful and only requires 200-500 
micrograms of salvinorin A powder to produce the same effects as those of fresh leaves. The 
onset of effec1S'felt from vaporizing salvinorin A powder occurs in about 30 seconds and effects 
last for about 5-10 minutes and then subside over the next 30 minutes.29 

24 Gustein HB & Akil R. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann NY Acad Sci. 1992 Jun 
28;654:347-56. 
25 Pfeiffer A, Brand V, Herz A, Emrich HM. Psychotomimesis mediated by kappa opiate receptors. Science. 1986 
Aug 15;233(4765):774-6, Rimoy GR, Wright DM, Bhaskar NK, Rubin PC. The cardiovascular and central nervous 
system effects in the human ofU-62066E. A selective opioid receptor agonist. Eur J Clin Pharmacol. 
1994;46(3):203-7, and Walsh SL, Strain EC, Abreu ME, Bigelow GE. Enadoline, a selective kappa opioid agonist: 
comparison with butorphanQI and hydromorphone in humans. Psychopharmacology (Berl). 2001 Sep;157(2):151-62. 
26 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
27 Siebert DJ. Salvia divinorurn and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
28 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorurn herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
29 Siebert DJ. Salvia divinorurn and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
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Smoking is by far the most popular method of administration30 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A)l:fttikr ~oncentrated extract can also be 
used sub lingually. Neither S. divinorum nor salvinorin A are injected because the powder is 
insoluble in water.3l 

The various modes of administration of S. divinorum lead to the variable onset and duration of its 
effects. These effects are generally accepted to be: sensation of becoming an object, visions of 
various two-dimensional ~~s, films and membranes, revisiting places of the past 
(particularly childhood)':ioss ofthe body and/or identity, various sensations of motion (being 
pulled or twisted by a force of some kind), uncontrollable hysterical laughter, and overlapping 
realities (perceptions of being in more than one place).32 Laughter, happiness, sense of well
being and dissociative effects were deemed the best aspects of S. divinorum by users, second only 
to the "trip" that the drug elicits.33 Depersonalization, speaking gibberish, widening of 
consciousness, sUbjective illusions of rapid movement, flying or hovering have also been 
reported. 34 

The aversive effects of previously studied KOR agonists predict that the risk of addiction to S. 
divinorum is negligible. However, very few controlled scientific studies of the physical and 

. ~chotropic effects of Salvia divinorum on humans have been carried out. Therefore,:asing 
\ t'$ ~ ~clieS' to predict it: potential for addiction and abuse is difficult. In studies that have been 

conducted, there is conflicting information around the addiction liability of S. divinorum in both 
animals and humans. Some users have noted that they require increasing doses of salvinorin A in 
order to achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.35 More controlled systematic research in this area is needed. Further studies on the 
mediated decrease of dopamine as well as the impact of dose on the rewarding and aversive 
effects are also warranted. 

Another aspect of the S. divinorum abuse potential stems from its availability. As previously 
mentioneq)t is widely available for purchase on the Internet through drug promotional sites and 

30 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson IE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
31 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
32 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
33 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):<157-62. 
34 Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38( 1): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
fmdings. J Ethnopharmacol. 1994 Jun;43(1):53-6. 
35 Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
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/'f is also sold in various "head shops" and comer store~ In a~i!l~' the potential for high yields 
and ease of extraction may make buying and selling : ~'i:tg quite affordable and attractive. 
Originally the concerns for the abuse potential were minimal since it was concluded that I kg of 
dried leaves yielded only 3 to 6 humans doses of salvinorin A. However, it was discovered that 
vaporizing and inhaling 200-500 micrograms had profound hallucinogenic effects.36 The 
extraction of salvinorin A from the plant is very easy and with care, approximately 1.5 grams of 
pure salvinorin A per kilo~ of dried leaves (8kg of fresh leaves) can be isolated. Therefore, 

L "I • ld _J; t~n;:;~ fdl' a I la '4 ~ I' . A ~--- . (J-Il... -.J:]tCft poor)'Ie s~a gram~ms 0 n~ea-veB VieR pro'll e ClIOU~ sa vmonn tt1I'" IS s.c 2000 human doses.37 It it clieved to be easier to obtain salvinorin A than to extract LSD or 
produce PCP derivatives.38 

3.2.5 Extent of Actual Abuse in Canada and Internationally 

Very limited data exists regarding the actual ~se of Salvia divinorum across the 
Canadian population. To address this lack of data, questions about the use of S. divinorum were 
included in the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Drug Use 
Monitoring Survey and the 2009 Ontario Student Drug Use and Health Survey. 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18,2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reporfusing Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; r'f."< 

• Males (6.2%) 'a1i significantly more likely than females (2.3%) to us~alvia divinorum; 
• There is significant grade variation, with Salvia divinorum use most l&ely among 11 th 

graders (8.6%) and 12th graders (8.4%); and 
• There are significant regional variations, with students in Northern Ontario (9.2%) most 

likely to use Salvia divinorum. 

'd"shui 
The results ofthe 2008-2009 Youth Smoking Surveyweretleased on May 31,2010 and 
indicate that: 

• 4.9% of students indicated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated t~ had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9/7.0% of students in Grades 10-12 had used S. divinorum 
in the last twelve months; and 

36 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
37 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
38 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
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• Males (6.6%) Cmore likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regard~ng ~~ 

differences in usage between ages, genders and regions. G-id.' ~s \d,~~f.f,,~~~~ :::t:..T ~ 
~"oAA,.( ~ (D.....:>seb s~ !...\~c.Q.3. 
~r data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey, will be available 
in the summer of201O. 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S.divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. 

Health Canada's Drug Analysis Services (DAS) has collected some raw data regarding the 
number of samples identified as containing salvinorin A in the DAS labs, however, as the plant 
andlor substance is not in the CDSD druglist, it is not possible to have records of any seizures of 
it in the database. However, there have been a number of samples submitted to DAS for analysis 
that have been confirmed to contain salvinorin A. 

NUMBER OF SAMPLES FOUND TO CONTAIN SAL VINORIN A 

Year Return Completed Count 
2006 6 
2007 8 
2008 6 
2009 LTo biU»datedJ 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States is a Drug Enforcement Agency 
(DEA) database that collects scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SAL VIA DIVINORUM or SAL VINORIN A SEIZURES 

(Number of items/Exhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 
NFLIS- 0 0 0 0 1 8 12 

State/Local! 
STRIDE2 0 0 1 1 1 0 0 
TOTAL 0 0 1 1 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data queried 11124/08, updated 06/1012010 
I NFLIS reported seizures of Salvia divino rum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - May data in 2009. 

2007 2008 
12 70 

0 leN/A:: 
12 70 

2009* 
34 

CN/A -.., 

34 

1\ ~v-,.) ~eports regarding the ~use of S. divinorum have been published in the academic literature. 
000828 



ON ",-,CAS 1'1-ytw-old 
The first VI~ international case report in which a yettRg man 89 ),eM'S sf ftge) described his 
perceptions after inhaling smoke from S. divinorum. The peak psychotropic effects, including 
prickling ofthe skin, fever-like hot flashes, muscular tremor, and depersonalization, were 
reached in less th~ve minutes after inhalation of an unknown amount of smoke from burning 
dried leaves.4o 'Ule se~volved a 15-year-old male who presented to psychiatric 
emergency services with acute onset of paranoia, deja vu, blunted affect, difficulties in thought 
processing and slowed speecl)l after smoking Salvia divinorum over an unknown period of time. 
During his hospitalization all symptoms improved significantly except the feeling of deja vu. 
Based on this case presentation, the author suggested that the feelings of deja vu may be 
cODiidered long-term effect; of S. divinorum use.41 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period oftime.42 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passing a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

It is difficult to determine the extent of actual abuse of S. divinorum as there appear to be 
inconsistencies in the literature regarding risk aversion. For example, one author states: "Many 
who have used salvinorin A find the experience extremely unnerving, frightening and overly 
intense and most have no desire to repeat the experience.'.43 However, another study suggested 
that this is-Gel1:aialy not the experience of all recreational users of S. divinorum.44 ~, . 

C;;ver eighty percent of users surveyed on a web-based questionnaire about their S. divinorum use 
said that they would probably or definitely use S. divinorum again.45 Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 
experience, persisting negative effects (most often anxietyt6 sweating, chills, increased diuresis, 
impaired vigilance,47 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 
drug.48 However, it is difficult to determine the influence these effects have on the use of S. 

41 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
42 http://www.kvbc.comlGlobal/story.asp?S=4893692 
43 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

44 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Biicheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38( 1): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
45 Baggot MJ, Erowid E, Erowid F and Mendelson IE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
46 Baggot MJ, Erowid E, Erowid F and Mendelson IE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
47 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
48 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
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divinorum. 

3.2.6 Overall Risk to Public Health and Safety of Canadians 

The increase in both the number of enquiries from various municipalities and members of the 
public and in the amount of media interest regarding the availability of Saliva divinorum in 
Canada may be an indication that the recreational use of S. divinorum as a hallucinogen is on the 
rise in Canada. However, there are no available statistics that indicate there has been a 
significant increase in S. divinorum use in the Canadian population and, in comparison to the use 
of other drugs such as alcohol and cannabis, the actual use of S. divinorum is quite low. 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. Users may get up and walk around without apparent 
awareness of their movements, behaviour or surroundings, and distinction between self and 
surroundings is often lost. At doses greater than lmg of salvinorin A, out of body experiences 
are frequent and loss of consciousness has been reported.49 There is little information regarding 
the social behaviours of persons under the influence of S. divinorum products, and what risks 
their activitie~ such as operating a motorized vehicl~ may pose to the general public. There is 
also very little data regarding the toxicity, teratogenicity and long-term effects of S. divinorum 
use.50 

As stated earlier, there are no approved medical uses for S. divinorum in Canada. Health Canada 
has also neither received nor approved any submissions for natural health products for sale in 
Canada. Therefore, products that claim to contain this substance·have not been extensively 
reviewed by Health Canada and as such, may be counterfeit or may contain other ingredients that 
may pose risks to health. For example, like many drugs of abuse, the users are often unaware of 
the potency and adulterants in the products they are purchasing. A study by Wolowich et al. 
(2006i l

, showed that the salvinorin A content in five out of five S. divinorum products were....,.,s 
falsely indicated on the label and 4 out of 5 products contained unidentified adulterants (i.e. 
vitamin E, caffeine). 

Health Canada has only anecdota!Jrformation about the use and abuse of S. divinorum in Canada 
as well as the threat S. divinorum pose~ to the health and safety of Canadians. Although reports 
of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have been 
received through the Canada Vigilance database, it is important to note that the number of reports 
and the nature of reactions reported are not adequate to characterize the risk to the general 
population. This data can also not be used to determine incidence of use in the .geH:eral c.i:v....A'tM 
population. 

4. ASSESSMENT OF RISKS AND BENEFITS 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
49 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
50 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun;73:1039-1046. 
51 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9):1268-72. 
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Salvia divinorum is a substance with unknown long term effects that is currently not scheduled 
under the CDSA. It can be imported and sold legally in Canada to anyone of any age, anywhere 
in Canada provided it is not represented as a health product..aHtJ.:fhe S. divinorum sold in Canada 
is currently not subject to any specific quality or safety standards. The available scientific 
evidence indicates a low potential for abuse of this substance. 

There are certain risks associated with ~ scheduling Salvia divinorum and/or salvinorin A under 
the CDSA. In particular, scheduling S. divinorum and/or salvinorin A under the CDSA without 
sufficient defensible evidence according to the established criteria for scheduling could be 
precedent-setting in that Health Canada might then have to look at scheduling other plants with 
psychoactive properties, e.g. Jimsonweed, Datura. 

Health Canada only has anecdotal information about the risks associated with the use of S. 
divinorum and/or salvinorin A. However, there is scientific evidence which suggests that this 
plant and its active ingredient may have the potential to create risks to individual and public 
health and safety resulting from the unsupervised use of a hallucinogenic substance (i.e. driving 
under the influence, injuries caused by disassociation with surroundings, loss of consciousness, 
etc.). In the absence of any type of mechanism of control of these substances, the safety and 
well-being of Canadians could be at risk. 

5. IDENTIFICATION AND ANALYSIS OF OPTIONS 
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CONSIDERATIONS ~ ,I. I L 

S. divinorum's KOR-mediated aversive and dysphoric effects do not appear to be hampering its use. 
Young adults have begun smoking the leaves and leaf extract recreationally.55 It can be purchased 
through online botanical companies and other drug promotional sites and is often touted as a legal 
alternative to substances such as cannabis and mescaline. 56 Interestingly, after being widely available 
for over a decade, the drug has not had any extreme social impact as did LSD or MDMA.57 

Over the past few years, there has been an increase in the number of enquiries that Health Canada 
is receiving from various municipalities and members of the public regarding the availability of 
Salvia divinorum as a hallucinogen. Health Canada has also observed a steady increase in the 
amount of media interest regarding the availability of S. divinorum in Canada. According to 
currently available statistics, the reported use of S. divinorum by young Canadians is much lower 
than that of alcohol or cannabis. 

Salvia divinorum meets the definition of a natural health product (NHP) under the Natural 
Health Product Regulations (NHPR). This means that products containing S. divinonim must be 
approved by Health Canada prior to sale in Canada and that product's that are not in compliance 
with the NHPR may be subject to compliance and enfor~ement actions. As Health Canada has 
yet to receive and/or approve any applications for natural health products containing S. divinorum 
for sale on the Canadian market, the sale of such products is illegal. Several challenges also arise 
with respect to the importation and domestic movement of S. divinorum products as they are , 
often declared as incense and therefore cannot be considered unapproved natural health products. Y S~ ~ . 
In addition, compliance and enforcement actions, such as voluntary stop-sales, forfeiture, 

destruction, and administrative seizure, cannot be implemented unless the labeling of the product 
indicates that it is to be used for consumption and/or pharmacological effects. The NHPR are 
therefore limited in their capacity to control the availability of S. divinorum beyond the scope of 
scenarios listed above. 

S. divinorum and salvinorin A are not structurally similar or even pharmacologically similar to 
other substances included in the schedules to the CDSA. The abuse liability and potential for 
dependence of S. divinorum is not known as very few controlled scientific studies of the physical 

55 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
56 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
57 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv. unimelb.edu.aularchive/00002327 /0 1IMunro2006thesis.pdfFebruary 2007. 
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and psychotropic effects of S. divinorum have been carried out on humans. More controlled 
systematic research @ this ~ is neede~. Health Canada has only received a limited number of 
communications regarding Salvia divinorum from law enforcement agencies, and none of these 
have advised that the use of Salvia divinorum poses any particular threat to public safety. 
Evidence of a risk to public health and safety is anecdotal in nature and not quantified in any way 
as there is a lack of information regarding usage in Canada. 

Health Canada is currently finalizing media lines regarding S. divinorum as well as an "It's Your 
Health" article to be published on the Health Canada website. These documents are designed to 
address the recurrent media attention regarding S. divinorum as well as increase public awareness 
of the risks associated with this substance as well as what Health Canada is doing to safeguard 
the health of Canadians. 

8. SELECTED STRATEGY 

9. IMPLEMENTATION AND EVALUATION 

10. OUTCOME EVALUATION 
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1. ISSUE 

June 11, 2010 

In Canada, neither the herb Salvia divinorum (s. divinorum) nor its main active ingredient, 
salvinorin A, are regulated under the Controlled Drugs and Substances Act (CDSA). Health 
Canada has received a number of enquiries from various municipalities and members of the 
public asking why Health Canada has not taken steps to control the availability of S. divinorum, 
particularly given reports from scientific and media sources suggesting that S. divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has also noted an ongoing media interest regarding the availability of S. divinorum in 
Canada. 

2. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules ofthe CDSA, and determine whether or not they should be regulated as 
controlled substances in Canada. 

3. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
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known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stems. I 

S. divinorum is widely touted as a "legal" alternative to street drugs on the Inte1jllet, and has also 
been reported to be one of the most prevalent herbal products.a¥ftMtt61e :fur usGtas an alternative 
to illicit drugs-efftbuse among adolescents and young adults.2 While very little is known about 
how and where S. divinorum is sold in Canada, it is suspected that it is mainly purchased over the 
Internet and/or bought at head shops, and alternative life style stores, etc. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) .. 

rt{! ~r106,...\ ..a;AQ involvidthe concomitant use of alcohol in a person diagnosed with Attention Deficit 
~\51L- ~ Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD~fthe Health Products and Food 
Branch (HPFBk,prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as -. controlled substanc~(a 
recommendation that was maintained when the lAS was updated in November 2006). 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (BRA), which 
concluded that S. divinorum or salvinorin A-containing health products should be restricted from 
over-the-counter use. Should any such (unauthorized) health products be found on the Canadian 
market, they should be removed from sale. Such products would constitute a Type IT Health Risk 
according to the Health Hazard Classification ofthe Recall Policy of the Health Products and 
Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which the use of, or 
exposure to, a product may cause temporary adverse health consequences or where the 
probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and the 
Inspectorate ofHPFB (HPFBI) to discuss S. divinorum. At that time, it was decided that S. 
divinorum would be classified by HPFB as a Type IT substance based on its Health Hazard 
Classification. HPFBI was to determine appropriate compliance activities regarding S. 
divinorum and check with Canada Border Services Agency (CBSA) to determine if any further 

1 U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 \ 
2 Dennehy CE, Tsourounis C, Miller AB. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(1O): 1634-9. 
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infonnation regarding S. divinorum shipments was available. 

On September 13,2007, a meeting was organized between DSCSD, MHDP, NHPD and HPFBI 
to discuss what was known a\Jout S. divinorum from a regulatory perspective and to reach~ 
consensus on the next steps. It was detennined that DSCSD would conduct a scheduling 
assessment of S. divinorum to explore the possibility of scheduling this substance under the 
CDSA. 

The Director Generals ofDSCSD, MHPD, TPD and the HPFBI also met on September 26,2008 
to discuss an update on issues relating to S. divinorum and to detennine an agreed upon approach 
for subsequent steps. It was decided that media lines and a proposal for an "It's Your Health" 
article on S. divinorum would be prepared. 

3.1 Legislative Frameworks for Drug Control in Canada 

3.1.1 Food and Drug Regulations (under the Food and Drug Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence of a 
product's safety, efficacy and quality. Health Canada reviews this infonnation carefully and,if 
the review is satisfactory, a Notice of Compliance (NOC) is issued and appropriate Drug 
Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in : 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnonnal 
physical state, or its symptoms, in human beings or animals, 

(b) restor!gg, correcting or modifying organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of January 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 

3.1.2 Natural Health Product Regulations (under the Food and Drug Act) 

The Natural Health Products Regulations (NHPR) came into force in January 2004 to provide 
Canadians with ready access to natural health products (NHPs) that are safe, effective, and of 
high quality, while respecting freedom of choice and philosophical and cultural diversity. The 
NHPR contain a product licensing system that requires that all licensed products display a 
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Natural Product Number (NPN), or, in the case of a homeopathic medicine, Drug Identification 
Number - Homeopathic Medicine (DIN-HM), on their labels. The number is issued once ~ _ (~(.(.()t)) 
product is authorized for sale in Canada by the Natural Health Products Directorate.~uct 
authorization requires either reference to a natural health product monograph or submission of 
other evidence of safety and health claim. A system of site licensing is also included in the 
NHPR which requires that all manufacturers, packagers, labellers, and importers be licensed; 
sites have procedures in place respecting distribution records and product recalls; where 
applicable, sites have procedures in place for the handling, storage and delivery of their products, 
and sites meet good manufacturing practice requirements. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
m: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to whether the product or medicinal ingredient therein is safe for 
consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. To be considered a NHP, no direct health claims 
need to be made regarding the substance. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a modification of an organic function. 
Therefore such products would be considered NHPs. 

As of January 2010, no products containing S. divinorum have been reviewed and approved by 
Health Canada and no NPNs or DIN-HMs have been issued. Therefore sale of an unlicensed 
hallucinogen such as S. divinorum is illegal under the NHPR. 

3.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular penalties as described in Part I of the CDSA. 
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In detennining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in controVscheduling; 
• Chemical and phannacological similarity to other substances already scheduled under the 

CDSA; 
• Legitimate uses of the substance (i.e. therapeutic, industrial or commercial); 
• Potential for abuse andlor addiction liability ofthe substance; 
• Extent of actual abuse in Canada and internationally; and 
• Overall risk to public health and safety of Canadians. 

3.2 Assessment of Salvia Divinorum for Scheduling Purposes 

3.2.1 International Requirements and Trends in ControVScheduling 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any ofthe countries (including Canada) that are signatories to these conventions. 

Australia 

In June 2002, Australia became the first country to prohibit S. divinorum and salvinorin A. 
Although both S. divinorum and salvinorin A are listed on Schedule 9 of Australia's Standard for 
the Unifonn Scheduling of Drugs and Poisons on the basis of "high potential for abuse and risk 
to public health and safety", no substantiation of this risk was provided at the time ofthis 
scheduling decision.3 Schedule 9 is Australia's most restrictive drug schedule, and includes 
"substances which may be abused or misused, the manufacture, possession, sale or use of which 
should be prohibited by law except when required for medical or scientific research, or for 
analytical, teaching or training purposes with approval of Commonwealth andlor State or 
Territory Health Authorities.'.4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances which includes substances such as psilocybin mushrooms, khat and peyote 
cactus.5 

Denmark 

3 http://www.tga.gov.auindpsc/recordirr200111.pdf 
4 http://www.cognitiveliberty.org/news/salvia_australia.htm 
5 

http://eldd.emcdda.europa.eulhtml.cfmlindex517 6EN .html?pluginMethod=eldd.shownewsdetails&id=20/12/2006BE 
LGIUM:%20NeWOIo20substances%20controlled%20include%20mCPP%20and%20khat 

5 
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In 2003, Denmark prohibited S. divinorum and salvinorin A by adding them to their list of 
"category B" controlled substances, a category which also includes psilocybin mushrooms, 
cocaine, amphetamine, and several others substances that are only legal for medicinal and 
scientific purposes. Illegal possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1,2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11, 2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a ~oJW of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs Witfbe banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale 
(that beyond medical treatment or research purposes) will be subject to up to five years 
imprisonment or..tcra fine of up to five million yen. 

Spain 

On January 28,2004 the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum, along with a long list of other allegedly toxic herbs. The 
regulation went into effect on May 6, 2004 and only prohibits activities related to commerce. 
Possession and/or use are not considered to be criminal offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 
possess it. In Estonia, Finland, Iceland and Norway,S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules of the United States Controlled 
Substances Act, although some individual states have implemented laws restricting its use, sale 
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and/or distribution. As of May 2010, nineteen states have enacted legislation placing regulatory 
controls on S. divinorum and/or salvinorin A. Delaware, Florida, Hawaii, Illinois, Kansas, 
Kentucky, Mississippi, Missouri, Nebraska, North Dakota, Ohio, Oklahoma, South Dakota and 
Virginia have placed S. divinorum and/or salvinorin A into Schedule I of state law. 

California, Louisiana, Maine, North Carolina, and Tennessee have enacted other forms of 
legislation restricting the distribution of the plant. 

California 

As of January 1,2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age became a misdemeanor in the state of California that is now punishable by 
imprisonment in a county jail for not more than six months, by a fine of no more than 
$1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption which contains a hallucinogenic plant. A "hallucinogenic plant" is defined 
as "any part or portion" of the forty plants listed, which includes S. divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in a way similar to how tobacco 
products are controlled. Adults eighteen years of age or over can legally purchase and use 
the material, but selling or providing S. divinorum or salvinorin A to anyone under the 
age of_eighteen is a criminal offence. Possession by a minor is a civil violation, 
punishable by a fine, community service, or both. 

North Carolina 

On February 11, 2009, Senate Bill 138 was introduced to the North Carolina State 
Legislature which sought to make Salvia divinorum and salvinorin A Schedule I 
controlled substances in that state. This bill was later amended to make possession of 
S. divinorum an infraction, a minor crime punishable by a maximum $25 fine. A third 
possession offence would be charged as a misdemeanor. There are no separate 
penalties for manufacturing or sales. This bill includes two exemptions. One permits 
growing the plant for aesthetic, landscaping, or decorative purposes; the other allows for 
university-affiliated medical or pharmacological research. Ete amended version passed 
the Senate unanimously on Mayi-4, 2009;-the-Hottse-apprt)ved-it-eRAugust-~ 
·iffld it was signed into law on Augtrst 28, 2009. The new law came into effect on 
December 1, 2009. 
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Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is no~howeve~ a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when it is recognized by the Food and Drug 
Administration as a homeopathic drug. 

In addition, the U.S. Department of Justice Drug Enforcement Agency (DEA) has lriscrplaced S. 
divinorum and salvinorin A on a list of drugs and chemicals "of concern," without legal 
implications. 

3.2.2 Chemical and Pharmacological Similarity to Other Substances Listed in the CDSA 

The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wormwood) and Cannabis sativa. Salvinorin 
A is considered by some as the most potent natural hallucinogen ever isolated.6 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a way that is quite unique.7 Recent pharmacological screenings of receptors have found it to 
be a highly potent and selective K-opioid receptor (KOR) agonist.8 

The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).9 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. lo Its strong dissociative effects are often compared to those of 
ketamine. Users have reported that the psychedelic effects of S. divinorum were most similar to 

6 Ott J. Ethnopharmacognosy and human pharmacology of Salvia divinorurn and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.org/ott2.html 

7 Siebert DJ. Salvia divinorurn and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
8 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Nat! Acad Sci USA. 2002 Sep 
3;99(18):11934-9. 
9 Biiche1er R, Gleiter CH, Schwoerer P, Gaertner 1. Use of nonprohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorurn (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
10 Siebert DJ. Salvia divinorurn and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
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those caused by psilocybin mushrooms. I I However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience is quite unique. 12 

In addition, the psychedelic effects of S. divinorum are similar to those of classical psychedelics 
regarding changes in perception and somatic sensations. S. divinorum causes an unusually high 
degree of sedation, weakness and fatigue, while the increased de-realization is not commonly 
reported for classical psychedelics. 13 The combination ofthese effects seems to correlate with 
that of other KOR agonists such as pentazocine. 14 

3.2.3 Legitimate Uses of Salvia Divinorum 

There are presently no legitimate medical or industrial uses for S. divinorum in Canada. 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico/5 where an infusion of the leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling ofthe 
stomach. 16 Its main use is/howeve~ for its psychoactive properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rituals. 17 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use. 18 It has been speculated that KOR agonists may prove to' be 
useful in the treatment of certain psychiatric disorders including Alzheimer's disease, 
schizophrenia, dementia and bipolar disorder. 19 However, much more research is needed in 

II Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62. 
12 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J EthnopharmacoI. 1994 
Jun;43(1):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
\3 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
14 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version ofthe 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
15 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
16 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.auiarchive/00002327/01IMunro2006thesis.pdfFebruary 2007. 
17 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
18 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. . 
19 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opimt 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
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order to substantiate these hypotheses. Another study has suggested that chemical analogues of 
salvinorin A may be a useful treatment for those suffering from addiction to other substances.2o 

3.2.4 Potential for Abuse Liability and/or Addiction Liability of the Substance 

Most clinically used opioid analgesics (e.g. codeine, oxycodone, morphine) are selective for the 
l1-opioid receptor (MOR) and can be habit-forming24 because activation of the MORs causes 
euphoria, which makes the user want to take them again. As previously mentioned, salvinorin A 
is a potent, selective agonist of the K-opioid receptor (KOR), and in contrast to the euphoria 
produced by MOR agonists, the KOR agonists are negatively reinforcing and aversive.25 In 
addition, KOR agonists have analgesic properties but are not associated with respiratory 
depression like MOR agonists. Initially, these effects provided hope for the development of an 
analgesic absent of addiction liability and respiratory depression. However, it was soon 
discovered that KOR agonists produced dysphoria and psychomimetic effects such as confusion, 
hallucinations and depersonalization?6 Finally, while MOR increases the release of dopamine, 
the activation ofKOR decreases dopamine release in the nucleus accumbens?7 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 

20 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
24 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
2S Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann N Y Acad Sci. 1992 JUll 
28;654:347-56. 
26 Pfeiffer A, Brand V, Herz A, Emrich HM. Psychotomimesis mediated by kappa opiate receptors. Science. 1986 
Aug 15;233(4765):774-6, Rimoy GH, Wright DM, Bhaskar NK, Rubin Pc. The cardiovascular and central nervous 
system effects in the human ofU-62066E. A selective opioid receptor agonist. Eur J Clin Pharmacol. 
1994;46(3):203-7, and Walsh SL, Strain EC, Abreu ME, Bigelow GE. Enadoline, a selective kappa opioid agonist: 
comparison with butorphanol and hydromorphone in humans. Psychopharmacology (Bed). 2001 Sep; 157(2): 151-62. 
27 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
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chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. These methods rely on contact 
with the oral mucosa for absorption and the level of effect relates quite closely to the length of time 
the material spends in the mouth. The onset of effect generally takes 5-10 minutes. The effects build 
over the next hour and last for another hour before they begin to subside.28 

Routes of administration that avoid the hepatic first-pass effect are the quickest and most 
intense.29 Salvinorin A can be isolated from the plant to make a powder which can be vaporized 
and inhaled. This method of administration is the most powerful and only requires 200-500 
micrograms of salvinorin A powder to produce the same effects as those of fresh leaves. The 
onset of effects felt from vaporizing salvinorin A powder occurs in about 30 seconds and effects 
last for about 5-10 minutes and then subside over the next 30 minutes. 30 ~ 
Smoking is by far the most popular method of administration3

! and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A. A concentrated extract can also be used 
sub lingually. Neither S. divinorum nor salvinorin A are injected because the powder is insoluble 
in water.32 

The various modes of administration of S. divinorum lead to the variable onset and duration of its 
effects. These effects are generally accepted to be: sensation of becoming an object, visions of 
various two-dimensional surfaces, films and membranes, revisiting places of the past 
(particularly childhood), perceived loss of the body and/or identity, various sensations of motion 
(being pulled or twisted by a force of some kind), uncontrollable hysterical laughter, and 
overlapping realities (perceptions of being in more than one place).33 Laughter, happiness, sense 
of well-being and dissociative effects were deemed the best aspects of S. divinorum by users, 
second only to the "trip" that the drug elicits.34 Depersonalization, speaking gibberish, widening 
of consciousness, subjective illusions of rapid movement, flying or hovering have also been 
reported.35 

28 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
29Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
30 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
31 Gonzalez D, Riba J, Botiso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
32 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
33 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
34 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
35 Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
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The aversive effects of previously studied KOR agonists predict that the risk of addiction to S. 
divinorum is negligible. However, very few controlled scientific studies of the physical and 
psychotropic effects of Salvia divinorum on humans have been carried out. Therefore, it is 
difficult to predict its potential for addiction and abuse. In studies that have been conducted, 
there is conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance?6 More controlled systematic research in this area is needed. Further studies on the 
mediated decrease of dopamine as well as the impact of dose on the rewarding and aversive 
effects are also warranted. 

Another aspect of the S. divinorum abuse potential stems from its availability. As previously 
mentioned, it is widely available for purchase on the Internet through drug promotional sites and 
it is also sold in various "head shops" and comer stores. In addition, the potential for high yields 
and ease of extraction may make buying and seWus substance quite affordable and attractive. 
_ Originall)J the concerns for the .abtise-potentiay.were minimal ~ it was concluded that 1 kg of 
dried leaves yielded only 3 to 6 humans doses of salvinorin A. However, it was discovered that 
vaporizing and inhaling 200-500 micrograms had profound hallucinogenic effects.37 The 
extraction of salvinorin A from the plant is very easy and with care, approximately 1.5 grams of 
pure salvinorin A per kilogram of dried leaves (8kg of fresh lea~~ .. can be isolated . ..:fha efore; 
~spit8 poor yielEisti gram of salvinorin A is enough substanre~f0r2000 human doses. 38 It is 
also believed to be easier to obtain salviriorin A than to extract LSD or produce PCP 
derivatives.39 

3.2.5 Extent of Actual Abuse in Canada and Internationally 

Very limited data exists regarding the popUlation use of Salvia divinorum across the Canadian 
population. To address this lack of data, questions about the use of S. divinorum were included 
in the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Drug Use Monitoring 
Survey and the 2009 Ontario Student Drug Use and Health Survey. 

Pharmacopsychiatry. 2005 Jan;38(1): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
fmdings. J Ethnopharmacol. 1994 Jun;43(1):53-6. 
36 Bucheler R, Gleiter CH, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the conswnption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
37 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
38 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
39 Bucheler R, Gleiter CH, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the conswnption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
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The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18,2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11 th 

graders (8.6%) and 12th graders (8.4%); and 
• There are significant regional variations, with students in Northern Ontario (9.2%) most 

likely to use Salvia divinorum. 

The results of the 2008-2009 Youth Smoking Survey were published on May 31,2010 and 
indicate that: s\o-~ 

• 4.9% of students indicated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divino rum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope ofthe previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. Given the lack of information 
surrounding S. divinorum, it is difficult to speculate on the causality of such differences. 

Additional data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey will be 
available in the summer of201O. 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. 

Health Canada's Drug Analysis Services (DAS) has collected some raw data regarding the 
number of samples identified as containing salvinorin A in the DAS labs, however, as the plant 
and/or substance is not in the Controlled Drugs and Substances Database (CDSD) druglist, it is 
not possible to have records of any seizures of it in the database. However, there have been a 
number of samples submitted to DAS for analysis that have been confirmed to contain salvinorin 
A. 

NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A \ 

Year Return Completed Count 
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2006 6 
2007 8 
2008 6 
2009 To be updated 

The National Forensic Laboratory Infonnation System (NFLIS) and the System to Retrieve 
Infonnation from Drug Evidence (STRIDE) in the United States is a Drug Enforcement Agency 
(DEA) database that collects scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SAL VIA DIVINORUM or SAL VINORIN A SEIZURES 

(Number of items/Exhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 
NFLIS- 0 0 0 0 1 8 12 

State/Local l 

STRIDE2 0 0 1 1 1 0 0 
TOTAL 0 0 1 1 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data queried 11124/08, updated 06/10/2010 
.1 NFLIS reported seizures of Salvia divino rum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - May data in 2009. 

2007 2008 
12 70 

0 N/A 
12 70 

2009* 
34 

N/A 
34 

A handful of case reports regarding the use of S. divinorum have been published in the academic 
literature. One report was an international case report in which a young man (19 years of age) 
described his perceptions after inhaling smoke from S. divinorum. The peak psychotropic 
effects, including prickling ofthe skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.41 Another report involved a IS-year-old male who presented 
to psychiatric emergency services with acute onset ofparanoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-tenn effect of S. divinorum use.42 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17 -year-old boy committed suicide after smoking S. divinorum for an unknown period of time. 43 

It should be noted that alcohol and general depression w:J.e the main confounders in this case. 
After this case was reported, the state of Delaware passiftg a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

42 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102,823-824. 
43 http://www.kvbc.comlGlobal/story.asp?S=4893692 
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It is difficult to determine the extent of actual abuse of S. divinorum as there appear to be 
inconsistencies in the literature regarding risk aversion. For example, one author states: "Many 
who have used salvinorin A find the experience extremely unnerving, frightening and overly 
intense and most have no desire to repeat the experience.,,44 However, another study suggested 
that this is not the experience of all recreational users of S. divinorum.45 Over eighty percent of 
users surveyed on a web-based questionnaire about their S. divinorum use said that they would 
probably or definitely use S. divinorum again.46 Users have reported the negative effects of S. 
divinorum as: the short duration of action, lack of control over the experience, persisting negative 
effects (most often anxiety)47 sweating, chills, increased diuresis, impaired vigilance,48 and 
negative after-effects including tiredness, feeling head heavy, dizziness, physical exhaustion, and 
some degree of malaise or 'hangover' as they 'comedown' from the drug.49 However, it is 
difficult to determine the influence these effects have on the use of S. divinorum. 

3.2.6 Overall Risk to Public Health and Safety of Canadians 

The increase in both the number of enquiries from various municipalities and members of the 
public and in the amount of media interest regarding the availability of Saliva divinorum in 
Canada may be an indication that the recreational use of S. divinorum as a hallucinogen is on the 
rise in Canada. However, there are no available statistics that indicate there has been a 
significant increase in S. divinorum use in the Canadianpopulation and, in comparison to the use 
of other drugs such as alcohol and cannabis, the actual use of S. divinorum is quite low. 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. Users may get up and walk around without apparent 
awareness of their movements, behaviour or surroundings, and distinction between self and 
surroundings is often lost. At doses greater than Img of salvinorin A, out of body experiences 
are frequent and loss of consciousness has been reported. 50 There is little information regarding 
the social behaviours of persons under the influence of S. divinorum products, and what risks 
their activities such as operating a motorized vehicle may pose to the general public. There is 
also very little data regarding the toxicity, teratogenicity and long-term effects of S. divinorum 

44 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorurn. Panther Press, San Francisco, CA 1996. 

45 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorurn among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62, Biicheler R, Gleiter CR, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorurn (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38( 1): 1-5, and Valdes LJ 3rd. Salvia divinorurn and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
46 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
47 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
48 Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorurn (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
49 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorurn among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
50 Siebert DJ. Salvia divinorurn and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
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use. 51 

As stated earlier, there are no approved medical uses for S. divinorum in Canada. Health Canada 
has also neither received nor approved any submissions for natural health products for sale in 
Canada. Therefore, products that claim to contain this substance have not been extensively 
reviewed ~ Hea,litl Canada and as such, may be counterfeit or may contain other ingredients that 
may pose risks...te-health. ~ike many drugs of abuse, the users are often unaware of 
the potency and adulterants in the products they are purchasing. A study by Wolowich et al. 
(2006)52, showed that the salvinorin A content in five out of five S. divinorum products wef8 vJV--$ 
falsely indicated on the label and 4 out of 5 products contained unidentified adulterants (i.e. 
vitamin E, caffeine). 

Health Canada has only anecdotal information about the use and abuse of S. divinorum in Canada 
as well as the threat S. divinorum may pose to the health and safety of Canadians. Although 
reports of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have 
been received through the Canada Vigilance database, it is important to note that the number of 
reports and the nature of reactions reported are not adequate to characterize the risk to the general 
popUlation. This data can also not be used to determine incidence of use in the Canadian 
population. 

4. ASSESSMENT OF RISKS AND BENEFITS 

SalVIa divinorum is a substance with unknown long term effects that is currently not scheduled 
under the CDSA. It can be imported and sold legally in Canada to anyone of any age, anywhere 
in Canada provided it is not represented as a health product. The S. divinorum sold in Canada is 
currently not subject to any specific quality or safety standards. The available scientific evidence 
indicates a low potential for abuse of this substance. 

There are certain risks associated with scheduling Salvia divinorum and/or salvinorin A under the 
CDSA. In particular, scheduli~g S. divi'i0~ andlor salvinorin A under the CDSA without 
sufficient defensible evidence tct&rtrrng to the established criteria for scheduling could be 
precedent-setting in that Health Canada might then have to look at scheduling other plants with 
psychoactive properties, e.g. Jimsonweed, Datura. 

Health Canada only has anecdotal information about the risks associated with the use of S. 
divinorum andlor salvinorin A. However, there is scientific evidence which suggests that this 
plant and its active ingredient may have the potential to create risks to individual and public 
health and safety re~lting from the unsupervised use of a hallucinogenic substance (i.e. driving 
under the influence, injuries caused by disassociation with surroundings, loss of consciousness, 
etc.). In the absence of any type of mechanism of control of these substances, the safety and 
well-being of Canadians could be at risk. 

51 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Phannacology and Analytical Methodology. Planta Med 2007 Jun;73:1039-1046. 
52 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Phannacotherapy. 2006 Sep;26(9):1268-72. 
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5. IDENTIFICATION AND ANALYSIS OF OPTIONS 
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6. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the prevalence of S. divinorum in Canada. Though DAS did not have a record of 
seizures of the substance, it did provide information regarding the number of samples DAS tested 
which contained salvinorin A. 

The OCS contacted the Royal Canadian Mounted Police (RCMP) in order to establish their 
views on S. divinorum use in Canada. The RCMP indicated that Salvia divinorum is not yet a 

??? known substance in the majority of Canada (with the exception of Ontario), and that it does not 
pose a significant concern for public safety at this time. An RCMP document prepared by Sgt. 
Doug Culver stated that scheduling of S. divinorum under the CDSA was not currently warranted 
due to its low potential for abuse and potential medical significance. 

OCS has received a number of correspondences from Canada Border Service Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the 
substance should be treated at the border. Officers also expressed concern regarding the 
substances hallucinogenic properties and increased media attention. At present, only shipments 
of S. divinorum that are represented as health products! hallucinogens can be refused for import 
under the NHPR. 

7. CONSIDERATIONS 

S. divinorum' s KOR-mediated aversive and dysphoric effects do not appear to be hampering its use. 
Young adults have begun smoking the leaves and leaf extract recreationally.56 It can be purchased 

56 Haze1den Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
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1. ISSUE 

June 15, 2010 

In Canada, neither the herb Salvia divinorum (s. divinorum) nor its main active ingredient, 
salvinorin A, are regulated under the Controlled Drugs and Substances Act (CDSA). Health 
Canada has received a number of enquiries from various municipalities and members of the 
public asking why Health Canada has not taken steps to control the availability of S. divinorum, 
particularly given reports from scientific and media sources suggesting that S. divinorum is being 
used by adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has also noted an ongoing media interest regarding the availability of S. divinorum in 
Canada. 

2. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules of the CDSA, and determine whether or not they should be regulated as 
controlled substances in Canada. 

3. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
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known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stems. 1 

S. divinorum is widely touted as a "legal" alternative to street drugs on the Internet, and has also 
been reported to be one of the most prevalent herbal products used as an alternative to illicit 
drugs among adolescents and young adults.2 While very little is known about how and where S. 
divinorum is sold in Canada, it is suspected that it is mainly purchased over the Internet and/or 
bought at head shops, and alternative life style stores, etc. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as controlled substances (a 
recommendation that was maintained when the lAS was updated in November 2006). 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products should be restricted from 
over-the-counter use. Should any such (unauthorized) health products be found on the Canadian 
market, they should be removed from sale. Such products would constitute a Type II Health Risk 
according to the Health Hazard Classification of the Recall Policy of the Health Products and 
Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which the use of, or 
exposure to, a product may cause temporary adverse health consequences or where the 
probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and the 
Inspectorate ofHPFB (HPFBI) to discuss S. divinorum. At that time, it was decided that S. 
divinorum would be classified by HPFB as a Type II substance based on its Health Hazard 
Classification. HPFBI was to determine appropriate compliance activities regarding S. 
divinorum and check with Canada Border Services Agency (CBSA) to determine if any further 

1 U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htrn Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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infonnation regarding S. divinorum shipments was available. 

On September 13,2007, a meeting was organized between DSCSD, MHDP, NHPD and HPFBI 
to discuss what was known about S. divinorum from a regulatory perspective and to reach a 
consensus on the next steps. It was detennined that DSCSD would conduct a scheduling 
assessment of S. divinorum to explore the possibility of scheduling this substance under the 
CDSA. 

The Director Generals ofDSCSD, MHPD, TPD and the HPFBI also met on September 26,2008 
to discuss an update on issues relating to S. divinorum and to detennine an agreed upon approach 
for subsequent steps. It was decided that media lines and a proposal for an "It's Your Health" 
article on S. divinorum would be prepared. 

3.1 Legislative Frameworks for Drug Control in Canada 

3.1.1 Food and Drug Regulations (under the Food and Drug Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence of a 
product's safety, efficacy and quality. Health Canada reviews this infonnation carefully and, if 
the review is satisfactory, a Notice of Compliance (NOC) is issued and appropriate Drug 
Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F &DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnonnal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of January 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 

3.1.2 Natural Health Product Regulations (under the Food and Drug Act) 

The Natural Health Products Regulations (NHPR) came into force in January 2004 to provide 
Canadians with ready access to natural health products (NHPs) that are safe, effective, and of 
high quality, while respecting freedom of choice and philosophical and cultural diversity. The 
NHPR contain a product licensing system that requires that all licensed products display a 
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Natural Product Number (NPN), or, in the case of a homeopathic medicine, Drug Identification 
Number - Homeopathic Medicine (DIN-HM), on their labels. The number is issued once a 
product is authorized for sale in Canada by the Natural Health Products Directorate (NHPD). 
Product authorization requires either reference to a natural health product monograph or 
submission of other evidence of safety and health claim. A system of site licensing is also 
included in the NHPR which requires that all manufacturers, packagers, labellers, and importers 
be licensed; sites have procedures in place respecting distribution records and product recalls; 
where applicable, sites have procedures in place for the handling, storage and delivery of their 
products, and sites meet good manufacturing practice requirements. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
Ill: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to whether the product or medicinal ingredient therein is safe for 
consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. To be considered a NHP, no direct health claims 
need to be made regarding the substance. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a modification of an organic function. 
Therefore such products would be considered NHPs. 

As of January 2010, no products containing S. divinorum have been reviewed and approved by 
Health Canada and no NPNs or DIN-HMs have been issued. Therefore sale50f an anlic@R:s@Q 
httHttcinogCll Stleft as S. diyinorum i1f illegal under the NHPRU cJAilflS 0JIl th4cU. )U~ t1 ~ ItA J/( u·~ 
jY'OpttlW 01. t1/hl. ,iWUrlA.- et./fIJ /11 ~ t,W.4~(;I "8' ~/"tA},N-f c..t 6'tr" I~' -

3.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particu~ penalties as described in Part I of the CDSA. 

~//tIt~. 
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In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in controVscheduling; 
• Chemical and pharmacological similarity to other substances already scheduled under the 

CDSA; 
• 
• 
• 
• 

3.2 

3.2.1 

Legitimate uses ofthe substance (i.e. therapeutic, industrial or commercial); 
Potential for abuse and/or addiction liability of the substance; 
Extent of actual abuse in Canada and internationally; and 
Overall risk to public health and safety of Canadians. 

Assessment of Salvia Divinorum for Scheduling Purposes 

International Requirements and Trends in ControVScheduling 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any ofthe countries (including Canada) that are signatories to these conventions. 

Australia 

In June 2002, Australia became the first country to prohibit S. divinorum and salvinorin A. 
Although both S. divinorum and salvinorin A are listed on Schedule 9 of Australia's Standard for 
the Uniform Scheduling of Drugs and Poisons on the basis of "high potential for abuse and risk 
to public health and safety", no substantiation ofthis risk was provided at the time of this 
scheduling decision.3 Schedule 9 is Australia's most restrictive drug schedule, and includes 
"substances which may be abused or misused, the manufacture, possession, sale or use of which 
should be prohibited by law except when required for medical or scientific research, or for 
analytical, teaching or training purposes with approval of Commonwealth and/or State or 
Territory Health Authorities.'.4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances which includes substances such as psilocybin mushrooms, khat and peyote 
cactus. 5 

Denmark 

3 http://www.tga.gov.auindpsc/recordlrr200111.pdf 
4 http://www.cognitiveliberty.orglnews/salvia australia.htrn 
5 -

http:// eldd.emcdda.europa.eulhtrnl. cfmlindex51 7 6EN.htrnl?pluginMethod=eldd.shownewsdetails&id=201 1212006BE 
LGIUM:%20NeWOIo20substances%20controlled%20include%20mCPP%20and%20khat 

5 
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In 2003, Denmark prohibited S. divinorum and salvinorin A by adding them to their list of 
"category B" controlled substances, a category which also includes psilocybin mushrooms, 
cocaine, amphetamine, and several others substances that are only legal for medicinal and 
scientific purposes. Illegal possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1,2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25,2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11, 2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group ofthirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale 
(that beyond medical treatment or research purposes) will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

On January 28,2004 the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum, along with a long list of other allegedly toxic herbs. The 
regulation went into effect on May 6, 2004 and only prohibits activities related to commerce. 
Possession and/or use are not considered to be criminal offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 
possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules of the United States Controlled 
Substances Act, although some individual states have implemented laws restricting its use, sale 
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and/or distribution. As of May 2010, nineteen states have enacted legislation placing regulatory 
controls on S. divinorum and/or salvinorin A. Delaware, Florida, Hawaii, Illinois, Kansas, 
Kentucky, Mississippi, Missouri, Nebraska, North Dakota, Ohio, Oklahoma, South Dakota and 
Virginia have placed S. divinorum and/or salvinorinA into Schedule I of state law. 

California, Louisiana, Maine, North Carolina, and Tennessee have enacted other forms of 
legislation restricting the distribution of the plant. 

California 

As of January 1, 2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age became a misdemeanor in the state of California that is now punishable by 
imprisonment in a county jail for not more than six months, by a fine of no more than 
$1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption which contains a hallucinogenic plant. A "hallucinogenic plant" is defined 
as "any part or portion" of the forty plants listed, which includes S. divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in a way similar to how tobacco 
products are controlled. Adults eighteen years of age or over can legally purchase and use 
the material, but selling or providing S. divinorum or salvinorin A to anyone under the 
age of eighteen is a criminal offence. Possession by a minor is a civil violation, 
punishable by a fine, community service, or both. 

North Carolina 

On February 11, 2009, Senate Bill 138 was introduced to the North Carolina State 
Legislature which sought to make Salvia divinorum and salvinorin A Schedule I 
controlled substances in that state. This bill was later amended to make possession of S. 
divinorum an infraction, a minor crime punishable by a maximum $25 fine. A third 
possession offence would be charged as a misdemeanor. There are no separate penalties 
for manufacturing or sales. This bill includes two exemptions. One permits growing the 
plant for aesthetic, landscaping, or decorative purposes; the other allows for university
affiliated medical or pharmacological research. The new law came into effect on 
December 1, 2009. 

Tennessee 
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On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when it is recognized by the Food and Drug 
Administration as a homeopathic drug. 

In addition, the U.S. Department of Justice Drug Enforcement Agency (DEA) has placed S. 
divinorum and salvinorin A on a list of drugs and chemicals "of concern," without legal 
implications. 

3.2.2 Chemical and Pharmacological Similarity to Other Substances Listed in the CDSA 

The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wormwood) and Cannabis sativa. Salvinorin 
A is considered by some as the most potent natural hallucinogen ever isolated.6 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a way that is quite unique.7 Recent pharmacological screenings of receptors have found it to 
be a highly potent and selective K-opioid receptor (KOR) agonist. 8 

The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).9 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. 10 Its strong dissociative effects are often compared to those of 
ketamine. Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 11 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 

6 Ott J. Ethnopharmacognosy and human pharmacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.orglott2.html 

7 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
8 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 
9 Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S Sage). 
Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
10 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
II Gonzalez D, Riba J, Bouso Je, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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overall experience is quite unique. 12 

In addition, the psychedelic effects of S. divinorum are similar to those of classical psychedelics 
regarding changes in perception and somatic sensations. S. divinorum causes an unusually high 
degree of sedation, weakness and fatigue, while the increased de-realization is not commonly 
reported for classical psychedelics. 13 The combination ofthese effects seems to correlate with 
that of other KOR agonists such as pentazocine. 14 

3.2.3 Legitimate Uses of Salvia Divinorum 

There are presently no legitimate medical or industrial uses for S. divinorum in Canada. 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico,15 where an infusion of the leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 
stomach. 16 Its main use is, however, for its psychoactive properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rituals. 17 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use. 18 It has been speculated that KOR agonists may prove to be 
useful in the treatment of certain psychiatric disorders including Alzheimer's disease, 
schizophrenia, dementia and bipolar disorder. 19 However, much more research is needed in 
order to substantiate these hypotheses. Another study has suggested that chemical analogues of 
salvinorin A may be a useful treatment for those suffering from addiction to other substances.2o 

12 Siebert DI. Salvia divinorum and salvinorin A: new pharmacologic fmdings. I Ethnopharmacol. 1994 
Iun;43(1):53-6 and Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
13 Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
14 Arasteh K, Poudevida S, Farre M, Roset PN, Cami I. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Iun 1;55(1-2):117-25. 
15 Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
16 Mumo, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327/01IMum02006thesis.pdfFebruary 2007. 
17 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
18 Barker RL, Fawcett I, Barkin SI. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
19 Sheffler DI & Roth BL. Salvinorin A: the 'magic mint' hallucinogen fmds a molecular target in the kappa opiod 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
20 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. I Nat Prod. 2009 Mar 27;72(3):581-7. 
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3.2.4 Potential for Abuse Liability and/or Addiction Liability of the Substance 

Most clinically used opioid analgesics (e.g. codeine, oxycodone, morphine) are selective for the 
JL-opioid receptor (MOR) and can be habit-forming24 because activation of the MORs causes 
euphoria, which makes the user want to take them again. As previously mentioned, salvinorin A 
is a potent, selective agonist of the «-opioid receptor (KOR), and in contrast to the euphoria 
produced by MOR agonists, the KOR agonists are negatively reinforcing and aversive.25 In 
addition, KOR agonists have analgesic properties but are not associated with respiratory 
depression like MOR agonists. Initially, these effects provided hope for the development of an 
analgesic absent of addiction liability and respiratory depression. However, it was soon 
discovered that KOR agonists produced dysphoria and psychomimetic effects such as confusion, 
hallucinations and depersonalization?6 Finally, while MOR increases the release of dopamine, 
the activation ofKOR decreases dopamine release in the nucleus accumbens.27 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. These methods rely on contact 
with the oral mucosa for absorption and the level of effect relates quite closely to the length oftime 

24 Gustein HB & AIdI H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
25 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann N Y Acad Sci. 1992 Jun 
28;654:347-56. 
26 Pfeiffer A, Brant! V, Herz A, Emrich HM. Psychotornimesis mediated by kappa opiate receptors. Science. 1986 
Aug 15;233(4765):774-6, Rimoy GH, Wright DM, Bhaskar NK, Rubin PC. The cardiovascular and central nervous 
system effects in the human ofU-62066E. A selective opioid receptor agonist. Eur J Clin Pharmacol. 
1994;46(3):203-7, and Walsh SL, Strain EC, Abreu ME, Bigelow GE. Enadoline, a selective kappa opioid agonist: 
comparison with butorphanol and hydromorphone in humans. Psychopharmacology (Bed). 2001 Sep; 157(2): 151-62. 
27 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
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the material spends in the mouth. The onset of effect generally takes 5-10 minutes. The effects build 
over the next hour and last for another hour before they begin to subside.28 

Routes of administration that avoid the hepatic first-pass effect are the quickest and most 
intense.29 Salvinorin A can be isolated from the plant to make a powder which can be vaporized 
and inhaled. This method of administration is the most powerful and only requires 200-500 
micrograms of salvinorin A powder to produce the same effects as those of fresh leaves. The 
onset of effects felt from vaporizing salvinorin A powder occurs in about 30 seconds and effects 
last for about 5-10 minutes and then subside over the next 30 minutes.3o Smoking is by far the 
most popular method of administration3

! and this is accomplished by smoking the dried leaves or 
a concentrated extract using a pipe or bong. Dried leaves may also be fortified with a 
concentrated extract of salvinorin A. A concentrated extract can also be used sub lingually. 
Neither S. divinorum nor salvinorin A are injected because the powder is insoluble in water.32 

The various modes of administration of S. divinorum lead to the variable onset and duration of its 
effects. These effects are generally accepted to be: sensation of becoming an object, visions of 
various two-dimensional surfaces, films and membranes, revisiting places of the past 
(particularly childhood), perceived loss of the body and/or identity, various sensations of motion 
(being pulled or twisted by a force of some kind), uncontrollable hysterical laughter, and 
overlapping realities (perceptions of being in more than one place).33 Laughter, happiness, sense 
of well-being and dissociative effects were deemed the best aspects of S. divinorum by users, 
second only to the "trip" that the drug elicits.34 Depersonalization, speaking gibberish, widening 
of consciousness, SUbjective illusions of rapid movement, flying or hovering have also been' 
reported. 35 

The aversive effects of previously studied KOR agonists predict that the risk of addiction to S. 
divinorum is negligible. However, very few controlled scientific studies of the physical and 

28 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
29 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
30 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
31 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
32 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
33 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
34 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
35 Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38( 1): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43(1):53-6. 
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psychotropic effects of Salvia divinorum on humans have been carried out. Therefore, it is 
difficult to predict its potential for addiction and abuse. In studies that have been conducted, 
there is conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.36 More controlled systematic research in this area is needed. Further studies on the 
mediated decrease of dopamine as well as the impact of dose on the rewarding and aversive 
effects are also warranted. 

Another aspect of the S. divinorum abuse potential stems from its availability. As previously 
mentioned, it is widely available for purchase on the Internet through drug promotional sites and 
it is also sold in various "head shops" and comer stores. In addition, the potential for high yields 
and ease of extraction may make buying and selling this substance quite affordable and attractive. 
Originally, the concerns for the potential of abuse were minimal as it was concluded that 1 kg of 

dried leaves yielded only 3 to 6 humans doses of salvinorin A. However, it was discovered that 
vaporizing and inhaling 200-500 micrograms had profound hallucinogenic effects.37 The 
extraction of salvinorin A from the plant is very easy and with care, approximately 1.5 grams of 
pure salvinorin A per kilogram of dried leaves (Skg of fresh leaves) can be isolated. Therefore, a 
gram of salvinorin A is enough substance to provide for 2000 human doses.38 It is also believed 
to be easier to obtain salvinorin A than to extract LSD or produce PCP derivatives.39 

3.2.5 Extent of Actual Abuse in Canada and Internationally 

Very limited data exists regarding the popUlation use of Salvia divinorum across the Canadian 
population. To address this lack of data, questions about the use of S. divinorum were included 

36 Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 200S Jan;38(1):I-S. 
37 Siebert DJ. Salvia divinorurn and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1 ):S3-6. 
38 Valdes LJ 3rd. Salvia divinorurn and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
39 Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 200S Jan;38(1):I-S. 
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in the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Drug Use Monitoring 
Survey and the 2009 Ontario Student Drug Use and Health Survey. 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11 th 

graders (8.6%) and 12th graders (8.4%); and 
• There are significant regional variations, with students in Northern Ontario (9.2%) most 

likely to use Salvia divinorum. 

The results of the 2008-2009 Youth Smoking Survey were published on May 31,2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. Given the lack of information 
surrounding S. divinorum, it is difficult to speculate on the causality of such differences. 

Additional data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey will be 
available in the summer of2010. 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses an~hre:! to public safety. 7 

SNJu¥d.ttk ~I/ ~ ? 41ptt)cu/. 
Health Canada's Drug Analysis Services (DAS) has collected some raw data regarding the 
number of samples identified as containing salvinorin A in the DAS labs, however, as the plant 
andlor substance is not in the Controlled Drugs and Substances Database (CDSD) druglist, it is 
not possible to have records of any seizures of it in the database. However, there have been a 
number of samples submitted to DAS for analysis that have been confirmed to contain salvinorin 
A. 
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NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Year Return Completed Count 
2006 6 
2007 8 
2008 6 
2009 1fo be updated 

The National Forensic Laboratory Infonnation System (NFLIS) and the System to Retrieve 
Infonnation from Drug Evidence (STRIDE) in the United States is a Drug Enforcement Agency 
(DEA) database that collects scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SAL VIA DIVINORUM or SAL VINORIN A SEIZURES 

JNumber of itemslExhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 
NFLIS- 0 0 0 0 1 8 12 

State/Local1 

STRIDE2 0 0 1 1 1 0 0 
TOTAL 0 0 1 1 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data queried 11124/08, updated 06/10/2010 
1 NFLIS reported seizures of Salvia divinorum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - May data in 2009. 

2007 2008 
12 70 

0 N/A 
12 70 

2009* 
34 

N/A 
34 

A handful of case reports regarding the use of S. divinorum have been published in the academic 
literature. One report was an international case report in which a young man (19 years of age) 
described his perceptions after inhaling smoke from S. divinorum. The peak psychotropic 
effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.41 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja VU, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-tenn effect of S. divinorum use.42 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period oftime.43 

It should be noted that alcohol and general depression were the main confounders in this case. 

42 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
43 ht1p:llwww.kvbc.comlGlobal/story.asp?S=4893692 
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After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

It is difficult to detennine the extent of actual abuse of S. divinorum as there appear to be 
inconsistencies in the literature regarding risk aversion. For example, one author states: "Many 
who have used salvinorin A find the experience extremely unnerving, frightening and overly 
intense and most have no desire to repeat the experience.,,44 However, another study suggested 
that this is not the experience of all recreational users of S. divinorum.45 Over eighty percent of 
users surveyed on a web-based questionnaire about their S. divinorum use said that they would 
probably or definitely use S. divinorum again.46 Users have reported the negative effects of S. 
divinorum as: the short duration of action, lack of control over the experience, persisting negative 
effects (most often anxiety)47 sweating, chills, increased diuresis, impaired vigilance,48 and 
negative after-effects including tiredness, feeling head heavy, dizziness, physical exhaustion, and 
some degree of malaise or 'hangover' as they 'comedown' from the drug.49 However, it is 
difficult to detennine the influence these effects have on the use of S. divinorum. 

3.2.6 Overall Risk to Public Health and Safety of Canadians 

The increase in both the number of enquiries from various municipalities and members of the 
public and in the amount of media interest regarding the availability of Saliva divinorum in 
Canada may be an indication that the recreational use of S. divinorum as a hallucinogen is on the 
rise in Canada. However, there are no available statistics that indicate there has been a 
significant increase in S. divinorum use in the Canadian 'population and, in comparison to the use· 
of other drugs such as alcohol and cannabis, the actual use of S. divinorum is quite low. 

The potential for hann to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. Users may get up and walk around without apparent 
awareness of their movements, behaviour or surroundings, and distinction between self and 
surroundings is often lost. At doses greater than Img of salvinorin A, out of body experiences 
are frequent and loss of consciousness has been reported. 50 There is little infonnation regarding 

44 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

45 Gonzalez D, Riba J, Bouso Je, Gomez-Jarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;8S(2):1S7-62, Biicheler R, Gleiter CR, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 200S 
Jan;38(1):1-S, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
46 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
47 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
48 Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 200S Jan;38(1):1-S. 
49 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;8S(2):lS7-62. 
50 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):S3-6. 
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the social behaviours of persons under the influence of S. divinorum products, and what risks 
their activities such as operating a motorized vehicle may pose to the general pUblic. There is 
also very little data regarding the toxicity, teratogenicity and long-term effects of S. divinorum 
use. 51 

As stated earlier, there are no approved medical uses for S. divinorum in Canada. Health Canada 
has also neither received nor approved any submissions for natural health products for sale in 
Canada. Therefore, products that claim to contain this substance have not been extensively 
reviewed by Health Canada and as such, may be counterfeit or may contain other ingredients that 
may pose health risks. Like many drugs of abuse, the users are often unaware of the potency and 
adulterants in the products they are purchasing. A study by Wolowich et al. (2006)52, showed 
that the salvinorin A content in five out of five S. divinorum products was falsely indicated on the 
label and 4 out of 5 products contained unidentified adulterants (i.e. vitamin E, caffeine). 

Health Canada has only anecdotal information about the use and abuse of S. divinorum in Canada 
as well as the threat S. divinorum may pose to the health and safety of Canadians. Although 
reports of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have 
been received through the Canada Vigilance database, it is important to note that the number of 
reports and the nature of reactions reported are not adequate to characterize the risk to the general 
population. This data can also not be used to determine incidence of use in the Canadian 
population. 

4. ASSESSMENT OF RISKS AND BENEFITS 

Salvia divinorum is a substance with unknown long term effects that is currently not scheduled 
under the CDSA. It can be imported and sold legally in Canada to anyone of any age, anywhere 
in Canada provided it is not represented as a health product. The S. divinorum sold in Canada is 
currently not subject to any specific quality or safety standards. The available scientific evidence 
indicates a low potential for abuse of this substance. 

There are certain risks associated with scheduling Salvia divinorum and/or salvinorin A under the 
CDSA. In particular, scheduling S. divinorum and/or salvinorin A under the CDSA without 
sufficient defensible evidence in accordance with the established criteria for scheduling could be 
precedent-setting in that Health Canada might then have to look at scheduling other plants with 
psychoactive properties, e.g. Jimsonweed, Datura. 

Health Canada only has anecdotal information about the risks associated with the use of S. 
divinorum and/or salvinorin A. However, there is scientific evidence which suggests that this 
plant and its active ingredient may have the potential to create risks to individual and public 
health and safety resulting from the unsupervised use of a hallucinogenic substance (i.e. driving 
under the influence, and injuries caused by disassociation with surroundings, loss of 
consciousness, etc.). In the absence of any type of mechanism of control of these substances, the 

51 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Phannacology and Analytical Methodology. Planta Med 2007 Jun;73:1039-1046. 
52 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Phannacotherapy. 2006 Sep;26(9): 1268-72. 
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safety and well-being of Canadians could be at risk. 

5. IDENTIFICATION AND ANALYSIS OF OPTIONS 
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6. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the prevalence of S. divinorum in Canada. Though DAS did not have a record of 
seizures of the substance, it did provide infonnation regarding the number of samples DAS tested 
which contained salvinorin A. 

The OCS contacted the Royal Canadian Mounted Police (RCMP) in order to establish their 
views on S. divino rum use in Canada. The RCMP indicated that Salvia divinorum is not yet a 
known substance in the majority of Canada (with the exception of Ontario), and that it does not 
pose a significant concern for public safety at this time. An RCMP document prepared by Sgt. 
Doug Culver stated that scheduling of S. divinorum under the CDSA was not currently warranted 
due to its low potential for abuse and potential medical significance. 

oes has received a number of correspondences from Canada Border Service Agency (CBSA) 
officers concerning a lack of infonnation regarding the status of S. divinorum and how the 
substance should be treated at the border. Officers also expressed concern regarding the 
substances hallucinogenic properties and increased media attention. At present, only shipments 
of S. divinorum that are represented as health products/ hallucinogens can be refused for import 
under the NHPR. 

7. CONSIDERATIONS 

S. divinorum' s KOR -mediated aversive and dysphoric effects do not appear to be hampering its use. 
Young adults have begun smoking the leaves and leaf extract recreationally.56 It can be purchased 

56 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
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Health Canada is currently finalizing media lines regarding S. divinorum as well as an "It's Your 
Health" article to be published on the Health Canada website. These documents are designed to 
address the recurrent media attention regarding S. divinorum as well as increase public awareness 
of the risks associated with this substance. 

8. SELECTED STRATEGY 

9. IMPLEMENTATION AND EVALUATION 

10. OUTCOME EVALUATION 
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Proposed Changes to Issue Analysis Summary for Salvia divinorum 

• Template to be adjusted (based on IAS for BZP and TFMPP) 

CONTEXT 
• Too detailed V ,n \ 
• Remove American statistics t,~ (.l(\A \\ .. hif lJ1N\ ' 

• Remove meeting action items (re-work into a few sentences) 
Legislative Framework 

• Include how current FDR and NHPR are already controlling S. divinorum ~ 
Assessment of Salvia divinorum for Scheduling Purposes 

• Update international requirements, legitimate uses, potential for abuse and risk to v 

public health sections 

ASSESSMENT OF RISKS AND BENEFITS 
• Re-work (in context of options) 
• Add current controls in place (FDR, NHPR) 

IDENTIFICATION AND ANALYSIS OF OPTIONS 

CONSULTATIONS 
• Change to sentences instead of bullet points (and expand slightly). 

CONSIDERATIONS 
• Re-work (in context of options) . 

• 
• Sentences instead of bullets 

SELECTED STRATEGY 

• 

IMPLEMENTATION AND EVALUATION 

• l 

• 
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1. ISSUE 

June 17, 2010 

. " . .. . ~ain active' gredient, (\) 
salvinorin egulated under the Controlled Drugs and Substances Act (C SA)JHealtn 

~ 
Canada has received a number of enquiries from various municipalities and members ofthe 

'2- public asking why Health Canada has not taken steps to control the availability of S. divinorum~ I t/Y" fir 
':7 }*lftieH}efl~'left reports from scientific and media sources suggesting that S. div~~m is being [ -

~vwls used by adolescents and young adults specifically for its hallucinogenic properties."? alth' 1 ~ 
(~. Canada bas also noted an. ongoing media interest regarding th@availabilityofS. di'lintJFUm in estL \ 

~) Canada. . 
I ' 
;<,- -0" ./ 

~...-~ 
_~ I'- 2. PURPOSE 
-1"1> 

To assess Salvia divinorum andlor salvinorin A against the criteria for the addition of a substance 
to one of the Schedules of the CDSA, and determine whether O:frBOt iii)' should be regulated as 
controlled substances in Canada. ~ n. e...... "'Y" bt/Ja-

3. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
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known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stems.! 

S. divinorum is widely touted as a "legal" alternative to street drugs on the Internet, and has also 
been reported to be one of the most prevalent herbal products used as an alternative to illicit 
drugs among adolescents and young adults.2 While very little is known about how and where S. 
divinorum is sold in Canada, it is suspected thit:it is mainly purchased over the Internet and/or 
bought at head shop~~ alternative life style stares, etc. 

Of' \ 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as controlled substances. ~ /1l s 
recommendation ~t was maintained when the lAS was updated in November 2006J • 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products ~ ee restrieted flom 

.....over the-coM!ter l:lse. 8hettla aft" stIeh (nnauttrotized) health products be fawld 011 the Canaaiatl 
...market, th~ slwula be remQveQ £tow. sali. ~l:l€h f}FeEltiets would constitute a Type II Health Risk 
according to the Health Hazard Classification of the Recall Policy of the Health Products and 
Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which the use of, or 
exposure to, a product may cause temporary adverse health consequences or where the 
probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and the 

"fuSP88tQFate oUIP~HPFBIlto discuss S. divinorum. AHhat time, it was decided that S. 
'G \."\1'\ ~ "Flzi1ll9ffllH WBtIld be elassified by HPFD as a me H saDstance basea OR its Health Hazam ~ 
~ \4\ J-J .:classinca1ieft:. HPFBI was to determine appropriate compliance activities regarding S. 

/'\~ r (ffr- divinorum and ~k with the Canada Border Services Agency (CBSA) ro-G@. tefH'l. ine if anr,-
~ CDNIJ\t- NjM~J ~ 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(1O):1634-9. 
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"'-"J~ f",JJ;~ ~""-~1 ~. 
-furtller iniOflllatioR regaffiing ¥. divinorum sGijl~~ was Ii t1ailahlH

tA.... +v.-"~ 
On September 13, 2007~eeting was 8rganiMd between DSCSD, MHDP, NHPD and HPFBI 

A I /te-discuss , .. ."hat v;as lmO'tvn ~om S. divillonun from a regulatory ~€fs~eeti¥e and to reaGh-a 
l~ b consensus on the next st0f3Sor-~determined taat-DSCSD would conduct a scheduling 
¥~v ~~ ~sessment of S. divinoru"A.., to explore the possibility of scheduling this- substance under the 

eJI:";:.. .. ,v- CDSA. 'I~~ 
/r~OV\ 

,-.- (the Director Generals ofDSCSD, MHPD, TPD and the HPFBI amo-met OR September 26, 2008 
J,....,...~1;g discuss all update all issues n~latiRg w S. divillorum and to determiae aRoagreed UpOR approooft.-
~ }.fur sueseEtUent steps. It: was deeiaos that media lines and a proposal fe" an "It's Your Health" 
1" 0 0 <0 I article on S. divinorum would be prepared. 

~VI~ 
3.1 v Legislative Frameworks faF J)PIlIt CaRiNI in Canada 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given mru,:ket authoriza~ a~~turer must present substantive scientific evidence ~ a... 
product~'fafe" efficac~ andvijiialifY. J!ealth Canada reviews this information carefully and, if 
the review is satisfactory, a Notice of Co.~e (NOC) is issued and appropriate Drug 
Identification Numbers (DINs) are assigned. ~ t?r-~~ / . 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

( a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of January 2010, it is illegal to market S. divinorum when it is represented as a 
drug. ,:FlO-

- ;<\ 
3.1.2 Natural Health Product Re lations under the Food and D ct 

, 
~ 

The Natural Health Products Regulations (NHPR) GaMe iM6 fmree in: JamUlI)' 2904-to provide 
Canadians with ready access to natural health products (NHPs) that are safe, effective, and of 
high quality, while respecting freedom of choice and philosophical and cultural diversity. The 
NHPR coota;n a p,;oduct licensing system thatrequire1 that all licensed products display a 
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f 

Natural Product Num~er ~NJ' or, in the case of a ~omeopathic uiedi7iI}~ Drug Identification 
Number - HomeopathIc MedIcme (DIN-HM), on theIr labels. iif{~~¥(~ed once a 

C. ' product is authorized for sale in CanadaJ>¥ tile NaWfIH H@alth Predoot~etorate (NHPD), .. 
)~~,-.ft.v] .... er nc to a atural health product monograph or 

submission of other ev~~ of safety. (, . I , • .A s¥stem of iite licea.sing is alio \ 
ineltid@Q mlhe NHPR require~ that all manufacturers, packagers, labellers, and importers 
be license llM@~l;a3,~ procedures 1ft l"laee resIJ. ctinl$~tDl>ution record,'-product recal1~ 

.. . r::- handling, storage and delivery, o£thetr 

-f)f9atIets, an ~s meet good manufacturing practic~tc~iremeftts. .... ~...p ) 
wl-.AGL il\.. ~ ... t'\.. ':f Ji~ ttt:..L. p~L-'" t 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
m: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

, (b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to whether the product or medicinal ingredient therein is safe for 
consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. To be considered a NHP, no direct health claims 
need to be made regarding the substance. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered ~ modification of an organic function. 
Therefor~ products '¥9ttle sa e illSiaefee NHP#. I 0 d..?~ 't, _1_ -1J 

CI\...~~ I i r iV...ee.-t- -rr"-'L -0 . 'U n ~ I a......... 
As of January 20 I 0, no products containing S. divinorum have been reviewed and approved by 
Health Canada and no NPNs or DIN-HMs have been issued. Therefore sales of S. divinorum are 
illegal under the NHPR if it is represented for use as a hallucinogen or if other health claims ~ 

rnodifying-¢"organic functions are made. 

3.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 
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In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule ofthe CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in control/scheduling; 
• Chemical and pharmacological similarity to other substances already scheduled under the 

CDSA; 
• 
• 
• 
• 

3.2 

3.2.1 

Legitimate uses of the substance (i.e. therapeutic, industrial or commercial); 
Potential for abuse and/or addiction liability of the substance; 
Extent of actual abuse in Canada and internationally; and 
Overall risk to public health and safety of Canadians. 

Assessment of Salvia Divinorum for Scheduling Purposes 

International Requirements and Trends in Control/Scheduling 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as coqtrolled 
substances in any ofthe countries (including Canada) that are signatories to these iOnventions . 

Australia .or'6h\\:?; l-- ~~ ~A- ) 
~ r ~~ I A.l\A..-Fuv- J • 

In June 2002, Australia became the first country t prohib' S. divinorum and salvinorin A. 
Although. both S. divinorum and salvinorin A are 11 on Schedule 9 of Australia's Standard for 
the Uniform Scheduling of Drugs and Poisons on the basis of "high potential for abuse and risk 
to public health and safety", no substantiation ofthis risk was provided at the time ofthis 
scheduling decision.3 Schedule 9is Australia's most restrictive drug schedule, and includes 
"substances which may be abused or misused, the manufacture, possession, sale or use of which 
should be prohibited by law except when required for medical or scientific research, or for 
analytical, teaching or training purposes with approval of Commonwealth and/or State or 
Territory Health Authorities.',4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. wfiielNncludes substances such as psilocybin mushrooms, khat and peyote 
cactus.s )1v\...\ J C~)"}-
-----; 

Denmark) 
-7"'f7il57 a::-~h "'-c!./lCt- P ~~ 

3 http://www.tga.gov.aulndpsc/recordlrr200111.pdf 
4 http://www.cognitiveliberty.orglnews/salviaaustralia.htm 
5 -

http://eldd.emcdda.europa.eulhtml.cfmlindex5176EN.html?pluginMethod=eldd.shownewsdetails&id=20/12/2006BE 
LGIUM:%20NeWOIo20substances%20controlled%20include%20mCPP%20and%20khat 
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In 2003, Denmark ~rQltiei~8tl S. divinorum and salvinorin A 'by &Ebliil§ ~m to their list of 
"category B" controlled substances, a category which also includes psilocybin mushrooms, 
cocaine, amphetamine, and several others substances that are only legal for medicinal and 
scientific purposes. Illegal possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1,2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25,2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11,2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale I.,z" • ./ 

~ beyond medical treatment or research purposesJwill be subject to up to five years ./ 
imprisonment or a fine of up to five million yen. '.) 

Spain 

On January 28,2004 the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. .aleng with a long list of othet allegedly toxic herbs-: The 
regulation went into effect on May 6, 2004 and only prohibits activities related to commerce. 
Possession and/or use are not considered to be criminal offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 
possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules;n the United States Controlled 
/ I 
~i/D , 
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~ flJ;l.' 
~~f\P\-

Substances Act a~ugk so ' .. ual states have implemented laws restricting its use, sale d1 (,-{OV\ 
andlor distribution. As p May 2o.to, ninete~ statruave enacted legislation placing regulatory I:.J Ir\\ (,(., 

A~ controls on S. divinorU1~~salvinorin A~"b~wire? Florida, Hawaii, Illinois, Kansas,,~ VU 

. JP K~nt?~kY. ,Mississippi, ~is.souri, Nebraska,F~orth. Dak?ta, Ohio, Oklahoma, South Dakot~anG- I,~! ~~ 
,:::.,/1 VIrgmIa nave plasea S. th'''lnorum and/oF saPlloonn A-mte--8sherutle I ofstate:la:w:: _ "!\A • ~ f (:CJ 
\j- ~ I'V'; '\ 

~ California, Louisiana, Maine, North Carolina, and Tennessee ... ~acted other forms of I c.J-,' 
~cting the djstributiol1 of~laBf:. lY\.ov tZ--~~ I > cJ"/'.-~ ~ I D _ _~ .>;;..t J i ~ Z).-1\n r-- tIYV Y"'- / --~ 

)2M1-- Avt, 5~ I; r"uV'~ku California 

As of January 1, 2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age btlQaai' Iil~isdemeanor iftBthe state ofCalifefRiaUiat is RQ!¥ punishable by 
imprisonment in a county jail for not more than six months, by a fine of no more than 
$1,000, or both. 

Louisiana ~~--r 
In 2005, Louisiana passe bill which prohibits the possession, production, manufacture 
and distribution of aterial, compound, mixture, or preparation intended for human 
consumption contains a hallucinogenic plant. A "hallucinogenic plant" is defined 
as "any part or portion" 0f_ forty P4lnts~ which includes S. divinorum. 

• fA.. r1 ~r lTV-- "" I~Jr- a1_ 
Mame ([ 

In M ' S d' , d I' 'A 1 d' ~.J~ ~~ b~ ame, ' lvznorum an sa vmonn are regu ate m 1t way SUilAn t'tO"N to acco 
products ale eC'liltloHed~ ~ults eighteen years of age or over can legally purchase and use 
the material, but selling or providing S, divinorum or salvinorin A to anyone under the 
age of eighteen is a criminal offence. Possession by a minor is a civil violation, 
punishable by a fine, community service, or both. 

North Carolina ~_ Ob~; ~ + 
[)ec~ ';; ~()9 J ~ r ( -0 

On FceRtftt'Y 11, ~009,,seHate DjJ1 l~~~ to the North Carolina State 
Legislature jwai~h SQQ8Rt t& mak¢aZvia divinorum and salvinorin A ~keElttle I 

; vir--
>--- eemrol1ed samtaFlses in that stat&: J:ltis hill was later amefttied to make POSSCSStoft of-So 

~5 W- c/P;inorum an isfFaetion, a nHftOf erime ptH'tishable-&y.-a-fllffifimmn $~fifte:-A-thifft -jl 
v.~ "'-"-:W p" • ..,,,ion orr..... _ld be-GhaI;ged as a misdemeaRor. TMf&~es - ~.)i 
"Qp.....w w\~fur-maootaetufiRg or sales. This bill includes two exemJ*~ the- l$f<.R 
-tv (..2-- pl~ aest~etic, landscaping, o~ decorative purpos:~ t~::::;=: university- / ,:;.:' i;...b'.;~ h:i 
\~ \AA t..\.,- affilIated medIcal or pharmacologIcal research. ±ll0 MW--"-- =} ct OIl",.} " ;e-., 

--Deeembet 1, 2009'. • ," I" - , -. " .. ) • 1' ...... V\ (\. i:;r '.J ;r 

~ . !/?11 //'-if"""l"_ i .A."""--__ _ 
,~ i 1 

i) •• ~ ,'"'.,..p -" -7V" 
(,.J Ii j ,) I j 
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Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when it is recognized by the Food and Drug 
Administration as a homeopathic drug. 

In additi~e u.s. ment OfJ~' Drug~ Enfo~ent Age~A) ha§J1laced S. 
!!i~rJi.1fi~a vino' A 1iSt of d gs an fiemic Is ~.~oncem[.witrlout legal 
ImphchliOns. f..../' 

3.2.2 Chemical and Pharmacological Similarity to Other Substances Listed in the CDSA 

The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wonnwood) and Cannabis sativa. Salvinorin 
A is considered by some as the most potent natural hallucinogen ever isolated.6 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a way that is quite unique.7 Recent pharmacological screenings of receptors have found it to 
be a highly potent and selective K-opioid receptor (KOR) agonist. 8 

The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).9 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. 1O Its strong dissociative effects are often compared to those of 
ketamine. Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 11 However, users familiar with the effects of other 

6 Ott J. Ethnopharmacognosy and human pharmacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.orglott2.htrnl 

7 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1): 53-6. 
8 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RE. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 
9 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(1):1-5 .. 
10 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
II Gonzalez D, Riba J, Bouso Je, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62. 
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hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience is quite unique. 12 

~ ~ 

In addition, the psvch\,delic effects of S. divinorum are similar to those of classical. psych\delics 
regarding changes in perception and somatic sensations. S. divinorum causes an unusuall~ high 
degree of sedation, weakness and fatigue, while the increased de-realization is not commonly 
reported for classical psych~elics. 13 The combination of these effects seems to correlate with 
that of other KOR agonists s'uch as pentazocine. 14 

3.2.3 Legitimate Uses of Salvia Divinorum 

! ~ r. ~~haJ.cl) I I' . d' I . Q . I fi S d' . . C d ~ I ~I .~ere are present y no egltlmate me lca at' ~4laMft \ti@S or . lvmorum In ana a. 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico,15 where an infusion ofthe leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 
stomach. 16 Its main use l' however, for its psychoactive properties in the aid of producing 
"mystical" or hallucinoge ic experiences as part of spiritual rituals. 17 

~ -to~ ~J ~ c....~h·G\.... ,~k:.le-
~ ~lthOUgh selective kappa receptor agomsts h een shown to produce analgesic effects, adverse 
~) effects such as psychotomimesis, dysp- ria and diuresis have been observed in studies 

.

investigating their therapeutic use. 18/ t has been speCulated. that KOR agonists may prove to be 
useful in the treatment of certain psychiatric disorders including Alzheimer's disease, 
chizophrenia, dementia and bipolar disorder 19 Ii_ 8 let; much more research is needed in 
rder to substantiate these hypotheses. ~~t~er study has suggested that chemical analogues of 
alvinorin A may be a useful treatment .1.~hose suffering from addiction to other substances.2o 

~l~lcU"" ~ -' 
12 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Etlmopharmacoi. 1994 
Jun;43(l):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
i3 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
14 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
15 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
16 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/0000232 7/0 IlMunro2006thesis.pdf February 2007. 
17 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
18 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
19 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen fmds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
20 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
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~~ )' There are no known industrial uses for S. divinorum in Cana . The plant is a semi-tropical 
'hl~\\~l ~/ 

(J) perennial that can only grow outdoors in a humid climate ere it will not encounter frost. Most 
web sites offering S. divinorum cuttings and seeds for sale ao so in the context of growing the 
plant for its psychoactive properties, rather than out of horticultural interest or for its esthetic 
appeal. 

3.2.4 Potential for Abuse Liability and/or Addiction Liability of the Substance 

...Most clinically US@G of:lioid analgesics (e.g. codeine, oxycooon@, morphine) are selective for the
~ioid receptor (MOO) and can be lutbit"fonning because aetivation of the MORs ~ause& 

euphoria, which makes the Hser want to take them agaiH. As ple\'iotlsly mentioftC&,}alvinorin A 
-is a potent, selec 've agonist ofthe K-opioid receptor (KOR), and in contrast to the euphoria 

produced b 0 agonists,;~KOR agonists are negatively reinforcing and aversive.22 In 
. . on, KO agonists have analgesic properties but are not associated with respiratory 

_ \ L.depression like MOR agonists.ltti:tiaUy, these effects provided hope for the deve10pmerrt of an \ 01-t (.)'1 r ~Jgesjc abs~mt of addietion liability and respiratory deplessioll. Howe"er, it was soon ~ 
d,iscovered that KGR agomsts produeed dysphoria and psycho mimetic effects such as confusion, ~~ 
hallucinations and depersonalj'}iRtieJ 23::Finally, while MOR~rease\ the release of dopamine~ 
the activation ofKOR decreases dopamine release in the nucleus accumbens.24 -.. ~s h 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. [Traditional uses generally produce mild effects because the leaves are rolled and 

S'~~f~ . 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
22 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11 th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-HilI, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann N Y Acad Sci. 1992 Jun 
28;654:347-56. 
23 Pfeiffer A, Brantl V, Herz A, Emrich HM. Psychotomimesis mediated by kappa opiate receptors. Science. 1986 
Aug 15;233(4765):774-6, Rimoy GH, Wright DM, Bhaskar NK, Rubin PC. The cardiovascular and central nervous 
system effects in the human ofU-62066E. A selective opioid receptor agonist. Eur J Clin Pharmacol. 
1994;46(3):203-7, and Walsh st, Strain EC, Abreu ME, Bigelow GE. Enadoline, a selective kappa opioid agonist: 
comparison with butorphanol and hydromorphone in humans. Psychopharmacology (Berl). 2001 Sep; 157(2): 151-62. 
24 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
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chewed or crushed and prepared as a foamyinfusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absof15ed into the bloodstream. 1'ft@se metRoe!; rel~' OR coutact 
~oFQI HHioosa for M8erpfMlfHmd4he level of effect relates quite closely to the length oftime 
the material spends in the mout~ ~ onset of effect generally tak~ 5-10 minutes. The effects build 
over the next hour and last for anotiter hour before they begin to su~side. 25 • «~ 

'- v'it~ A ~ ---I. <2..,/ .-....) " 

Routes of administration that avoid the hepatic first-pass effec;ar;tI(/quickest and mostC ] 
intense,z6 ~alvinorin A can be isolated from the plant to make a powder which can be vaporized 
and inhale'~ ~method e.f aGministratioR is the-most l'o"rverful aBe aftly retfUires 200 50G 
mieregrams ofsalvinorin A powder te prodttee the same effects as those of~sh leaves. The 
onset of effects felt from vaporizing salvinorin A powder occurs in abo~~O seconds and effects 
last for about 5-10 minutes and then subside over the next 30 minutes'4~moking is by far the 
most popular method of administration28 and this is accomplished by smoking the dried leaves or 
a concentrated extract using a pipe or bong. Dried leaves may also be fortified with a 
concentrated extract of salvinorin A. A concentrated extract can also be used sub lingually. 
Neither S. divinorum nor salvinorin A~ injected because the powder is insoluble in water?9 

6v- f:;JJ2--

~ ~. t9-~~o])S modes of administration. ofS divinon,m lead to the variable OBSe! and duratioB of its-
~ ~ s. These effects are generally accepted to be: sensation of becoming an object, visions of 

'I ~ arious two-dimensional surfaces, films and membranes, revisiting places of the past 
~~ (particularly childhood), perceived loss of the body andlor identity, various sensations of motion 
I~ . ~1 (being pulled or twisted by a force of some kind), uncontrollable hysterical laughter, and 

;~ J\ overlappi~g realitie~ (pe~ceptions of being in more than one place).3o Lau~~er, happiness, sense 
.'f/' \O[Well-bemg and dISSOCIatIve effects were deemed the best aspects of S. dlvznorum by users, 

, ,J'(.I ~isecond only to the "trip" that the drug elicits.31 Depersonalization, speaking gibberish, widening 
t,J1 J Y1.~. f consciousness, subjective illusions of rapid movement, flying or hovering have also been 

Jj .. «.i\ ,.. \ . eported.32 

~.\ G\11~\ ------
) 

C' ryY \j25Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
tJ- Jun;43(1):53-6. 

\p}- 26 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
~i divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9):1268-n. 

(j .... )¥ 27 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. I Ethnopharmacol. 1994 
V \-.0 lun;43(1):53-6 . 
• /" \ 28 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

,\.(0 " divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
J~ ? '-1-' v Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
/\ ? (CPDD), in San Juan, Puerto Rico, 2004. 

\ /l '" 29 Valdes LJ 3 rd. Salvia divinorum and the unique diterpene hallucinogen, Sa1vinorin ( divinorin) A. J Psychoactive 
/ Drugs. 1994 Jul-Sep;26(3):277-83. 

30 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
31 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
32 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(1): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43(1):53-6. 
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The aversive effects of previously studied KOR agonists predict that the risk of addiction to S. 
divinorum is negligible. However, very few controlled scientific studies of the physical and 
psychotropic effects of Salvia divinorum on humans have been carried out. Therefore, it is 
difficult to predict its potential for addiction and abuse. In studies that have been conducted, 
there is conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to re "-
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of /i "-..--/ ~ 
tolerance?3 Mere eeatoollea systematic fes@areh in this area is needed.. Further studies 6n the l-o 

mediated decrease of dopamine as well as the impact of dose on the rewarding and aversive 

effects are also Vl8ft!.,t~ W h.::: L e.-

,An9theI' r~~ '<~ , r t ,if' ilahi!' -A '~ 
~ ~,V:!~:;:;:l!'a:=:I:=~:OOsa;tlffi;:==:and 
~ _. . """ -Hi admtien, the potential fOI high yields 
"p.~ . ... . ~ . e. 

~) -OAgil'utl~.l he cp~erns for the potential of abuse were minimal . t f1(g of 
v } yt- dried leaves yiel~ only 3 to 6 humans doses of salvinorin ~ Uo Ii e ; If, it was discovered that 

..\t?J vaporizing and inhaling 200-500 micrograms had profound hallucinogenic effects.34 The 
'0\ (... -40 extraction of salvinorin A from the plant is very easy and with care, approximately 1.5 gram~ c..k ') 
e.PJ \ pure salvinorin A per kilogram of dried leaves (Skg of fresh leaves) can be isolated.;? 'Flt~i~ a ~~l 
bvV\ 'gram Qf?1uill6rin -!'- is e~ou~ substance to provide for 2000 human dose~.35 .It is alSaO believed ( 

V to be easlerd:o 01 ,tam salv monn A tha" to ex 1 rtiff [sU. Of prOO'tfee PCP denvatlV es:» 
~ 

3.2.5 Extent of Actual Abuse in Canada and Internationally ¢~ r 
(~~ 1\e/f.)- f~ . ~ <.S~ 
-------+0 ~ ~ 
33 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 5 u-rt.... +tCi. 
relevance for public health? A case report and literature review on the consumption of Salvia divino rum (Diviner's ~i"'-. ~J 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. { 
34 Siebert DJ. Salvia divinorum and sa1vinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 1', 
Jun;43(l):53-6. ~ ~ J J 
35 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive I ~ .e..--~ 'I) 

Drugs. 1994 Jul-Sep;26(3):277-83. l lPJl-
36 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing "\ " 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's e~· 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. ~v l\,£-v..J 
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_ PQfll:llatiQB. To address this lack of data, questions about the use of S. divinorum were included 
in the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Drug Use Monitoring 
Survey andthe 2009 Ontario Student Drug Use and Health Survey. 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11 th 
graders (8.6%) and 12th graders (8.4%); and 

• There are significant regional variations, with students in Northern Ontario (9.2%) most 
likely to use Salvia divinorum. 

The results ofthe 2008-2009 Youth Smoking Survey were published on May 31, 2010 and 
\ indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 

compared to females (3.2%). '~I-R.;( ~~J 

The scope of the previously mentioned studies did not p~or any explanations regarding 
differences in usage between ages, genders and regions.QimjP~ofinformation-

. 't is difficult to speculate on the causality of such differences. 

~s ',). ~Additional data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey will be 
r...... \+L available in the summer of2010. .1 

. Y<- // Y\g--<> 
~S) As far as law enforcement is concerned, thy-Department has only received a limited number of 
'::::: communications indicating concern wi!lYf~spect to S. divinorum and none of these have advised 
;7\') c>\.1l. that the use of S. divinorum poses any threat to public safety. Sst. 1JeQ§ Cal-ver ~ Royal 

. Canadian Mounted Police ~stated that while S. divinorum is readily available, it has not 
1\, become a popular ~rug in C.anadaJ ~gt. Gtt},,'ef SfH~@tt1at8a.~at this may be due to its aversive 

effects such as anxIety and mtroverSIOn. f'}rt5~b~ 
\~ 

\ Health Canada's Drug Analysis Services (DAS) has eoHeetettsome ~a regarding-the 
r \ m:m:l88'r--of\samp!.-es identified-al eontMMfig salvinorin A in t~hower+ ef~ a~ the-plant

\ \ ,~'- vi U '''''-~ 5 a~w-;.? 1 "~l~ 
\ • ,,' ! (r ' Jd I 

(=jV Vf~rtu 

~ 

; .. ",~e:;L..\.J ,5" ~ 7 .. Lb-. .,c::::M 
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an~ s~bs~~ is no~e ControlIe<t:: gs. a~d Su~~e ~Dt.dntglist, it ~s 
not po~~~!e-to hax~cor~ Of. an~e1zures f It In th~ata~. HO\y~~~ve b a 
numb~rdfs~pleS Su,bmitte~bAS for anal 's nlai have bee~confitfue(No,co ' salvinorin 
/" A/ ' 

/ 
NUMBER OF SAMPLES FOUND TO CONTAIN SAL VlNORIN A 

YearR..~~ """".I~~) Count 
2006 6 . 
2007 8 
2008 .--- 0 ~ A \AJ"''":-·.I9 
2009 1 To be1!~dat~ \ '" 

-0 
"- --

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States is a Drug Enforcement Agency 
(DEA) database that collects scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SALVIA DIVlNORUM or SALVINORIN A SEIZURES 

(Number of items/Exhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009* 
NFLIS- 0 0 0 0 1 8 12 12 70 34 

State/Local1 

STRIDE2 0 0 1 1 1 0 0 0 N/A N/A 
TOTAL 0 0 1 1 2 8 12 12 70 34 

\ Data Source; NFLIS & STRIDE, 2008 data quened 11124/08, updated 06/10/2010 
\.. I NFLIS reported seizures of Salvia divinorum and/or salvinorin A 

2 STRIDE reported items of Salvia divinorun1. 
* Includes only January - May data in 2009. 

rA handful of case reports regarding the use of S. divinorum have been published in the academic 
literature. One report was an international case report in which a young man (19 years of age) 

\ described his perceptions after inhaling smoke from S. divinorum. The peak psychotropic 
J r--f \ effects, including prickling ofthe skin, fever-like hot flashes, muscular tremor, and 

~~ depersonalization, were .. reached in less than five minutes after inhalation of an unknown amount 
!7 - ~ . I { of smoke from burning dried leaves.37 Another report involved a i5-year-old male who presented 

/' \~ \ t~ psych~at~c emergency serv~ces with acute onset of paranoia, ~eja vu, ~lu~t~d affect, 
,/,r)Y ~ <..1' ____ -- \ dIfficulties In thought processIng and slowed speech after smokIng Salvza dzvmorum over an 
· ,'- y;i)/ \ unknown period of time. During his hospitalization all symptoms improved significantly except 

. ..~') .,' :J'~/' \ the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
"t:/~/ \deja vu may be a long-term effect of S. divinorum use.38 However, given that this is the only case 

. /\-,-'report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
[) {'-/"~: ----------

,v) \ 
\J : 

(/ \ Or\, 3~Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102,823-824. 
;~~~l~t" . 
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substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17 -year-old boy committed suicide after smoking S. divinorum for an unknown period oftime.39 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances.. _ 4 . t 

r f'.. .1 - 4-f'- eA ~ "'\ ~ 
J I~~ 

It is difficult to determine the extent of actual abuse of S. divinorum as there appear to be 
inconsistencies in the literature regarding risk aversion. For example, one author states: "Many 
who have used salvinorin A find the experience extremely unnerving, frightening and overly 
intense and most have no desire to repeat the experience.'.40 However, another study suggested 
that this is not the experience of all recreational users of S. divinorum. 41 Over eighty percent of 
users surveyed on a web-based questionnaire about their S. divinorum use said that they would 
probably or definitely use S. divinorum again.42 Users have reported the negative effects of S. 
divinorum as: the short duration of action, lack of control over the experience, persisting negative 
effects (most often anxietyt3 sweating, chills, increased diuresis, impaired vigilance,44 and 
negative after-effects including tiredness, feeling head heavy, dizziness, physical exhaustion, and 
some degree of malaise or 'hangover' as they 'comedown' from the drug.45 H(),N6-Ver, it is 
difficult to determine the influence these effects ha¥e eft the uSe ofS. dlvznorum. --
3.2.6 Overall Risk to Public Health and Safety of Canadians 

The increase in both the number of enquiries from various municipalities and members ofthe 
public and in the amount of media interest regarding the availability of Saliva divinorum in 
Canada may be an indication that the recreational use of S. divinorum as a hallucinogen is on the 
rise in Canada. However, there are no available statistics that indicate there has been a 
significant increase in S. divinorum use in the Canadian popUlation and, in comparison to the use 
of other drugs such as alcohol and cannabis, the actual use of S. divinorum is quite low. 

The potential for harm to the user andlor other individuals is primarily related to the 

39 http://www.kvbc.comlGloballstoI}..asp?S=4893692 
40 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

41 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62, Bucheler R, Gleiter CR, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38(1):1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
42 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
43 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
44 Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
45 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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hallucinogenic properties of the substance. Users may get up and walk around without apparent 
awareness oftheir movements, behaviour or surroundings, and distinction between self and 
surroundings is often lost. At doses greater than Img of salvinorin A, out of body experiences 
are frequent and loss of consciousness has been reported.46 There is little information regarding 
the social behaviours of persons under the influence of S. divinorum products, and what risks 
their activities such as operating a motorized vehicle may pose to the general pUblic. There is 
also very little data regarding the toxicity, teratogenicity ,aatllong-term effects of S. divinorum 

use.
47 ofO~ 

earli , the~ are no ap~oved edical ~se.s or S. ~inorum...~n C~da. ealth C~nada 
h~nel er celV nor'a,ppr ved an sub~ssio or na;a;l health pro' llcts r sal~ 
c~a. here re, ro cts ~t c . to c ntaiil-{his su stanc have n~ been xten . yely 
re' . d b ealt ada: ~d h&. su~h, may coUnterfeit r rna contairl'other gredtents Hi 
may 0 health risk Like many drugs ofabuse,.u.users are often unaware of the potency and 
adulterants in the product~ they...ae purcha~. A study by Wolowich et al. (2006)48, showed 
that the salvinorin A content in five out of five S. divinorum products was falsely indicated on the 
label and 4 out of 5 products contained unidentified adulterants (i.e. vitamin E, caffeine). 

Health Canada has only anecdotal information about the use and abuse of S. divinorum in Canada 
as well as the threat S. divinorum may pose to the health and safety of Canadians. Although 
reports of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have 
been received through the Canada Vigilance database, it is important to note that the number of 
reports and the nature of reactions reported are not adequate to characterize the risk to the general 
population. Em data tall als8 net be used to 60tenninc ineiaCllElG of Qse in the CmMi8rt-.. 

....... popalatioft. 

ASSESSMENT OF RISKS AND BENEFITS {1;;r; 4. 

Y Salvia divinorum is a substance with unknown long term effect at is currently not scheduled 
under the CDSA. It can be imported and sold legally in C a to anyone of any age, anywhere 
in Canada provided it is not represented as a health product tne S. divinorum sold in Canada is 
currently not subject to any specific quality or safety standards. The available scientific evidence 
indicates a low potential for abuse of this substance. 

, ,pod ~ There are certain risks associated with scheduling Salvia divinorum and/or salvinorin A under the 
(J , I CDSA. In particular, scheduling S. divinorum and/or salvinorin A under the CDSA without 
tJ;! , sufficient defensible evidence in accordance with the established criteria for scheduling could be 

}

I(N r.1 \ precedent~setting in t~at Hea1t~ Canada might then have to look at scheduling other plants with 
f2rvJi' ,psychoactIve propertIes, e.g. JImsonweed, Datura. 

C~.J I oJ h d\..-1'Health Canada only has anecdotal information about the risks associated with the use of S. 

'" 
46 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
47 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun;73:1039-1046. 
48 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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divinorum and/or salvinorin A. 'Hewe~ere is icientific evidence which suggests that this \..?--~ 

I plant and its active ingredient may have the potential to create risks to individual and public '& ~ Y 
health and safety resulting from the unsupervised use of a hallucinogenic substance (i.e. driving '\ij) ~ 
under the influence, and injuries caused by disassociation with surroundings, loss of ~ i . 

consciousness, etc.). In the absence of any type of mechanism of control of these substances, the ~n' 
safety and well-being of Canadians could be at risk. r ~ r 
5. IDENTIFICATION AND ANALYSIS OF OPTIONS \P 2J(o 
F~~her to the assess~ent ~reviously described, the following options for the control of Salvia :5 1 
dlvznorum have been IdentIfied. 

Option 1: Status Quo - No Action. Salvia divinorum and salvinorin A remain as uncontrolled 
substances. 
S.~ynmrandyal¥itrorin A-arec~be unapproveOllamral health plOdacts accOiding-
~NH~ ~ 

PROS: 
a. Consistent with the fact that Salvia divinorum and salvinorin A are not yet scheduled 

under any of the United Nations Drug Control Conventions . 
b. Wh~vinorum is manufactured, sold or represented for use as a hallucinogen it v'\.,St---; "-

-meets the dejinitlon of a Wider the FJ).OfhlniIJ5rug Act (F~ cann~ ',n d+- fJ'.... 

~ lega~t1lOut liCE se autho~fherefore, the rSalvi~m .and pro 
~mori IS alrea~ct to complianc . on whe~e represented as 
, hall . no gens ~~ 

c. A leek 8f 8etieft et this time is Gnsistent with the fact that -tee IMle is known about S. , 
divinorum te mIDiEl an jnfunred deeisiofl regaaijag changes to jts regulation:.. ~A&V S J V'~~ 

CONS: 
a. S. divinorum can be legally imported and sold in Canada providing it is not represented as 

a drug product (hallucinogen). This may allow for easier access to the substance_bY.- I ), . 
-petentialaettsers V~ ~~~ p<--~l).U 

b. Penalties under the FDA are only administrative in nature" l.aw ,E!BigrsE!ment peIsomld \ ; ,J£; 
do not ha.v@ ta@ autherity to eriminally eharge BOB compliant retailers { ....s h:;u... u-

. c. By Ret s6aedttliflg S. tii>;inorn1lt as a controlled substanee, tHe Canadian mechanism of ~ l-Jz-r<:-
()\)~~_ ~.~ controLetfM~ t1l~f other countries iM8Ju diag Australia, Belgium, Denmark, and . ~ r7.:..k..J · 

. t~' f J' .J j IA. ) e.... .J ~UNVrd... 

~., " d. /~ft in line with tJb,HPFB (MHPD, NHPD) ~mmendations to schedule S. divinoru::;~~ 
under the CDSA rho J..; f. . 

dh:2t..)Zf 
Option 2: Develop and implement an educational campaign regarding the risks associated with --!J. ,~ 

the use of Salvia divinorum. )V"I..uA 'Gt.."s 

PROS: 
a. Consistent with the fact that Salvia divinorum and salvinorin A are not yet scheduled 

under any of the UN Drug Control Conventions 
b. Information provided may help individuals make an informed decision based on the 
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6. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available tp.. cf.. :h 
. regardillg the prevalence Of S. di';inoruffl m Canada. Though BAS did net ha¥e a t:ecord oj ., t,....JL l ~) 

- sei:Ui'es of ~e sttbst~ee,. it dij, pro'v ide-information reg~eI of samples. BAS tes~ ~ 
wliIeh <"",,,nod salvlDonn A'ftifo..y 1.J2d 9 J(, """ VI ~~ tLC/...v.J~ 

3he OC~coPt3gt~oyal Canadian Mounted Police (RCMP)-ifleOr~ fe"1stablish their I ~ 01--

views Oft S. di'liMJl"flfHt QSe iff'Canada. The RCMP indicated that Salvia divinorum is not yet a "_ -j-o ~ 
known substance in the majority of Canada (with the exception of Ontario), and that it does no~ 
pose a significant concern for public safety at this time. An RCMP document prepared by Sgt. 'CI> .;J;) . 

Doug Culver stated that scheduling of S. divinorum under the CDSA was not currently wa.d ~ " .. 
<Ute to itsjQ.w potential for abuse and 1lQ1ential medical si@ificance. ? . /;;AJ ~. 
~ffi..J ~ eN tCC 1; a.-~ fe'S ? . C .. y Y\..~ ~ , 
OCS has received a number of correspondences from Canada Border Service Agency (CBSA) l' 

'"'\ officers concerning a lack of information regarding the status of S. divinorum and how the 0/ J ,----' 

f)~ ~ substance should be treated at the border. Officers Iso expressed concern regarding the <; "}"'I ~ 
7Bub51tiHlses-hallucinogenic properties' .. . At present, only shipments -jc 

---~ .r Jof S. divinorum that are represented as he~ th product~ hallucinogens can be refused for impotj _~ 
fl~ undertheNHPR. (lBSA \ ~ /O~:'- {lOA-

7. CONSIDERATIONS t-f·!?.Urw 
/' a-.1 () oN"'.:)' , 

The KOR-mediated afersive and dysphoric effects of Salvia divinorum do not appear to be CD hampering its use.l~Mg adults have begun smoking the leaves and leaf extract recreationally.49 It 
can be purchased through online botanical companies and other drug promotional sites and is often 
touted as a legal alternative to substances such as cannabis and mescaline. so Interestingly, after being 
widely available for over a decade, the drug Bas not~ aft)' e*a:eRle social impact as dtifLSD or 
ecstasy.51 d~ y~ ~h~ k:o..J... '~S'~ 

"\ . I.k ,--- f1> '] 
~J ~ !~ver the paltfew yea;;' there has been anJrrcr~e in the number of enquiries that Healfli Canada-

'lifec~from various municipalitie$ilnd members of the public regarding the availability of 

(:7'" Salvia divinoru'!' ~s a hal1ucino~en ..... )~e~.ada has a~obsen.ed a steady incr~ 
\.,:,) amount ofmedta mtetest legardtngthc-avatlabibty ofS. dM1UJl!Um m Canada..-Accordmgte. 

--ouffOOtly avttilablg.,statisti~ tbe reported use of s.. divinf/rom by young. Canadia. ns is much ,loIV.er 
than that of alcohol or cannabis; eeL c. ''''/~"! '-fo c:..- v ~ I ~ I L_ :) }~h s " c: 5 

49 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
50 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
51 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.auiarchive/00002327/01IMunro2006thesis.pdfFebruary 2007. 
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= 
s.21(1)(a) 
s.21(1)(b) 

Stthria-tiMnorum meets the definition of a namrathealth product (NHP) under the Natural 
Heahh-ProtitJ;ct Regulations (NHPR):-l'his"mealls that PIOdtiCfs-ooBtaining S. divinot'ftm must be=' 

--appro¥OO-&y-Health Canada prior to sale in eanada and that prodoots-that are not ill compliancE? 
with tbe...NHPR may be subject to compliance and enforcemem cwtions-.' As..H.ealth-€anada h~! 
yet to receive andlru:..approve any- applioations fof natural health products containing.S.. divinoru.!J!, 
for-sale-Gn-the-Ganadian market, the sme of stich products-HHllegal.. --Se feral challenges also arise 
with rcspect to the tml'ertatioll and domestio move~S. divinorum products ~ arc 
often declpa(d as incense and therefore cannot be consipered unapproved natural health products 

;;:::: ?JuJ ii'iuPin addition, compliance and enforcement ~ctions, such as voluntary stop-sales, ~ .~ 
forfeiture, destruction, and administrative seizure, canp.ot be implemented unless the labe~g 4----- . 
the product indicates that it is to be used for consumpt'\0n andlor pharmacological effects(!:llie ~ 
NHPR are ~elefoM limited in their capacity to control~he availability of S. divinorum aeyeft8 ~ 

) _ th~ Beetle of seenflriAs listed above. I "'- ~G1J--~ 

~'s. divinorum and salvinorin A are not structurally similar or even pharmacologically similar to 
~ other substances included in the schedules to the CDSA. The abuse liability and potential for 
rP ~ 'Fdepen ence 0 . ivinorum is not known as very ew controlled scientific studies of the physical 

:/2"'; 1 
~ I d psychotropic effects of S. divinorum have been carried out on humans. Mgre CODtrol ed -

~·v.~ 

~./ ~~ '.. . H8alth Canada has only reeeiv~d a limited Ilumb~s~f 
l~ r/" :: r ave advised that the use efSall'ia divi1lorZfW poses any particular threat tG paelie safety. 
~ vidence of a r,isk to public health and safety is anecdotal in nature and not quantj[i.ed in any way. 
4 .~~~thCfe is a laGK ofiafotmatioR regruding usage.in Canada-: J ~ <;L ~~ 
y. ~~ '1 --------- Yb s + cPilyJ M$ ., .--. 
:;;: s () In fe~ftl'tis t;]he previous HPFB r~mmendation to schedule S. divinorum under the CDSA",..this-

-=:::>suggestienmu deemed41l"N~~d likely b!!f.~~ o,n }JE~1!9-~anding of the previously- , 
.~ described criteria upon which scheduling is based; "1lOilfnoironsider a number of factors, :"-~7 

f;n ... Ramel;c1he laelE 8fel;'i"iRg~ 8fpotential for abuse and risk to public health and safety. The 
(P Office of Controlled Substances (OCS) was also not consulted by HPFB at the time this 

recommendation was made. In addition, among countries who have decided to control S. 
divinorum in some way, very little or no substantiation of the risks of S. divinorum upon which 
the decision was based are available. 

Health Can.~~s c~~llj:~finalizinpecfi~ line~~~gardiii~ S. divino~~well as an "~I~r 
Health"yrtfcle toj>e'pubhshed on-the Hea1t~ahada webslte~ documents~eslgned to 
add~s the,JeChrrent med~ftention r~gttfding S. divingTunf as well as ings:as~(public awareness 

y(the risl(s associated with this substimce. ~// /// 

8. SELECTED STRATEGY 

9. IMPLEMENTATION AND EVALUATION 
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Jocelyn Kula/HC-SC/GC/CA 

2010-06-21 11 :52 AM 

To Lisa MacKay/HC-SC/GC/CA@HWC 

cc Denis ArsenaultlHC-SC/GC/CA@HWC, -Stephanie 
Chandler/HC-SC/GC/CA@HWC 

bcc 

Subject Re: Salvia IYH0 

Great news but do we need to see the doc again? .... just that obviously I don't know whether you/ HPFB 
accepted all the changes we suggested last time .... . 
Also, do you handle the approvals for the media lines, or do they go back to Comms to handle? 

JK 

Jocelyn Kula 
Manager/ Gestionnaire 
Policy and Regulatory Affairs Division/ Division des politiques et affaires reglementaires 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Lisa MacKay/HC-SC/GC/CA 

Hi Jocelyn, 

Lisa MacKay/HC-SC/GC/CA 

2010-06-21 11 :50 AM To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC 

Subject Re: Salvia IYH[?J 

I've had some other priorities come up lately but I'm hoping to get it off my desk into formal approvals 
today or tomorrow. 

Thanks 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Strategic Communications and Ministerial Services Division / Division des communications strategiques 
et des services ministeriels 
Public Affairs, Consultation and Communications Branch/ Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Fax 613.952.8644 
Lisa_Mackay@hc-sc.gc.ca 

Jocelyn Kula/HC-SC/GC/CA 

Jocelyn Kula/HC-SC/GC/CA 

2010-06-21 11 :40 AM To Lisa MacKay/HC-SC/GC/CA@HWC 
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Hi Lisa 

cc Stephanie Chandler/HC-SC/GC/CA@HWC, Denis Arsenault 

Subject Salvia IYH 

Now it is my turn to ask about status! Just that it came up at a senior management meeting this week and 
it was left with me to determine where things are at. Any advice you have (and I know we provided lots of 
input last time round .... ) as to when it might start moving up the line for approvals and!or come back to 
programs would be much appreciated ..... 

Thanks in advance 
Jocelyn 

PS Am copying Stephanie Chandler as she has just joined my division and is working on completing the 
scheduling assessment of Salvia ..... . 

Jocelyn Kula 
Manager! Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
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Matthew James 
Dann/HC-SC/GC/CA 

2010-06-2202:47 PM 

Hi Stephanie, 

To Stephanie Chandler/HC-SC/GC/CA@HWC, Judy 
Snider/HC-SC/GC/CA@HWC 

cc Suzanne Desjardins/HC-SC/GC/CA@HWC 

bcc 

Subject Re: Fw: Data re: Salvia divinorum samplesCl 

Here are the numbers for Salvinorin A from DAS LlMS as of May 7, 2010. 
'it"",'"",c""""" 

2005 2006 2007 2008 2009 2010 as May 7 
W of exhibits 0 9 8 
~ontaining 
~alvia 

Matthew Dann 
, Office of Drugs and Alcohol Research and Surveillance 

Controlled Substances and Tobacco Directorate 
Healthy Environments and Consumer Safety Branch 
MacDonald Building, A.L. 3506A 
123 Slater St., Ottawa, ON 
K1A OK9 

Phone: (613) 948-8908 
Fax: (613) 952-5188 

Judy Snider/HC-SC/GC/CA 

4 20 

Judy Snider/HC-SC/GC/CA 

2010-06-22 02:22 PM To Matthew James Dann/HC-SC/GC/CA@HWC 

cc Suzanne Desjardins/HC-SC/GC/CA@HWC 

Subject Fw: Data re: Salvia divinorum samples 

Hi Matt, 

8 

Can you please provide the latest info to Stephanie. These numbers have already been created and 
inserted into the presentation I gave a couple of weeks ago at the CEWG. 

Thanks, 

Judy 
----- Forwarded by Judy Snider/HC-SC/GC/CA on 2010-06-22 02:20 PM -----

Stephanie :!iii. Chandler/HC-SClGC/CA 

~. 2010-06-22 01:18 PM 

To Judy Snider/HC-SC/GC/CA@HWC 

cc 

Subject Data re: Salvia divinorum samples 
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Hi Judy, 

I am currently finalizing a scheduling assessment of Salvia divinorum (including Salvinorin A). A search 
regarding the number of samples which were found to contain these substances by DAS labs was 
completed in 2008, and I am hoping to be able to update the data to include 2008 to 2010 (if available). 
I've attached the 2008 email thread and the results of the previous search performed for your information. 

Email Salvia 2D08-1 D-l D_DAS.doc Email Salvia 2DD8-1 D-1D_D.A.S .Attachment.pdf 

I believe you are the correct contact person for this sort of request, however, please let me know if there is 
someone more appropriate for me to contact. 

Thank you, 

Stephanie Chandler 
Junior Regulatory Project Officer 
Policy and Regulatory Affairs Division! Division des politiques et affaires n3glementaires 
Office of Controlled Substances! Bureau des substances controh3es 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-.0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Johanne Paquette/HC
SC/GC/CA To Cheryl Tremblay/HC-SC/GC/CA@HWC 

2008-10-1009:12 AM 

Good morning Cheyl: 

cc 

Subje Re: Fw: Saliva Divinorum 
ct 

See below the raw data information received. 

The psycho-active agent in salvia divinorum is salvinorin A. As the plant and/or substance is 
not in the COSO drug list, it is not possible to have any seizures of it in the database. There have 
been a number of samples containing the substance identified in the OAS labs. 

'I 
Salvinorin A.pdf 

Should you require futher information, or more statistical analysis, do not hesitate to contact me. 

Johanne 

efobu:r.4~ 
A .• SUIJoef'ltis(!f, [I~ruc1iol1 Unit i 
Supel vi:salf 1};lr i ntetrim unite de destmc1iol1 

[I rug Sthlte,:J.,V ,mil Controlled Substance'J. ~I}SCSt : 
Strat€gie antidrogue ct. substances cOlltJOIees (SASe) 
[I rug Analyt;is Service (0 AS) f S efviee (f analyse des drogues (SAO) 
T~€tJllQll~ lIH311}4k)-H43 
fal( iT~&;<tI)ieilf~ (6UP/4'1-4160 
En"'lil t counicl: j<tI\.llme,J:N1<luette@;hc-sc.gt:.ca 

Johanne Paquette/HC
SC/GC/CA To Mary-Jane Garnett/HC-SC/GC/CA@HWC 

2008-10-0903:12 PM 

Good afternoon Mary-Jane: 

cc 

Subje Fw: Saliva Divinorum 
ct 

Can you perform a search in COSO for any seizures from 2002 to 2008 - all police services 
across Canada and also in LlMS. 

000909 



Thank you!! 

Johanne 

~n?Je~ 
A " Supen/i&Jf, [) estnu:1iol1 Unit ,f 
Supenli:selJr par iritetrim mite de destmctiol) 
l)rug Stmte(JY .mod Controlled Substances (DSCS} i 

Stlat~je antidrogue et substances conil,Jlees {SASq 
[I mg AIMfy~;i", Set lIice (0 AS) ,I S entice (F .uulyse des drogu.es (SAD'i 
T6Ie.)hQllt>: llJ'UI 946-1143 
Fax fT6I~OI)iall: (IJ'U) 941-4760 
Em.lil / cOlnicl: jO!1.1nneJliiltluettei;J:hc-$!(:;.9c.C.l 

----- Forwarded by Johanne Paquetle/HC-SC/GC/CA on 2008-10-09 03:09 PM ----

Cheryl Tremblay/HC
SC/GC/CA To Johanne Paquetle/HC-SC/GC/CA@HWC 

2008-10-08 01 :59 PM 

Hi Johanne, 

cc 

Subje Saliva Divinorum 
ct 

I am currently in the process of working on a preliminary scheduling assessment for Salvia 
Divinorum and was just wondering whether DAS has any records of any seizures with respect to 
this plant. 

Thank you, 

Cheryl Tremblay 
Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Health Canada 
Tel: (613) 954-6527 
Fax: (613) 946-4224 
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Date: 2008/10/10 

No of Samples found to contain Salvinorin A 

Year Return ComQleted Count 

2006 6 
2007 8 
2008 6 

Page 1 
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i':a... .... Jocelyn KulalHC-SC/GC/CA 
, 2010-06-28 03:54 PM 

," '~ , " 

for the file pis 

Jocelyn Kula 
Managerl Gestionnaire 

To -Stephanie Chandler/HC-SC/GC/CA@HWC 

cc Daniel Galarneau/HC-SC/GC/CA@HWC 

bcc 

Subject Fw: The use of Salvia as an incense 

Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-06-2803:53 PM ----

Robin MarleslHC-SC/GC/CA 

2010-06-2803:51 PM 

Dear colleagues, 

To Brook BertrandlHC-SC/GC/CA@HWC, Jason 
Topping/HC-SC/GC/CA@HWC 

cc CCIM/HC-SC/GC/CA@HWC, Jocelyn 
KulalHC-SC/GC/CA@HWC 

Subject Re: Fw: The use of Salvia as an incense0 

Salvia divinorum has traditional medicinal uses among the native peoples of Mexico, e.g. for the treatment 
of topical ulcers of the feminine organs (Diaz 1976), to help normalize eliminatory functions (diarrhoeal 
constipation and urination), anemia, headaches, rheumatism, and alcohol addiction, in addition to its use 
as a hallucinogen in divination rituals (Valdes et a/. 1983). The method of preparation is always an 
infusion of 4 to 120 pairs (10 to 300 g) of fresh leaves crushed and added to bOiling water (a tea) -- low 
doses of fresh or dried leaves for medicinal purposes and doses of 50+ grams of only fresh leaves for 
divination/hallucInation (Valdes et al. 1983). 

There is no record in the scientific literature of a history of use of Salvia divinorum as an incense. Burning 
was not an established method of preparation in traditional uses as a medicine or as a hallucinogenic. 

There are a few herbs where burning the leaves produces a very characteristic fragrance (e.g. cured 
tobacco, Artemisia, cedar). 

However, most aromatic plants lose their characteristic fragrance when burned and simply smell like 
burned leaves. Gum-resins from trees, e.g. frankincense, myrrh, and copal, are much more common 
incense ingredients because they gradually release their volatile oils into the smoke (Simpson and
Ogorzaly 2001). 

Therefore, I believe that the production of "incense" from Salvia divinorum leaves or extracts is a recent 
invention to try to avoid compliance and enforcement actions. 

Nevertheless, it may be difficult to argue in court that in the absence of any claims regarding 
hallucinogenic or other actions in humans, use as incense is not "legitimate" even if there is no history of 
such use and it just smells like burned leaves. 
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Robin 

References: 

Dfaz JL. 1976. Propriedades Terapeuticas Atributas a Plantas Mexicanas, Primera Parte: Nombre 
Botanico y Usos. Instituto Mexicano para el Estudio de las Plantas Medicinales, Mexico. 

Simpson BB and Ogorzally MC. 2001. Economic Botany: Plants in Our World, third edition. New York, NY: 
McGraw-Hili Co. 

Valdes LJ, Dias JL, Paul AG. 1983. Ethnopharmacology of Ska Maria Pastora (Salvia divinorum, Epling 
and Jativa-M.). J. Ethnopharmacology 7(3): 287-312. 

Brook Bertrand/HC-SC/GC/CA 

.r' -:-.--::::;, Brook 
.<>% -::..-::: BertrandlHC-SC/GC/CA 

.......--.....,f~._ . 
. \ ',.--~. 2010-06-2504:48 PM 

'.< ':,':~ ) .i ~/~ 
,0- " 

,,_./ 

Hi Robin: 

To Robin Marles/HC-SC/GC/CA@HWC 

cc Laura Cooney/HC-SC/GC/CA@HWC 

Subject Fw: The use of Salvia as an incense 

Is this something you can help me with? Any solid sources of evidence we can point to? 

Brook Bertrand 
Natural Health Products Directorate I 
Direction des produits de sante naturels 
Health Canada I Sante Canada 
613-948-3537 
---- Forwarded by Brook Bertrand/HC-SC/GC/CA on 2010-06-25 04:48 PM -

Jason 
Topping/HC-SC/GC/CA 

2010-06-2504:46 PM 

This one has your name all over it! 

To Brook Bertrand/HC-SC/GC/CA@HWC 

CC CCIM/HC-SC/GC/CA@HWC 

Subject Fw: The use of Salvia as an incense 

----- Forwarded by Jason Topping/HC-SC/GC/CA on 2010-06-25 04:46 PM -----

J•• Hoallh SallIe 
Canada Canada 

NHPD Internal Information Request Form 
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Request Information 

Requestor Name: 

RequestType: 

Urgent?: 

NHPD Submission #: 

Product Name: 

Ingredient Name: 

Product Licence #: 

Company Name: 

Site Licence #: 

Subject: 

Brief Description of 
Request or Concern: 

Attachment(s) or 
Supporting Documents: 

Date Requested: 

Designated Assignee: 

Irshad Mufla Directorate: 

Compliance Verification I Verification de conformite 

No I Non 

N/A MECS#: 

Salvia 

N/A 

N/A 

N/A 

N/A 

The use of Salvia as an incense 

HPFBII DGPSA 

N/A 

The Inspectorate has identified multiple situations whereby the seller has indicated 
that the Salvia (classified as an NHP) being sold was for incense. Could NHPD 
please look into whether there's any legitimate use of Salvia as incense? 

This information will help us to determine how to best revise the action plan that 
has been developed for Salvia. 

Thank you 

2010-06-2504:16 PM 

NHPD Acknowledgement and Response 

NHPSAS File #: 

Comments/Resolution(s): 

Supporting Document(~); 

Status: Active I Actif 

Completed By J: 

Reviewed By J; 

000914 



Concurrence (if applicable) 

BGTD Reviewed and Concurred by: 

FD Reviewed and Concurred by: 

HPFBI Reviewed and Concurred by: 

Legal Reviewed and Concurred by: 

MHDP Reviewed and Concurred by: 

PMRA Reviewed and Concurred by: 

TPD Reviewed and Concurred by: 

VDD 

Edit History: 

Reviewed and Concurred 

Rev. 
O. 

Editor 
Irshad Mulla 

• Only past five edits are shown 

by: 

Revision History 

Edit Date 
2010-06-2504:25:01 PM 

c:;()n(;lJrJ 

.c::9!l_c::ull 

ConC:lJrj 

C::()rl<::'lJ!i 

_C::()rlc:~I I 

c:;onclJd 

C:;().r:1S~~J 

concurl 
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----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2008-04-28 05:37 PM -----

Ken Moore/HC
SC/GC/CA 

2007-08-2801 :02 PM 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc 

Subje Fw: salvia divinorum 
ct 

Jocelyn; CMLD also gets calls about salvia. Although all our RCOs are aware that it it is not 
scheduled under the CDSA, it is not clear whether HPFB takes compliance action (and after 
reading the docs below it is still not clear to me whether the approach outlined, to use the NHP 
regs to intercept at the border is in place or proposed 

All this to say, please keep us in the loop 
Thanks 
Ken 

----- Forwarded by Ken Moore/HC-SC/GC/CA on 2007-08-28 01 :00 PM -----

Ken 
fyi 

Riaz Akhtar/HC
SC/GC/CA 

2007-08-28 12:52 PM 

To Ken Moore/HC-SC/GC/CA@HWC 

cc 

Subje re: salvia divino rum 
ct 

This is the status of the product from the NHPD and HPFBI point of view 

Riaz 

----- Forwarded by Riaz Akhtar/HC-SC/GC/CA on 2007-08-28 12:51 PM -----

Theresa Hill 

2007-08-2808:42 AM 

To: 
cc: 
Subject: 

Riaz Akhtar/HC-SC/GC/CA@HWC 
Brenda Redmond, Evelyn NugentlHC-SC. 
re: salvia divinorum 

Hello Riaz 
Further to our telephone conversation this morning. Thank you for responding to the CBSA 

request regarding the admissibility of the 2gms of salvia divrorum. I will make sure that Brenda 
and Evelyn know that you would like to be notified if we receive further requests related to 
shipments of this NHP since it is considered by OCS to be substance of interest. I have also 
attached the most recent information from the Inspectorate related to this product. 

thank you for all of your help 

000916 

Request 
Informati 



Requestor Name: 

Request Type: 

Urgent?: 

NHPD Submission #: 

Product Name: 

Ingredient Name: 

Product Licence #: 

Company Name: 

Site Licence #: 

Subject: 

Brief Description of 
Request or Concern: 

Christine Zaczynski 

No I Non 

N/A 

N/A 

Salvia divinorum 

N/A 

N/A 

N/A 

Directorate: 

MECS#: 

000917 

on 

HPFBI I DGPSA 

Product Classification I 
Classification de produit 

N/A 

Refusal of Salvia divinorum 

There have been several 
internal requests regarding 
Salvia divinorum (links 
below). This request is being 
submitted in hopes of tying 
them up. 

At a meeting on May 16th 
2007 regarding Salvia 
divinorum (initiated by the 
OCS), it was decided that 
NHPD in collaboration with 
MHPD would work on a HRA 
(Health Risk Assessment) in 
order to help support the 
refusal of Salvia divinorum 
products which may fall 
under the Natural Health 
Products Regulations. 

The hope of this HRA is that 
it would extend the definition 
of "represented for use" such 
that a product would not 
need to be labelled with a 
claim in order to have the 
"representation for use" (Le. 
as a hallucinogen). This 
could be groundstd refuse l11 

bulk Salvia divinoruml 



Attachment(s) or 
Supporting Documents: 

000918 

shipments which do not 
make a claim. 

Currently, bulk shipments are 
being received at the border. 
These products are not 
making a claim however links 
have been established at the 
retailer level for sale as a 
hallucinogen. 

We would like confirmation 
that NHPD supports refusal 
of bulk Salvia divinorum 
shipments (without a claim) 
under the Natural Health 
Products Regulations? 
(either with established links 
to use, or without) 

Note that the issue request 
#2 (below) is regarding bulk 
shipment claiming a non
NHP use (incense). This is a 
separate issue which may 
still need to be addressed. 

Thank you, 

Previous requests and 
statuses: 1) (1)_ status
"under review by Branch" 
2) (2) Until such time as the 
herb and its active constituent 
are scheduled under the 
CDSA or Schedule F to the 
Food and Drug Regulations, 
the NHPD has jurisdiction to 
receive a Product Licence 
Application for a therapeutic 
use. 
3) (3)Salvia divinorum and 
salvinorin A are NHPs 
presenting a risk for abuse 
and thus are subject to 
immediate compliance action 
by the HPFB Inspectorate. 
4) (4)The lAS was sent out for 



Date Requested: 

Designated Assignee: 

Theresa Hill 
Emergency Preparedness Officer 
Health Products and Food Branch 
Inspectorate, Atlantic Operational Centre 
Health Canada 
(902) 426-7704 

(1) -

review and comment. 

31/05/200712:33 PM 

CCIM 

Notes:11185256FF8004D62E6/00DEAD08908612A 185256FA 1 005699D3/6330D6157FD034F985 
2572420077273C 
(2) -
Notes:///85256FF8004D62E6/00DEAD08908612A 185256FA 1 005699D3/4ED490D1 F5A7 ACFD8 
52572CE004E7C86 
(3) -
Notes:11185256FF8004D62E6/00DEAD08908612A 185256FA 1 005699D3/63E 1 B09AODA023A685 
256F9B004ED52C 
(4) -
Notes:///85256FF8004D62E6/00DEAD08908612A 185256FA 1 005699D3/892F04DEC938650785 
257204006C6153 
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----- Forwarded by Erin Kingdom/HC-SC/GC/CA on 2008-01-30 10:28 AM ----

Jocelyn Kula/HC
SC/GC/CA To Christine Zaczynski/HC-SC/GC/CA@HWC 

2007-09-0611 :55 AM cc Jenna Griffiths/HC-SC/GC/CA@HWC, Jenny 
McLaughlinlHC-SC/GC/CA@HWC, Julie Thorpe/HC
SC/GC/CA@HWC, Erin Kingdom/HC
SC/GC/CA@HWC, Carole Bouchard/HC
SC/GC/CA@HWC 

Hi Christine 

Subje Re: Fw: Salvia Divinorum(1) 
ct 

While I think Jenny's assessment of the increasing public interesU scrutiny regarding Salvia 
divinorum in her request for legal opinion is correct, OCS can't really comment on the suitability 
of issuing a stop sale or refusing shipments at the border as we have no authority to take those 
kinds of action that are not regulated under the Controlled Drugs and Substances Act. 

My one concern with your proposed course of action, is that the Department may not be ready to 
deal with the potential backlash from legitimate business owners who have been selling salvia 
relatively peacefully for years, and who now find that they can't import the product and!or can't 
sell it. It is my view that we have not exactly handled all of the communications issues with the 
greatest of ease (and I am not apportioning blame here just stating the facts) and I fear that in not 
taking the time to predict the impacts of such action and prepare for them with appropriate media 
lines! Q&As or even fact sheets, we will all just be bombarded with everyone that has written to 
us already, not to mention all those other people out there who didn't know they were doing 
anything "wrong" until this moment. In this light, I wonder if it might not be prudent to discuss 
your suggested action at the DG level meeting that has been planned for September 13 (my DG 
Andrew Adams is coordinating and I believe Chris Turner and Phil Waddington have been invited 
50 far) so that all parties can discuss the impacts of such a step. For your information, we were 
asked to organize a meeting after Neil Yeates sent the BN prepared by MHPD to our ADM (the 
one that recommended scheduling), and it was clear that we need to come to some consensus 
about the status of this plant and agree upon next steps. 

Hope this helps, and happy to discuss further. 

Jocelyn 
PS I was quite interested to read Simon Carvalho's opinion regarding the application of the 
NHPR, and I wonder if it means the HRA and lAS etc. need to be revised before it can be used 
as a rationale to support a stop sale etc? 

Jocelyn Kula 
AlManager, Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Health Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
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Hello, 

Christine 
ZaczynskilHC
SC/GC/CA 

2007-09-05 02:45 PM 

To Jocelyn Kula/HC-SC/GC/CA@HWC, Jenna Griffiths/HC
SC/GC/CA@HWC 

cc Jenny McLaughlin/HC-SC/GC/CA@HWC, Julie 
Thorpe/HC-SC/GC/CA@HWC 

Subje Fw: Salvia Divinorum 
ct 

FYI- Please see below. We plan on moving forward with taking action on bulk Salvia products 
under the Natural Health Products Regulations. 
We hope to use the HRA identifying the risk as a Type II in addition to the legal statement below 
(representation for use extended to off label). 

Please provide us with any questions/comments you may have on this. 

Christine 

----- Forwarded by Christine Zaczynski/HC-SC/GC/CA on 2007-09-05 02:44 PM ----

Jenny McLaughlin/He-

Hi Christine, 

SC/GC/CA To Christine Zaczynski/HC-SC/GC/CA@HWC 

2007-09-05 02:29 PM cc Jason Andrus/HC-SC/GC/CA@HWC, Niyi Lawuyi/HC-
SC/GC/CA@HWC, Julie Thorpe/HC-SC/GC/CA@HWC, 
Diane Wai Chung Lai/HC-SC/GC/CA@HWC, Jean Saint 
Pierre/HC-SC/GC/CA@HWC, Christiane Brown/HC
SC/GC/CA@HWC, Sarah Wiles/HC-SC/GC/CA@HWC, 
Christine Zaczynski/HC-SC/GC/CA@HWC, Michelle 
Giliespie/HC-SC/GC/CA@HWC, James Bellis/HC
SC/GC/CA@HWC, Melissa Beauchamp/HC
SC/GC/CA@HWC, Sharon Mullin/HC
SC/GC/CA@HWC, Diana Dowthwaite/HC
SC/GC/CA@HWC 

Subje Fw: Salvia Divinorum 
ct 

See response from Simon below regarding the classification of salvia divinorum. Based on this 
and the fact that NHPD has determined that salvia products pose a Type II health hazard, I think 
the Inspectorate should start taking action (Le. stop sale, recall, refusal at customs) consistently 
against salvia products, regardless of whether there are health claims being made. 

Jenny 
----- Forwarded by Jenny McLaughlin/HC-SC/GCfCA on 2007-09-05 02:25 PM -----
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Simon Carvalho/HC-
SC/GC/CA To Jenny McLaughlin/HC-SC/GC/CA@HWC 

2007-09-0501 :50 PM cc Philip Waddington/HC-SC/GC/CA@HWC, Nancy 
Richards/HC-SC/GC/CA@HWC 

Subje Re: Fw: 
ct 

Jenny, 

Please let me know if you have any questions. 

Simon 

Solicitor-Client Privilege/Protected 
This message is intended for the use of the individual or entity to which it is addressed and may 
contain information that is privileged or confidential and exempt from disclosure under applicable 
law. Unauthorized disclosure, copying or re-transmission is prohibited. Modification of the 
transmission is prohibited. If you have received this transmission in error, please notify me 
immediately by sending me a return e-mail copy. Then, delete the original message. Thank you. 

Jenny McLaughlin/HC-
SC/GC/CA To Simon Carvalho/HC-SC/GC/CA@HWC 

2007-09-0510:22 AM cc Christine Zaczynski/HC-SC/GC/CA@HWC 

Subje Fw: 
ct 

Hi Simon, 
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CCIM/HC-SC/GC/CA 

2007-08-0805:59 PM 

Salut Jenny, 

To Jenny McLaughlin/HC-SC/GC/CA@HWC 

cc CCIM/HC-SC/GC/CA@HWC, Erica Daley/HC
SC/GC/CA@HWC 

Subje Re: Salvia Divinorum(3) 
ct 

As per our discussion, given the Branch discussions on this product, at this time we are not able 
to process this request. 

Please do not hesitate to call me to discuss. 
Merci, 
Maggie 

Hi Ruby, 

Jenny McLaughlin 

2007-08-0704:38 PM 
To: 
cc: 
CCIM/HC-SC/GC/CA@HWC 
Subject: 

Ruby Yang/HC-SC/GC/CA@HWC 
Christine Zaczynski/HC-SC/GC/CA@HW 

Re: Salvia Divinorum(4) 

Based on the label instructions for use, it appears that this product is to be used for a therapeutic 
effect. I would consider this product to be an NHP but will confirm with NHPD and get back to you 
ASAP. 

Maggie - FYI. I will submit a PC request in the database now but as this product is being held at 
customs, please process asap. 

Thanks, 
Jenny 

Hello 

Ruby Yang/He
SC/GC/CA 

2007-08-0704:13 PM 

To Christine Zaczynski/HC-SC/GC/CA@HWC 

cc Jenny McLaughlin/HC-SC/GC/CA@HWC 

Subje Salvia Divinorum 
ct 

A shipment of Salvia Divinorum is being held by CBSA, the shipment contains 66 pkgs of Salvia 
Divinorum 10X and 69 pkgs of Salvia Divinorum 5X , label of the product attached for your 
reference. 
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I believe this is a repeated shipment. previous shipment contains same product addressed to 
the same individual with different address in the same city in January 2007. 

S alvia_D ivinorum. pdf 

I checked NHP Work Book and noticed that you have put a request similar to my situation. 
however. this one 

- contains Oaxacan Salvia Divinorum Extract. and declared "For incense use only" 
- The product is a consumer package not in bulk 
- Please check the label. Directions •......... could we still consider the product a "NOT-

NHP"? 

Would you please let me know if NHPD would support refusals of the shipment under the NHPR? 

Thank you. 

Ruby Yang 
Western Operational Centre 

(1) -
Notes:11I85256C390068FEE81 AEDB0509386C9B9E852572180051 09D3/8B5329BED325C46985 
25734D0066EA4D 
(2) -
Notes:/I/85256C9C005B5025/38D46BF5E8F08834852564B500 129B2C/6B3B703E83EE5F8185 
25734D004802AC 
(3) -
Notes:/l185256C9C005B5025/7FFF4AA8307F799985256FF60051 AEADI A3C4 76E 1 DAD 190B38 
52573300071349F 
(4) -
Notes:1II8525719C004262B0/38D46BF5E8F08834852564B500129B2C/08DOF29E31 F316A686 
25732C007 A0214 
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Issue Analysis Summary 

Scheduling Salvia Divinorum and/or Salvin orin A under the CDSA 

Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate July 6, 2010 V. \ 
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1. APPROVALS 

This Issue Analysis Summary is approved. 

Diane Allan, Director 
Office of Controlled Substances 
Tobacco and Drugs Directorate 

[DDIMM/201O] 

2. ISSUE t\€~ at ~2r-
~ c;..::.~ 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps tf~ontrol the availability of S. 
divinorum, andlor its main active ingredient, salvinorin A, .at=e-regulated under the Controlled 
Drugs and Substances Act (CDSA). These requests are further to reports from scientific and 
media sources suggesting that S. divinorum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. Health Canada has also noted an ongoing media 
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interest regarding the availability of S. divinorum in Canada. 

3. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules to the CDSA, and determine whether one or both should be regulated as 
controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stems. 1 

~,'\.,,) ~(\.CINU' 
S. divinorum is widely touted as a "legal" akematlYe te ~9I:ugi on the Internet, and has also 
been reported to be one of the most prevalent herbal products used as an alternative to illicit 
drugs among adolescents and young adults? While very little is known about how and where S. 
divinorum is sold in Canada, it is suspected that it is mainly purchased over the Internet and/or 
bought at head shops or alternative life style stores, etc. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) ofthe Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as controlled substances. This 
recommendation was maintained when the lAS was updated in November 2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification ofthe Recall Policy of the Health 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htrn Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 
HPFBI to discuss S. divinorum. HPFBI was to determine appropriate compliance activities 
regarding S. divinorum and consult with the Canada Border Services Agency (CBSA) regarding 
the movement of products containing S. divinorum into and out of Canada. 

On September 13,2007, a further meeting between DSCSD, MHDP, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals ofDSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It' s Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that a 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

( c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of July 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 

~ 4.1.2 Natural Health Product Regulations (under the Food and Drugs Act) 
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The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada further to a natural health product 
monograph or submission of other evidence of safety and efficacy. The NHPR also require that 
all manufacturers, packagers, labelers, and importers be licensed which in tum requires the 
presence of procedures respecting distribution records, product recalls, product handling, storage 
and delivery, and manufacturing practices. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
m: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to whether the product or medicinal ingredient therein is safe for 
consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. To be considered a NHP, no direct health claims 
need to be made regarding the substance. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a modification of an organic function. 
Therefore products containing it meet the definition of a NHP. 

As of July 2010, no products containing S. divinorum have been reviewed and approved by 
Health Canada and no NPNs or DIN-HMs have been issued. Therefore sales of S. divinorum are 
illegal under the NHPR if it is represented for use as a hallucinogen or if other health claims in 
regards to modifying organic functions are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized un~er its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 

4 

000929 



is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in the control and/or scheduling ofthe substance; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability of the substance; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling of the Substance 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Although both S. divinorum and salvinorin A are listed in 
Schedule 9 of Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the 
basis of "high potential for abuse and risk to public health and safety", no substantiation ofthis 
risk was provided at the time ofthis scheduling decision.3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.'.4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus. 5 

3 http://www.tga.gov.au/ndpsc/recordirr200111.pdf 
4 http://www.cognitiveliberty.orglnews/salvia_australia.htm 
5 

http:// eldd. emcdda.europa.eulhtrnl.cfmlindex517 6EN .htrnl ?pluginMethod=eldd.shownewsdetails&id=20/ 12/2006BE 

5 
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Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I ofthe Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11, 2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

i-
On January 28, 2004,the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 
possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

LGIUM:%20New%20substances%20controlled%20include%20mCPP%20and%20khat 
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United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern" which has no legal implications. In addition, some individual states have 
implemented laws restricting its use, sale and/or distribution. As of July 2010, a number of states 
have enacted legislation placing regulatory controls on S. divinorum and/or salvinorin A 
including Delaware, Georgia, Florida, Hawaii, Illinois, Kansas, Kentucky, Maryland, 
Mississippi, Missouri, Nebraska, North Dakota, Ohio, Oklahoma, South Dakota, Wisconsin, 
Virginia, California, Louisiana, Maine, North Carolina, and Tennessee. More details regarding 
the regulation of S. divinorum in these last five states are provided below. 

California 

As of January 1, 2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, ~ a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1, 2009, the North Carolina State Legislature brought a new law into force 
which made Salvia divinorum and salvinorin A illegal. The only legal S. divinorum 
activities are the growing for aesthetic, landscaping, or decorative purposes or university
affiliated medical or pharmacological research. 
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Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when it is recognized by the Food and Drug 
Administration as a homeopathic drug. 

4.2.2 Chemical andlor Pharmacological Similarity to Substances listed in the Schedules to the 
CDSA 

The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wormwood) and Cannabis sativa. Salvinorin 
A is considered by some as the most potent natural hallucinogen ever isolated.6 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a way that is quite unique.7 Recent pharmacological screenings of receptors have found it to 
be a highly potent and selective K-opioid receptor (KOR) agonist.8 

The use of S. divinorum or salvinorin A can lead to a number of effects with variable onset and 
duration. These 'effects are generally accepted to be: sensation of becoming an object, visions of 
various two-dimensional surfaces, films and membranes, revisiting places of the past 
(particularly childhood), perceived loss of the body andlor identity, various sensations of motion 
(being pulled or twisted by a force of some kind), uncontrollable hysterical laughter, and 
overlapping realities (perceptions of being in more than one place).9 Laughter, happiness, sense 
of well-being and dissociative effects were deemed the best aspects of S. divinorum by users, 
second only to the "trip" that the drug elicits. 1o Depersonalization, speaking gibberish, widening 
of consciousness and subjective illusions of rapid movement, flying or hovering have also been 
reported. 11 

6 Ott J. Ethnopharmacognosy and human pharmacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.orglott2.html 

7 Siebert DI. Salvia divinorum and salvinorin A: new pharmacologic findings. I Ethnopharmacol. 1994 
Iun;43(1 ):53-6. 
8 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 
9 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. I Ethnopharmacol. 1994 Iun;43(1):53-
6. 
\0 Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
II Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage), 
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The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP). 14 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. 15 Its strong dissociative effects are often compared to those of 
ketamine. Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 16 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience is quite unique. 17 

In addition, the psychedelic effects of S. divinorum are similar to those of classical psychedelics 
regarding changes in perception and somatic sensations. S. divinorum causes an unusually high 
degree of sedation, weakness and fatigue, while the increased de-realization is not commonly 
reported for classical psychedelics. 18 The combination of these effects seems to correlate with 
that of other KOR agonists such as pentazocine. 19 

4.2.3 Legitimate Use of the Substance, including Therapeutic, Scientific, Industrial or 
Commercial Uses 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico,20 where an infusion ofthe leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 

Phannacopsychiatry. 2005 I an;38( 1): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic 
findings. I Ethnophannacol. 1994 Iun;43(1);53-6. 
14 Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Phannacopsychiatry. 2005 Ian;38(1):1-5. 
15 Siebert DI. Salvia divinorum and salvinorin A: new phannacologic fmdings. I Ethnophannacol. 1994 
Iun;43(1):53-6. 
16 Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
17 Siebert DI. Salvia divinorum and salvinorin A: new phannacologic fmdings. I Ethnophannacol. 1994 
Iun;43(1):53-6 and Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
18 Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
19 Arasteh K, Poudevida S, Farre M, Roset PN, Cami I. Response patterns ofthe Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Iun 1;55(1-2):117-25. 
20 Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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stomach.21 Its main use today is, however, for its psychoactive properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rituals,z2 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use.23 In addition, while it has been speculated that KOR agonists 
may prove to be useful in the treatment of certain psychiatric disorders including Alzheimer's 
disease, schizophrenia, dementia and bipolar disorder,24 much more research is needed in order 
to substantiate these hypotheses. Similarly, another study has suggested that chemical analogues 
of salvinorin A may be a useful treatment for those suffering from addiction to other 
substances,z5 That said, there are presently no legitimate medical uses for S. divinorum in 
Canada. 

Similarly, there are no known industrial uses for S. divinorum in Canada. The plant is a semi
tropical perennial that can only grow outdoors in a humid climate where it will not encounter 
frost. Most web sites offering S. divinorum cuttings and seeds for sale appear to do so in the 
context of growing the plant fer its psychoactive properties, rather than out of horticultural 
interest or for its esthetic appeal\. J., '- ~ 

\1\ Ofl)U 'v Q)l..'\'-

4.2.4 Potential for Abuse and/or Addiction Liability of the Substance 

Salvinorin A is a potent, selective agonist of the K-opioid receptor (KOR), and in contrast to the 
euphoria produced by J.t-opioid receptor (MOR) agonists, KOR agonists are negatively 
reinforcing and aversive,z6 In addition, KOR agonists have analgesic properties but are not 
associated with respiratory depression like MOR agonists. Finally, while MOR agonists increase 

21 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327/01lMunr02006thesis.pdfFebruary 2007. 
22 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
23 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
24 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen fmds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
25 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
26 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann N Y Acad Sci. 1992 Jun 
28;654:347-56. 
28 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
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the release of dopamine, the activation of KOR decreases dopamine release in the nucleus 
accumbens,zs 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. 

Traditional uses generally produce mild effects because the leaves are rolled and chewed or crushed 
and prepared as a foamy infusion whereby the salvinorin A is degraded in the gastrointestinal system 
before being absorbed into the bloodstream. Hence, the level of effect relates quite closely to the 
length of time the material spends in the mouth, with the onset of effect generally taking 5-10 
minutes. The effects build over the next hour and last for another hour before they begin to 
subside,z9 

Routes of administration that avoid the hepatic first-pass effect (i.e. intravenous, intramuscular, 
inhalation and sublingual use) are the quickest and most intense.3o Salvinorin A can be isolated 
from the plant to make a powder which can be vaporized and inhaled. The onset of effects felt 
from vaporizing salvinorin A powder occurs in about 30 seconds and effects last for about 5-10 
minutes and then subside over the next 30 minutes.3l 

Smoking is by far the most popular method of administration32 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A. A concentrated extract can also be used 
sub lingually. Neither S. divinorum nor salvinorin A can be injected because the powder is 
insoluble in water.33 

29 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(l):53-6. 
30 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
31 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
32 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorumamong recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
33 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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The aversive effects of previously studied KOR agonists predict that the risk of addiction to S. 
divinorum is negligible. However, very few controlled scientific studies of the physical and 
psychotropic effects of S~divinorum on humans have been carried out. Therefore, iUs 
difficult to predict its potential for addiction and abuse. In studies that have been conducted, 
there is conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.37 Further studies in this area and on the mediated decrease of dopamine as well as the 
impact of dose on the rewarding and aversive effects are also required. 

While4l:te-concems for the potential of abuse were once minimal because 1 kg of dried leaves 
yields only 3 to 6 humans doses of salvinorin A, it was discovered that vaporizing and inhaling 
200-500 micrograms had profound hallucinogenic effects.38 The extraction of salvinorin A from 
the plant is very easy and with care, approximately 1.5 grams of pure salvinorin A per kilogram 
of dried leaves (8kg of fresh leaves) can be isolated, which is enough substance to provide for 
2000 human doses.39 

37 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divino rum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
38 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
39 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
44 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 
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4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally ~5 -JI.u<-
In Canada, the extent of actual abuse of Salvia divinorum and salvinorin A is relatively unkno~ ~ 
There is, however, some data regarding the use of Salvia divino rum in Canada. (Questions about I~-l<

the use of S. divinorum were included in the 2008-2009 Youth Smoking Survey, the 2009 ~ _ ~r 
Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario Student Drug Use and th,s p/t¥l--t,. 
Health Survey. ~ 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on ~ 
November 18,2009 and indicate that: \l\~~ 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least -; ('
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11 th 

graders (8.6%) and 1ih graders (8.4%); and 
• There are significant regional variations, with students in Northern Ontario (9.2%) most 

likely to use Salvia divinorum. 

The results ofthe 2008-2009 Youth Smoking Survey were published on May 31,2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. In this regard, it is difficult to speculate 
on the causality of such differences. 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined Salvia for the 
first time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they 
had used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%. 
1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% had used 
ecstasy and 0.7% used illicit hallucinogens. 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
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samples seized by law enforcement, as shown in the following table. 

NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Year Count 
2006 9 
2007 8 
2008 4 
2009 20 

2010 (as of May 7) 8 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States~Drug Enforcement Agency 
(DEA) databas~that collect~ scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SALVIA DIVINORUM or SALVINORIN A SEIZURES 

(Number of items/Exhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 
NFL IS- 0 0 0 0 1 8 12 

State/Local i 

STRIDE2 0 0 1 1 1 0 0 
TOTAL 0 0 1 1 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data quened 11124/08, updated 06/10/2010 
I NFLIS reported seizures of Salvia divinorum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - May data in 2009. 

2007 2008 
12 70 

0 N/A 
12 70 

2009* 
34 

N/A 
34 

It is difficult to determine the extent of actual abuse of S. divinorum in Canada or elsewhere as 
there appear to be inconsistencies in the literature regarding risk aversion. For example, one 
author states: "Many who have used salvinorin A find the experience extremely unnerving, 
frightening and overly intense and most have no desire to repeat the experience.'M However, 
another study suggested that this is not the experience of all recreational users of S. divinorum.45 

Over eighty percent of users surveyed on a web-based questionnaire about their S. divinorum use 
said that they would probably or definitely use S. divinorum again.46 Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 

45 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62, Biicheler R, Gleiter CR, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Phannacopsychiatry. 2005 
Jan;38(1): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
46 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
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experience, persisting negative effects (most often anxiety),47 sweating, chills, increased diuresis, 
impaired vigilance,48 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 
drug.49 

4.2.6 Risk to Personal and Public Health and Safety 

The increase in both the number of enquiries from various municipalities and members of the 
public and in the amount of media interest regarding the availability of Saliva divinorum in 
Canada may be an indication that the recreational use of S. divinorum as a hallucinogen is on the 
rise.1rreanada... However, there are no available statistics that indicate there has been a 
significant increase in S. divinorum use in the Canadian population and, in comparison to the use 
of other drugs such as alcohol and cannabis, the actual use of S. divinorum is quite low. 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. Users may get up and walk around without apparent 
awareness oftheir movements, behaviour or surroundings, and distinction between self and 
surroundings is often lost. At doses greater than lmg of salvinorin A, out of body experiences 
are frequent and loss of consciousness has been reported. 50 There is little information regarding 
the social behaviours of persons under the influence of S. divinorum products, and what risks 
their activities, such as operating a motorized vehicle,may pose to the general pUblic. There is 
also very little data regarding the toxicity, teratogenicity or other long-term effects of S. 
divinorum use.51 

'As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding the use of S. divinorum have been published in the academic 
literature. One report was an international case report in which a young man (19 years of age) 
described his perceptions after inhaling smoke from S. divinorum. The peak psychotropic 
effects, including prickling ofthe skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves. 52 Another report involved a 15-year-old male who presented 

47 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
48 Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
49 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
50 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
5\ Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun; 73: 1039-1046. 
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to psychiatric emergency services with acute onset of paranoia, deja VU, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
dej a vu may be a long-term effect of S. divinorum use. 53 However, given that this is the only case 
report in which dej a vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period of time. 54 

It should be noted that alcohol and general depression were the main confounders in this case., 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006)55, showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 

Health Canada has only anecdotal information about the use and abuse of S. divinorum in Canada 
as well as the threat S. divinorum may pose to the health and safety of Canadians. Although 
reports of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have 
been received through the Canada Vigilance database, it is important to note that the number of 
reports and the nature of reactions reported are not adequate to characterize the risk to the general 
population. 

5. ASSESSMENT OF RISKS AND BENEFITS 

53 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
54 http://www.kvbc.comiGloballstOly.asp?S=4893692 
55 Wolowich WR, Perkins AM, Cienki n. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 

The KOR-mediated aversive and dysphoric effects of Salvia divinorum do not appear to be 
hampering its use as young adults have begun smoking the leaves and leaf extract recreationally.56 It 
can be purchased through online botanical companies and other drug l'IOmoti~1 sites and is often 

o.~':(ro~ 
56 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
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touted as a legal alternative to substances such as cannabis and mescaline. 57 Interestingly, after being 
widely available for over a decade, the drug does not appear to have had the same social impact as 
LSD or ecstasy. 58 

While there has been an increase over the past few years in the number of enquiries from various 
municipalities and members of the public regarding the availability of Salvia divinorum as a 
hallucinogen, the reported use of S. divinorum by young Canadians is much lower than that of 
alcohol or cannabis, according to available statistics. 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions, such as voluntary 
stop-sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
labeling of the product indicates that it is to be used for consumption and/or ),~armacological 
effects. 

The previous HPFB recommendation to schedule S. divinorum under the CDSA was likely based 
on a misunderstanding of the previously-described criteria upon which scheduling is based. In 
particular, it did not consider a number of factors, including potential for abuse and risk to public 
health and safety. The Office of Controlled Substances (OCS) was also not consulted by HPFB 
at the time this recommendation was made. In addition, among countries who have decided to 
control S. divinorum in some way, very little or no substantiation of the risks of S. divinorum 
upon which the decision was based are available. 

Neither Salvia divinorum nor salvinorin A meet the criteria for scheduling a substance under the 
CDSA. Despite being regulated in some jurisdictions, neither the plant nor salvinorin A are 
scheduled under any of the UN Drug Control Conventions. S. divinorum and salvinorin A are 
not structurally or pharmacologically similar to other substances included in the schedules to the 
CDSA. There are currently no legitimate therapeutic or industrial uses for S. divinorum. The 
abuse liability and potential for dependence of S. divinorum is not known as very few controlled 
scientific studies of its physical and psychotropic effects have been carried out on humans. The 
extent of actual abuse of S. divinorum is also largely unknown. Evidence of a risk to public 
health and safety is anecdotal in nature and not quantified in any way as there is a lack of. 
information regarding ~in Canada. Therefore, it would not be appropriate to include S. 
divinorum and/or salvinorin A under any ofthe Schedules to the CDSA at this time. 

8. RECOMMENDATIONS 

57 Wolowich WR, Perkins AM, Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
58 Mumo, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv .unime1b.edu.aularchive/00002327 10 1lMumo2006thesis.pdf February 2007. 
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9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that though S. divinorum is 
readily available, it does not appear to pose a threat to public safety. 

OCS has received a number of correspondences from Canada Border Service Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products/ hallucinogens can be refused for import under the NHPR. 

10. IMPLEMENTATION AND EVALUATION 

s.21(1)(a) 
s.21(1)(b) 
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2. ISSUE 

July 6, 2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of S. 
divinorum, andlor its main active ingredient, salvinorin A, neither of which are currently 
regulated under the Controlled Drugs and Substances Act (CDSA). These requests are further to 
reports from scientific and media sources suggesting that S. divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health Canada has 
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also noted an ongoing media interest regarding the availability of S. divinorum in Canada. 

3. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules to the CDSA, and determine whether one or both should be regulated as 
controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stems. 1 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as controlled substances. This 
recommendation was maintained when the IAS was updated in November 2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation ofa Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
IT Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Cone em: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(lO):1634-9. 
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Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 
HPFBI to discuss S. divinorum. HPFBI was to determine appropriate compliance activities 
regarding S. divinorum and consult with the Canada Border Services Agency (CBSA) regarding 
the movement of products containing S. divinorum into and out of Canada. 

On September 13,2007, a further meeting between DSCSD, MHDP, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals of DSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that a 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F &DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of July 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 
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4.1.2 Natural Health Product Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada further to a natural health product 
monograph or submission of other evidence of safety and efficacy. The NHPR also require that 
all manufacturers, packagers, labelers, and importers be licensed which in tum requires the 
presence of procedures respecting distribution records, product recalls, product handling, storage 
and delivery, and manufacturing practices. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to whether the product or medicinal ingredient therein is safe for 
consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. To be considered a NHP, no direct health claims 
need to be made regarding the substance. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a modification of an organic function. 
Therefore products containing it meet the definition of a NHP. 

As of July 2010, no products containing S. divinorum have been reviewed and approved by 
Health Canada and no NPNs or DIN-HMs have been issued. Therefore sales of S. divinorum are 
illegal under the NHPR if it is represented for use as a hallucinogen or if other health claims in 
regards to modifying organic functions are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes oftrafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 
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The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I ofthe CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in the control and/or scheduling of the substance; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability of the substance; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling ofthe Substance 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Although both S. divinorum and salvinorin A are listed in 
Schedule 9 of Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the 
basis of "high potential for abuse and risk to public health and safety", no substantiation of this 
risk was provided at the time of this scheduling decision.3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities. ,04 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 

3 http://www.tga.gov.auindpsc/recordlrr200111.pdf 
4 http://www.cognitiveliberty.org/news/salvia_australia.htm 
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in 

peyote cactus.5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March I, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11, 2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupe/acenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession andlor use are not considered to be criminal 
offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 

http://eldd.emcdda.europa.eWhtml.cfinlindex517 6EN.htm1?pluginMethod=eldd.shownewsdetails&id=20/1212006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%2Oand%20khat 
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possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divino rum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern" which has no legal implications. In addition, some individual states have 
implemented laws restricting its use, sale and/or distribution. As of July 2010, a number of states 
have enacted legislation placing regulatory controls on S. divinorum and/or salvinorin A 
including Delaware, Georgia, Florida, Hawaii, Illinois, Kansas, Kentucky, Maryland, 
Mississippi, Missouri, Nebraska, North Dakota, Ohio, Oklahoma, South Dakota, Wisconsin, 
Virginia, California, Louisiana, Maine, North Carolina, and Tennessee. More details regarding 
the regulation of S. divinorum in these last five states are provided below. 

California 

As of January 1, 2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

fu Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1, 2009, the North Carolina State Legislature brought a new law into force 
which made Salvia divinorum and salvin orin A illegal. The only legal S. divinorum 
activities are the growing for aesthetic, landscaping, or decorative purposes or university
affiliated medical or pharmacological research. 
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Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when it is recognized by the Food and Drug 
Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances listed in the Schedules to the 
CDSA 

The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wonnwood) and Cannabis sativa. Salvinorin 
A is considered by some as the most potent natural hallucinogen ever isolated.6 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a way that is quite unique.7 Recent pharmacological screenings of receptors have found it to 
be a highly potent and selective K-opioid receptor (KOR) agonist.8 

The use of S. divinorum or salvinorin A can lead to a number of effects with variable onset and 
duration. These effects are generally accepted to be: sensation of becoming an object, visions of 
various two-dimensional surfaces, films and membranes, revisiting places of the past 
(particularly childhood), perceived loss of the body and/or identity, various sensations of motion 
(being pulled or twisted by a force of some kind), uncontrollable hysterical laughter, and 
overlapping realities (perceptions of being in more than one place).9 Laughter, happiness, sense 
of well-being and dissociative effects were deemed the best aspects of S. divinorum by users, 
second only to the "trip" that the drug elicits. 1o Depersonalization, speaking gibberish, widening 
of consciousness and subjective illusions of rapid movement, flying or hovering have also been 

6 Ott J. Ethnophannacognosy and human phannacology of Salvia divinonun and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdomorglott2.htrnl 

7 Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic fmdings. J Ethnophannacol. 1994 
Jun;43(1 ):53-6. 
S Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3;99(18):11934-9. 
9 Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic fmdings. J Ethnopharmacol. 1994 Jun;43( 1 ):53-
6. 
10 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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reported. II 

The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP). 14 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin.15 Its strong dissociative effects are often compared to those of 
ketamine. Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 16 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience is quite unique. 17 

In addition, the psychedelic effects of S. divinorum are similar to those of classical psychedelics 
regarding changes in perception and somatic sensations. S. divinorum causes an unusually high 
degree of sedation, weakness and fatigue, while the increased de-realization is not commonly 
reported for classical psychedelics. 18 The combination of these effects seems to correlate with 
that of other KOR agonists such as pentazocine. 19 

4.2.3 Legitimate Use ofthe Substance, including Therapeutic, Scientific, Industrial or 
Commercial Uses 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 

II Biicheler R, Gleiter CR, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S Sage). 
Pharmacopsychiatry. 2005 Jan;38( 1): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43(1):53-6. 
14 Biicheler R, Gleiter CR, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
[5 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43 (1 ):53-6. 
[6 Gonzalez D, Riba J, Bouso Je, Gomez-larabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
17 Siebert DJ. Salvia divinorurn and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62. 
[8 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
19 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2): 117-25. 
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Indians in Oaxaca, Mexico,z° where an infusion of the leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 
stomach.21 Its main use today is, however, for its psychoactive properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rituals.22 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use.23 In addition, while it has been speculated that KOR agonists 
may prove to be useful in the treatment of certain psychiatric disorders including Alzheimer's 
disease, schizophrenia, dementia and bipolar disorder,24 much more research is needed in order 
to substantiate these hypotheses. Similarly, another study has suggested that chemical analogues 
of salvinorin A may be a useful treatment for those suffering from addiction to other 
substances.25 That said, there are presently no legitimate medical uses for S. divinorum in 
Canada. 

Similarly, there are no known industrial uses for S. divinorum in Canada. The plant is a semi
tropical perennial that can only grow outdoors in a humid climate where it will not encounter 
frost. Most web sites offering S. divinorum cuttings and seeds for sale appear to do so in the 
context of growing the plant in order to utilize its psychoactive properties, rather than out of 
horticultural interest or for its esthetic appeal. 

4.2.4 Potential for Abuse and/or Addiction Liability of the Substance 

Salvinorin A is a potent, selective agonist of the K-opioid receptor (KOR), and in contrast to the 
euphoria produced by Il-opioid receptor (MOR) agonists, KOR agonists are negatively 
reinforcing and aversive?6 In addition, KOR agonists have analgesic properties but are not 

20 Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
21 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.auiarchive/00002327/01IMunro2006thesis.pdfFebruary 2007. 
22 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
23 Barker RL, Fawcett I, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et al., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
24 Sheffler DJ & Roth BL. Sa1vinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
25 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
26 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lIth Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann N Y Acad Sci. 1992 Jun 
28;654:347-56. 
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associated with respiratory depression like MOR agonists. Finally, while MOR agonists increase 
the release of dopamine, the activation ofKOR decreases dopamine release in the nucleus 
accumbens.28 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. 

Traditional uses generally produce mild effects because the leaves are rolled and chewed or crushed 
and prepared as a foamy infusion whereby the salvinorin A is degraded in the gastrointestinal system 
before being absorbed into the bloodstream. Hence, the level of effect relates quite closely to the 
length of time the material spends in the mouth, with the onset of effect generally taking 5-10 
minutes. The effects build over the next hour and last for another hour before they begin to 
subside.29 

Routes of administration that avoid the hepatic first-pass effect (i.e. intravenous, intramuscular, 
inhalation and sublingual use) are the quickest and most intense.3o Salvinorin A can be isolated 
from the plant to make a powder which can be vaporized and inhaled. The onset of effects felt 
from vaporizing salvinorin A powder occurs in about 30 seconds and effects last for about 5-10 
minutes and then subside over the next 30 minutes.3

! 

Smoking is by far the most popular method of administration32 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A. A concentrated extract can also be used 
sub lingually. Neither S. divinorum nor salvinorin A can be injected because the powder is 
insoluble in water.33 

28 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
29 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Etlmophannacol. 1994 
Jun;43 ( 1 ):53-6. 
30 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Phannacotherapy. 2006 Sep;26(9): 1268-72. 
31 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Etlmophannacol. 1994 
Jun;43(1 ):53-6. 
32 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
33 Valdes LJ 3rd. Salvia divinonun and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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The aversive effects of previously studied KOR agonists predict that the risk of addiction to S. 
divinorum is negligible. However, very few controlled scientific studies of the physical and 
psychotropic effects of S. divinorum on humans have been carried out. Therefore, it is difficult 
to predict its potential for addiction and abuse. In studies that have been conducted, there is 
conflicting infonnation around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.37 Further studies in this area and on the mediated decrease of dopamine as well as the 
impact of dose on the rewarding and aversive effects are also required. 

While concerns for the potential of abuse were once minimal because 1 kg of dried leaves yields 
only 3 to 6 humans doses of salvinorin A, it was discovered that vaporizing and inhaling 200-500 
micrograms had profound hallucinogenic effects.38 The extraction of salvinorin A from the plant 
is very easy and with care, approximately 1.5 grams of pure salvinorin A per kilogram of dried 
leaves (8kg of fresh leaves) can be isolated, which is enough substance to provide for 2000 
human doses.39 

37 Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Phannacopsychiatry. 2005 Jan;38(1):1-5. 
38 Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic fmdings. J Ethnophannacol. 1994 
Jun;43(1):53-6. 
39 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
44 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 
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4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

In Canada, the extent of actual abuse of Salvia divinorum and salvinorin A is relatively unknown. 
There is, however, some data regarding the use of Salvia divinorum in Canada. As there are no 

.approved uses for this plant, any use (i.e. for consumption) is illegitimate in nature. Questions 
about the use of S. divinorum were included in the 2008-2009 Youth Smoking Survey, the 2009 
Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario Student Drug Use and 
Health Survey. 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11 th 

graders (8.6%) and 12th graders (8.4%); and 
• There are significant regional variations, with students in Northern Ontario (9.2%) most 

likely to use Salvia divinorum. 

The results of the 2008-2009 Youth Smoking Survey were published on May 31, 2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divino rum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. In this regard, it is difficult to speculate 
on the causality of such differences. 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined Salvia for the 
first time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they 
had used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%. 
1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% had used 
ecstasy and 0.7% used illicit hallucinogens. 
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Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, as shown in the following table. 

NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Year Count 
2006 9 
2007 8 
2008 4 
2009 20 

2010 (as ofM~ 7) 8 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DBA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SALVIA DIVINORUM or SALVINORIN A SEIZURES 

(Number of itemslExhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 
NFL IS- 0 0 0 0 1 8 12 

State/Local1 

STRIDE2 0 0 1 1 1 0 0 
TOTAL 0 0 1 1 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data queried 11124/08, updated 06110/2010 
I NFLIS reported seizures of Salvia divino rum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - May data in 2009. 

2007 2008 
12 70 

0 N/A 
12 70 

2009* 
34 

N/A 
34 

It is difficult to detennine the extent of actual abuse of S. divinorum in Canada or elsewhere as 
there appear to be inconsistencies in the literature regarding risk aversion. For example, one 
author states: "Many who have used salvinorin A find the experience extremely unnerving, 
frightening and overly intense and most have no desire to repeat the experience.,,44 However, 
another study suggested that this is not the experience of all recreational users of S. divinorum.45 

Over eighty percent of users surveyed on a web-based questionnaire about their S. divinorum use 
said that they would probably or definitely use S. divinorum again.46 Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 

45 Gonzalez D, Riba J, Bouso Je, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62, Biicheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner'S Sage). Pharmacopsychiatry. 2005 
Jan;38(1):1-5, and Valdes LJ 3rd. Salvia divinorumand the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
46 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
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experience, persisting negative effects (most often anxiety),47 sweating, chills, increased diuresis, 
impaired vigilance,48 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 
drug.49 

4.2.6 Risk to Personal and Public Health and Safety 

The increase in both the number of enquiries from various municipalities and members of the 
public and in the amount of media interest regarding the availability of Saliva divinorum in 
Canada may be an indication that the recreational use of S. divinorum as a hallucinogen is on the 
rise. However, there are no available statistics that indicate there has been a significant increase 
in S. divinorum use in the Canadian population and, in comparison to the use of other drugs such 
as alcohol and cannabis, the actual use of S. divinorum is quite low. 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties ofthe substance. Users may get up and walk around without apparent 
awareness of their movements, behaviour or surroundings, and distinction between self and 
surroundings is often lost. At doses greater than Img of salvinorin A, out of body experiences 
are frequent and loss of consciousness has been reported. so There is little information regarding 
the social behaviours of persons under the influence of S. divinorum products, and what risks 
their activities such as operating a motorized vehicle may pose to the general pUblic. There is 
also very little data regarding the toxicity, teratogenicity or other long-term effects of S. 
divinorum use.S

! 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding the use of S. divinorum have been published in the academic 
literature. One report was an international case report in which a young man (19 years of age) 
described his perceptions after inhaling smoke from S. divinorum. The peak psychotropic 
effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves. 52 Another report involved a 15-year-old male who presented 

47 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
48 Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 lan;38(1):1-5. 
49 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
50 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnophannacol. 1994 
Jun;43( 1 ):53-6. 
51 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun;73:1039-1046. 
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to psychiatric emergency services with acute onset of paranoia, deja VU, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divinorum over an 
unknown period oftime. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use. 53 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period of time. 54 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006)55, showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 

Health Canada has only anecdotal information about the use and abuse of S. divinorum in Canada 
as well as the threat S. divinorum may pose to the health and safety of Canadians. Although 
reports of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have 

s.21 (1)(a)been received through the Canada Vigilance database, it is important to note that the number of 
s.21 (1)(b)reports and the nature of reactions reported are not adequate to characterize the risk to the general 

population. 

5. ASSESSMENT OF RISKS AND BENEFITS 

53 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
54 http://www.kvbc.comlGlobal/story.asp?S=4893692 
55 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 

The KOR-mediated aversive and dysphoric effects of Salvia divinorum do not appear to be 
hampering its use as young adults have begun smoking the leaves and leaf extract recreationally.56 It 
can be purchased through online botanical companies and other drug promotion sites and is often 

56 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
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touted as a legal altemati ve to substances such as cannabis and mescaline. 57 Interestingly, after being 
widely available for over a decade, the drug does not appear to have had the same social impact as 
LSD or ecstasy. 58 

While there has been an increase over the past few years in the number of enquiries from various 
municipalities and members of the public regarding the availability of Salvia divino rum as a 
hallucinogen, the reported use of S. divinorum by young Canadians is much lower than that of 
alcohol or cannabis, according to available statistics. 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions, such as voluntary 
stop-sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
labeling ofthe product indicates that it is to be used for consumption and/or its pharmacological 
effects. 

The previous HPFB recommendation to schedule S. divinorum under the CDSA was likely based 
on a misunderstanding of the previously-described criteria upon which scheduling is based. In 
particular, it did not consider a number of factors, including potential for abuse and risk to public 
health and safety. The Office of Controlled Substances (OCS) was also not consulted by HPFB 
at the time this recommendation was made. In addition, among countries who have decided to 
control S. divinorum in some way, very little or no substantiation ofthe risks of S. divinorum 
upon which the decision was based are available. 

Neither Salvia divinorum nor salvinorin A meet the criteria for scheduling a substance under the 
CDSA. Despite being regulated in some jurisdictions, neither the plant nor salvinorin A are 
scheduled under any of the UN Drug Control Conventions. S. divinorum and salvinorin A are 
not structurally or pharmacologically similar to other substances included in the schedules to the 
CDSA. There are currently no legitimate therapeutic or industrial uses for S. divinorum. The 
abuse liability and potential for dependence of S. divinorum is not known as very few controlled 
scientific studies of its physical and psychotropic effects have been carried out on humans. The 
extent of actual abuse of S. divinorum is also largely unknown. Evidence of a risk to public 
health and safety is anecdotal in nature and not quantified in any way as there is a lack of 
information regarding abuse in Canada. Therefore, it would not be appropriate to include S. 
divinorum and/or salvinorin A under any of the Schedules to the CDSA at this time. 

8. RECOMMENDATIONS 

57 W olowich WR, Perkins AM, Cienki n. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Phannacotherapy. 2006 Sep;26(9): 1268-72. 
58 Munro, T. The Chemistry of Salvia divmorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327/01lMunro2006thesis.pdfFebruary 2007. 
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9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that though S. divinorum is 
readily available, it does not appear to pose a threat to public safety. 

DCS has received a number of correspondences from Canada Border Service Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products/ hallucinogens can be refused for import under the NHPR. 

10. IMPLEMENTATION AND EVALUATION 
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2. ISSUE 

July 7, 2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of S. 
divinoruo/andlor its main active ingredient/salvinorin A, neither of which are currently 
regulated under the Controlled Drugs and Substances Act (CDSA). These requests are further to 
reports from scientific and media sources suggesting that S. divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health Canada has 

1 
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also noted an ongoing media interest regarding the availability of S. divinorum in Canada. 

3. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules to the CDSA, and determine whether one or both should be regulated as 
controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoc1erodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stems. 1 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults? While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as controlled substances. This 
recommendation was maintained when the lAS was updated in November 2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 
HPFBI to discuss S. divinorum. HPFBI was to determine appropriate compliance activities 
regarding S. divinorum and consult with the Canada Border Services Agency (CBSA) regarding 
the movement of products containing S. divinorum into and out of Canada. 

Mt\?O 

On September 13, 2007, a further meeting between DSCSD,~, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals ofDSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that a 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of July 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 

000968 

3 



S 
4.1.2 Natural Health Producl'Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada further to a natural health product 
monograph or submission of other evidence of safety and efficacy. The NHPR also require that 
all manufacturers, packagers, labelers, and importers be licensed which in turn requires the 
presence of procedures respecting distribution records, product recalls, product handling, storage 
and delivery, and manufacturing practices. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
m: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to whether the product or medicinal ingredient therein is safe for 
consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. To be considered a NHP, no direct health claims 
need to be made regarding the substance. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a modification of an organic function. 
Therefore products containing it meet the definition of a NHP. 

As of July 2010, no products containing S. divinorum have been reviewed and approved by 
Health Canada and no NPNs or DIN-HMs have been issued. Therefore sales of S. divinorum are 
illegal under the NHPR if it is represented for use as a hallucinogen or if other health claims in 
regards to modifying organic functions are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

4 
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The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in the control and/or scheduling ofthe substance; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use ofthe substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability ofthe substance; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling ofthe Substance 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Although both S. divinorum and salvinorin A are listed in 
Schedule 9 of Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the 
basis of "high potential for abuse and risk to public health and safety", no substantiation of this 
risk was provided at the time of this scheduling decision.3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.',4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 

3 http://www.tga.gov.auindpsc/record/rr200111.pdf 
4 http://www.cognitiveliberty.org/newslsalvia_australia.htm 
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peyote cactus.5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I ofthe Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11, 2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" ofthe 
Tabelle Sostanze Stupe/acenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group ofthirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession andlor use are not considered to be criminal 
offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 

http:// eldd. emcdda.europa.euJhtml. cfmlindex517 6EN .html?pluginMethod=eldd. shownewsdetails&id=20/ 12/2006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%20and%20khat 
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possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern" which has no legal implications. In addition, some individual states have 
implemented laws restricting its use, sale and/or distribution. As of July 2010, a number of states 
have enacted legislation placing regulatory controls on S. divinorum and/or salvinorin A 
including Delaware, Georgia, Florida, Hawaii, Illinois, Kansas, Kentucky, Maryland, 
Mississippi, Missouri, Nebraska, North Dakota, Ohio, Oklahoma, South Dakota, Wisconsin, 
Virginia, California, Louisiana, Maine, North Carolina, and Tennessee. More details regarding 
the regulation of S. divinorum in these last five states are provided below. 

Califomia 

As of January 1, 2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divino rum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

In Maine, S. divino rum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1,2009, the North Carolina State Legislature brought a new law into force 
which made Salvia divinorum and salvinorin A illegal. The only legal S. divinorum 
activities are the growing for aesthetic, landscaping, or decorative purposes or university
affiliated medical or pharmacological research. 
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Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription whenjt is recognized by the Food and Drug 
Administration as a homeopathic drug. ~ W 

4.2.2 Chemical and/or Pharmacological Similarity to Substances listed in the Schedules to the 
CDSA 

The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wormwood) and Cannabis sativa. Salvinorin 
A is considered by some as the most potent natural hallucinogen ever isolated. 6 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a way that is quite unique.7 Recent pharmacological screenings of receptors have found it to 
be a highly potent and selective K -opioid receptor (KOR) agonist. 8 

The use of S. divinorum or salvinorin A can lead to a number of effects with variable onset and 
duration. These effects are generally accepted to be: sensation of becoming an object, visions of 
various two-dimensional surfaces, films and membranes, revisiting places ofthe past 
(particularly childhood), perceived loss of the body and/or identity, various sensations of motion 
(being pulled or twisted by a force of some kind), uncontrollable hysterical laughter, and 
overlapping realities (perceptions of being in more than one place).9 Laughter, happiness, sense 
of well-being and dissociative effects were deemed the best aspects of S. divinorum by users, 
second only to the "trip" that the drug elicits. 1o Depersonalization, speaking gibberish, widening 
of consciousness and subjective illusions of rapid movement, flying or hovering have also been 

6 Ott J. Ethnopharmacognosy and human pharmacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.orglott2.html 

7 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
8 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3 ;99( 18): 11934-9. 
9 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 Jun;43(1):53-
6. 
10 Gonzalez D, Riba J, Bouso IC, Gomez-Jarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 

000973 

8 



reported. II 

The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP). 14 Yet, it is said to have only·~eak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. 15 Its strong dissociative effects are often compared to those of 
ketamine. Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 16 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience'is..quite unique. 17 

o..re. 
In addition, the psychedelic effects of S. divinorum are similar to those of classical psychedelics 
regarding changes in perception and somatic sensations. S. divinorum causes an unusually high 
degree of sedation, weakness and fatigue, while the increased de-realization is not commonly 
reported for classical psychedelics. 18 The combination of these effects seems to correlate with 
that of other KOR agonists such as pentazocine. 19 

4.2.3 Legitimate Use of the Substance, including Therapeutic, Scientific, Industrial or 
Commercial Uses 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 

II Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(1): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43(1):53-6. 
14 Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
15 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
16 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
17 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
18 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
19 Arasteh K, Poudevida S, Farre M, Roset PN, Carni J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
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Indians in Oaxaca, Mexico,2o where an infusion of the leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 
stomach.21 Its main use today is, however, for its psychoactive properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rituals. 22 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use.23 In addition, while it has been speculated that KOR agonists 
may prove to be useful in the treatment of certain psychiatric disorders including Alzheimer's 
disease, schizophrenia, dementia and bipolar disorder,24 much more research is needed in order 
to substantiate these hypotheses. Similarly, another study has suggested that chemical analogues 
of salvinorin A may be a useful treatment for those suffering from addiction to other 
substances.25 That said, there are presently no legitimate medical uses for S. divinorum in 
Canada. 

~~cj.c.."o, 

Similarly, there are no known'industrial uses for S. divinorum in Canada. The plant is a semi
tropical perennial that can only grow outdoors in a humid climate where it will not encounter 
frost. Most web sites offering S. divinorum cuttings and seeds for sale appear to do so in the 
context of growing the plant in order to utilize its psychoactive properties, rather than out of 
horticultural interest or for its esthetic appeal. 

4.2.4 Potential for Abuse and/or Addiction Liability of the Substance 

Salvinorin A is a potent, selective agonist ofthe K-opioid receptor (KOR), and in contrast to the 
euphoria produced by IL-opioid receptor (MOR) agonists, KOR agonists are negatively 
reinforcing and aversive.26 In addition, KOR agonists have analgesic properties but are not 

20 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and SUbjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
21 Mumo, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.auiarchive/00002327/01IMum02006thesis.pdfFebruary 2007. 
22 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
23 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et at, 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
24 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
25 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
26 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11 th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann N Y Acad Sci. 1992 Jun 
28;654:347-56. 
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associated with respiratory depression like MOR agonists. Finally, while MOR agonists increase 
the release of dopamine, the activation ofKOR decreases dopamine release in the nucleus 
accumbens.28 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. 

Traditional uses generally produce mild effects because the leaves are rolled and chewed or crushed 
and prepared as a foamy infusion whereby the salvinorin A is degraded in the gastrointestinal system 
before being absorbed into the bloodstream. Hence, the level of effect relates quite closely to the 
length of time the material spends in the mouth, with the onset of effect generally taking 5-10 
minutes. The effects build over the next hour and last for another hour before they begin to 
subside.29 

\(\.""'-.'-.Q..~~ ~ 
Routes of administration that avoid the hepatic first-pass effect (i.e.l)ntravenous, intramuscular, 
inhalatien and sublingual use) are the quickest and most intense.3o Salvinorin A can be isolated 
from the plant to make a powder which can be vaporized and inhaled. The onset of effects felt 
from vaporizing salvinorin A powder occurs in about 30 seconds and effects last for about 5-10 
minutes and then subside over the next 30 minutes.31 

Smoking is by far the most popular method of administration32 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A. A concentrated extract can also be used 
sub lingually. Neither S. divinorum nor salvinorin A can be injected because the powder is 
insoluble in water.33 

28 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11 th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
29 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic [mdings. J Etlmopharrnacol. 1994 
Jun;43(1 ):53-6. 
30 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
31 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic [mdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
32 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
33 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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The aversive effects of previously studied KOR agonistspredict that the risk of addiction to S. 
divinorum is negligible. However, very few controlled scientific studies of the physical and 
psychotropic effects of S. divinorum on humans have been carried out. Therefore, it is difficult 
to predict its potential for addiction and abuse. In studies that have been conducted, there is 
conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of ~ 
tolerance.37 Further studies in this area and on the mediated decrease of dopamine- as<=t~EV as the 
impact of dose on the fliW"amit:.tg :me WfSfSiv.e effects are also required. 

While concerns for the potential of abuse were once minimal because I kg of dried leaves yields 
only 3 to 6 human~ doses of salvinorin A, it was discovered that vaporizing and inhaling 200-500 
micrograms had profound hallucinogenic effects.38 The extraction of salvinorin A from the plant 
is very easy and with care, approximately 1.5~s of pure salvinorin A per kilogram of dried 
leaves (8kg of fresh leaves) can be isolated. ~ is enough substance to provide for 2000 
human doses.39 

37 Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
38 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
39 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
44 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 
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4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

jOr 
In Canada, the extent of actual abuse of Salvia divinorum anq salvinorin A is relatively unknown. JL:!f"\ ~ 
There is, however, some data regarding the use of Salvia divinorum in Canada. As theIe ate lID ~ \...~~ 
~es fm this plant, any-lIse (La. far eOll8tHHptisH) is illegitimate ift fttltuJ:e. Questions of(;-~ 
about the use of S. divinorum were included in the 2008-2009 Youth Smoking Survey, the 2009 ~<; p{pA 
Canadian Alcohol and Drug Use Monitoring Survey and the 2009 Ontario Student Drug Use and 
Health Survey. 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18,2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11 th 

graders (8.6%) and Ith graders (8.4%); and 
• There are significant regional variations, with students in Northern Ontario (9.2%) most 

likely to use Salvia divinorum. 

The results of the 2008-2009 Youth Smoking Survey were published on May 31,2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. In this regard, it is difficult to speculate 
on the causality of such differences. 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined Salvia for the 
first time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they 
had used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%. 
1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% had used 
ecstasy and 0.7% used illicit hallucinogens. 
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Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, as shown in the following table. 

NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Year Count 
2006 9 
2007 8 
2008 4 
2009 20 

2010 (as of May 7) 8 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SALVIA DIVINORUM or SALVINORlN A SEIZURES 

{ 
_ (Number of ItemslExhibits 1 

Source 2000 2001 2002 2003 2004 2005 2006 
NFLIS- 0 0 0 0 1 8 12 

State/Local l 

STRIDE2 0 0 1 1 1 0 0 
TOTAL 0 0 1 1 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data queried 11/24/08, updated 06/1012010 
I NFLIS reported seizures of Salvia divinorum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - May data in 2009. 

2007 2008 
12 70 

0 N/A 
12 70 

2009* 
34 

N/A 
34 

It is difficult to determine the extent of actual abuse of S. divinorum in Canada or elsewhere as 
there appear to be inconsistencies in the literature regarding risk aversion. For example, one 
author states: "Many who have used salvinorin A find the experience extremely unnerving, 
frightening and overly intense and most have no desire to repeat the experience.'~44 However, 
another study suggested that this is not the experience of all recreational users of S. divinorum.45 

Over eighty percent of users surveyed on a web-based questionnaire about their S. divinorum use 
said that they would probably or definitely use S. divinorum again.46 Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 

45 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62, Biicheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharrnacopsychiatry. 2005 
Jan;38(1):1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
46 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
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experience, persisting negative effects (most often anxiety),47 sweating, chills, increased diuresis, 
impaired vigilance,48 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 
drug.49 

4.2.6 Risk to Personal and Public Health and Safety 

The increase in both the number of enquiries from various municipalities and members of the 
public and ~ the amount of media interest regarding the availability of Saliva divinorum in 
Canada may be an indication that the recreational use of S. divinorum as a hallucinogen is on the 
rise. However, there are no available statistics that indicate there has been a significant increase 
in S. divinorum use in the Canadian population and, in comparison to the use of other drugs such 
as alcohol and cannabis, the actual use of S. divinorum is quite low. 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties ofthe substance. Users may get up and walk around without apparent 
awareness of their movements, behaviour or surroundings, and distinction between self and 
surroundings is often lost. At doses greater than Img of salvinorin A, out of body experiences 
are frequent and loss of consciousness has been reported. 50 There is little information regarding 
the social behaviours of persons under the influence of S. divinorum products, and what risks 
their activities such as operating a motorized vehicle may pose to the general public. There is 
also very little data regarding the toxicity, teratogenicity or other long-term effects of S. 
d · . 51 lvmorum use. 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding the use of S. divinorum have been published in the academic 
literature. One report was an international case report in which a young man (19 years of age) 
described his perceptions after inhaling smoke from S. divinorum. The peak psychotropic 
effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves. 52 Another report involved a 15-year-old male who presented 

47 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
48 Bucheler R, Gleiter CR, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
49 Gonzalez D, Riba 1, Bouso lC, Gomez-larabo G, Barbanoj Ml. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
50 Siebert Dl. Salvia divinorum and salvinorin A: new pharmacologic fmdings. 1 Ethnopharmacol. 1994 
lun;43(1 ):53-6. 
51 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 lun;73: 1039-1046. 
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to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
d6j a vu may be a long-term effect of S. divinorum use. 53 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period of time. 54 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006i5

, showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 

Health Canada has only anecdotal information about the use and abuse of S. divinorum in Canada 
as well as the threat S. divinorum may pose to the health and safety of Canadians. Although 
reports of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have 
been received through the Canada Vigilance database, it is important to note that the number of 
reports and the nature of reactions reported are not adequate to characterize the risk to the general 
population. 

5. ASSESSMENT OF RISKS AND BENEFITS 

53 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
54 htl}?:llwww.kvbc.comlGloballstory.asp?S=4893692 
55 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 

000981 



Page(s) 000982 to\a 000982 

Is(Are) exempted pursuant to section(s) 

est(sont) exemptee(s) en vertu de(s)(I')article(s) 

21 (1 )(a), 21 (1 )(b) 

of the Access to Information Act 

de la Loi sur I'acces a I'information 



s.21(1)(a) 
s.21(1)(b) 

7. CONSIDERATIONS 

The KOR-mediated aversive and dysphoric effects of Salvia divinorum do not appear to be 
hampering its use as young adults have begun smoking the leaves and leaf extract recreationally.56 It 
can be purchased through online botanical companies and other drug promotion sites and is often 

56 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.ha2000983 



s.21(1)(a) 
s.21(1)(b) 

touted as a legal alternative to substances such as cannabis and mescaline. 57 Interestingly, after being 
widely available for over a decade, the drug does not appear to have had the same social impact as 
LSD or ecstasy. 58 

While there has been an increase over the past few years in the number of enquiries from various 
municipalities and members of the public regarding the availability of Salvia divinorum as a 
hallucinogen, the reported use of S. divinorum by young Canadians is much lower than that of 
alcohol or cannabis, according to available statistics. 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions, such as voluntary 
stop-sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
labeling of the product indicates that it is to be used for consumption and/or its pharmacological 
effects. 

The previous HPFB recommendation to schedule S. divinorum under the CDSA was likely based 
on a misunderstanding of the previously-described criteria upon which scheduling is based. In 
particular, it did not consider a number of factors, including potential for abuse and risk to public 
health an~~~[ety. The Office of Controlled Substances (OCS) was also not consulted by HPFB 
at the timJtliIs recommendation was made. In addition, among countries who have decided to 
control S. divinorum in some way, very little or no substantiation of the risks of S. divinorum 
upon which the decision was based are available. 

Neither Salvia divinorum nor salvinorin A meet the criteria for scheduling a substance under the 
CDSA. Despite being regulated in some jurisdictions, neither the plant nor salvinorin A are 
scheduled under any ofthe UN Drug Control Conventions. S. divinorum and salvinorin A are 
not structurally or pharmacologically similar to other substances included in the schedules to the 
CDSA. There are currently no legitimate therapeutic or industrial uses for S. divinorum. The 
abuse liability and potential for dependence of S. divinorum is not known as very few controlled 
scientific studies of its physical and psychotropic effects have been carried out on humans. The 
extent of actual abuse of S. divino rum is also largely unknown. Evidence of a risk to public 
health and safety is anecdotal in nature and not quantified in any way as there is a lack of 
information regarding abuse in Canada. Therefore, it would not be appropriate to include S. 
divinorum and/or salvinorin A under any of the Schedules to the CDSA at this time. 

8. RECOMMENDATIONS 

57 Wolowich WR, Perkins AM, Cienki n. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
58 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.auiarchive/00002327 10 IlMunro2006thesis.pdf February 2007. 
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9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that though S. divinorum is 
readily available, it does not appear to pose a threat to public safety. 

OCS has received a number of correspondences from Canada Border Service Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products/ hallucinogens can be refused for import under the NHPR. 

10. IMPLEMENTATION AND EVALUATION 
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2. ISSUE 

July 8, 2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of S. 
divinorum and/or its main active ingredient salvinorin A, neither of which are currently regulated 
under the Controlled Drugs and Substances Act (CDSA). These requests are further to reports 
from scientific and media sources suggesting that S. divinorum is being used by adolescents and 
young adults specifically for its hallucinogenic properties. Health Canada has also noted an 
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ongoing media interest regarding the availability of S. divinorum in Canada. 

3. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules to the CDSA, and determine whether one or both should be regulated as 
controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stems. 1 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as controlled substances. This 
recommendation was maintained when the lAS was updated in November 2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 
HPFBI to discuss S. divinorum. HPFBI was to determine appropriate compliance activities 
regarding S. divinorum and consult with the Canada Border Services Agency (CBSA) regarding 
the movement of products containing S. divinorum into and out of Canada. 

On September 13,2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals ofDSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that a 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnonnal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of July 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 
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4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada further to a natural health product 
monograph or submission of other evidence of safety and efficacy. The NHPR also require that 
all manufacturers, packagers, labelers, and importers be licensed which in tum requires the 
presence of procedures respecting distribution records, product recalls, product handling, storage 
and delivery, and manufacturing practices. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to whether the product or medicinal ingredient therein is safe for 
consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. To be considered a NHP, no direct health claims 
need to be made regarding the substance. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a modification of an organic function. 
Therefore products containing it meet the definition of a NHP. 

As of July 2010, no products containing S. divinorum have been reviewed and approved by 
Health Canada and no NPNs or DIN-HMs have been issued. Therefore sales of S. divinorum are 
illegal under the NHPR if it is represented for use as a hallucinogen or if other health claims in 
regards to modifying organic functions are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 
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The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in the control and/or scheduling of the substance; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability ofthe substance; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling of the Substance 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Although both S. divinorum and salvinorin A are listed in 
Schedule 9 of Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the 
basis of "high potential for abuse and risk to public health and safety", no substantiation ofthis 
risk was provided at the time of this scheduling decision.3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 

3 http://www.tga.gov.au/ndpsc/recordlrr200111.pdf 
4 http://www.cognitiveliberty.orginews/salvia_austraIia.htrn 
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peyote cactus.s 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25,2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11, 2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 PSicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession andlor use are not considered to be criminal 
offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 

http://eldd.emcdda.europa.eulhtml.cfinlindex517 6EN .html ?pluginMethod=eldd.shownewsdetails&id==20/ 1212006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%2Oand%20khat 
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possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern" which has no legal implications. In addition, some individual states have 
implemented laws restricting its use, sale and/or distribution. As of July 2010, a number of states 
have enacted legislation placing regulatory controls on S. divinorum and/or salvinorin A 
including Delaware, Georgia, Florida, Hawaii, Illinois, Kansas, Kentucky, Maryland, 
Mississippi, Missouri, Nebraska, North Dakota, Ohio, Oklahoma, South Dakota, Wisconsin, 
Virginia, California, Louisiana, Maine, North Carolina, and Tennessee. More details regarding 
the regulation of S. divinorum in these last five states are provided below. 

California 

As of January 1, 2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1, 2009, the North Carolina State Legislature brought a new law into force 
which made Salvia divinorum and salvinorin A illegal. The only legal S. divinorum 
activities are the growing for aesthetic, landscaping, or decorative purposes or university
affiliated medical or pharmacological research. 
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Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and if) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical andlor Phannacological Similarity to Substances listed in the Schedules to the 
CDSA 

The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wormwood) and Cannabis sativa. Salvinorin 
A is considered by some as the most potent natural hallucinogen ever isolated.6 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a )Vay that is quite unique.7 Recent phannacological screenings of receptors have found it to 
be a highly potent and selective K-opioid receptor (KOR) agonist.s 

The use of S. divinorum or salvinorin A can lead to a number of effects with variable onset and 
duration. These effects are generally accepted to be: sensation of becoming an object, visions of 
various two-dimensional surfaces, films and membranes, revisiting places of the past 
(particularly childhood), perceived loss of the body andlor identity, various sensations of motion 
(being pulled or twisted by a force of some kind), uncontrollable hysterical laughter, and 
overlapping realities (perceptions of being in more than one place).9 Laughter, happiness, sense 
of well-being and dissociative effects were deemed the best aspects of S. divinorum by users, 
second only to the "trip" that the drug elicits. to Depersonalization, speaking gibberish, widening 
of consciousness and subjective illusions of rapid movement, flying or hovering have also been 

6 Ott J. Ethnopharmacognosy and human pharmacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.orglott2.html 

7 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
8 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3;99(18):11934-9. 
9 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 Jun;43(1):53-
6. 
10 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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reported. II 

The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. IS Its strong dissociative effects are often compared to those of 
ketamine. Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 16 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience are quite unique. 17 

In addition, the psychedelic effects of S. divinorum are similar to those of classical psychedelics 
regarding changes in perception and somatic sensations. S. divinorum causes an unusually high 
degree of sedation, weakness and fatigue, while the increased de-realization is not commonly 
reported for classical psychedelics. 18 The combination of these effects seems to correlate with 
that of other KOR agonists such as pentazocine. 19 

4.2.3 Legitimate Use of the Substance, including Therapeutic, Scientific, Industrial or 
Commercial Uses 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 

II Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Phannacopsychiatry. 2005 Jan;38(1): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic 
fmdings. J Ethnophannacol. 1994 Jun;43(1):53-6. 
14 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Phannacopsychiatry. 2005 Jan;38(1): 1-5. 
15 Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic fmdings. J Ethnophannacol. 1994 
Jun;43( 1 ):53-6. 
16 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
17 Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic fmdings. J Ethnophannacol. 1994 
Jun;43(1):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
18 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
19 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
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Indians in Oaxaca, Mexico,20 where an infusion of the leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 
stomach?l Its main use today is, however, for its psychoactive properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rituals.22 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use.23 In addition, while it has been speculated that KOR agonists 
may prove to be useful in the treatment of certain psychiatric disorders including Alzheimer's 
disease, schizophrenia, dementia and bipolar disorder,24 much more research is needed in order 
to substantiate these hypotheses. Similarly, another study has suggested that chemical analogues 
of salvinorin A may be a useful treatment for those suffering from addiction to other 
substances.25 That said, there are presently no legitimate medical uses for S. divinorum in 
Canada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. The 
plant is a semi-tropical perennial that can only grow outdoors in a humid climate where it will 
not encounter frost. Most websites offering S. divinorum cuttings and seeds for sale appear to do 
so in the context of growing the plant in order to utilize its psychoactive properties, rather than 
out of horticultural interest or for its esthetic appeal. 

4.2.4 Potential for Abuse and/or Addiction Liability of the Substance 

Salvinorin A is a potent, selective agonist ofthe K-opioid receptor (KOR), and in contrast to the 
euphoria produced by J.t-opioid receptor (MOR) agonists, KOR agonists are negatively 
reinforcing and aversive.26 In addition, KOR agonists have analgesic properties but are not 

20 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
21 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.auiarchive/00002327/01IMunr02006thesis.pdfFebruary 2007. 
22 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
23 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et al., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters , 14: 5099-5102. 
24 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen fmds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
25 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
26 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann N Y Acad Sci. 1992 Jun 
28;654:347-56. 
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associated with respiratory depression like MOR agonists. Finally, while MOR agonists increase 
the release of dopamine, the activation ofKOR decreases dopamine release in the nucleus 
accumbens.28 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. 

Traditional uses generally produce mild effects because the leaves are rolled and chewed or crushed 
and prepared as a foamy infusion whereby the salvinorin A is degraded in the gastrointestinal system 
before being absorbed into the bloodstream. Hence, the level of effect relates quite closely to the 
length of time the material spends in the mouth, with the onset of effect generally taking 5-10 
minutes. The effects build over the next hour and last for another hour before they begin to 

b 'd 29 SU SI e. 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) are the quickest and most intense.3o Salvinorin A can be 
isolated from the plant to make a powder which can be vaporized and inhaled. The onset of 
effects felt from vaporizing salvinorin A powder occurs in about 30 seconds and effects last for 
about 5-10 minutes and then subside over the next 30 minutes.31 

Smoking is by far the most popular method of administration32 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A. A concentrated extract can also be used 
sUblingually. Neither S. divinorum nor salvinorin A can be Injected because the powder is 
insoluble in water. 33 

28 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
29 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
30 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
31 Siebert DJ. Salvia divinorum and salvinorin A:. new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
32 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
33 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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The aversive effects of previously studied KOR agonists predict that the risk of addiction to S. 
divinorum is negligible. However, very few controlled scientific studies of the physical and 
psychotropic effects of S. divinorum on humans have been carried out. Therefore, it is difficult 
to predict its potential for addiction and abuse. In studies that have been conducted, there is 
conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.37 Further studies in this area and on the mediated decrease of dopamine as well as the 
impact of dose on effects are also required. 

While concerns for the potential of abuse were once minimal because 1 kg of dried leaves yields 
only 3 to 6 human doses of salvinorin A, it was discovered that vaporizing and inhaling 200-500 
micrograms had profound hallucinogenic effects.38 The extraction of salvinorin A from the plant 
is very easy, and with care, approximately 1.5 grams of pure salvinorin A per kilogram of dried 
leaves (Skg of fresh leaves) can be isolated. This is enough substance to provide for 2000 human 
doses.39 

37 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
38 Siebert DJ. Salvia divinorurn and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
)9 Valdes LJ 3rd. Salvia divinorurn and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. . 
44 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

12 

000997 



4.2.5 Evidence of Extent of Actual Abuse ofthe Substance in Canada and Internationally 

In Canada, the extent of actual abuse of Salvia divinorum and/or salvinorin A is relatively 
unknown. There is, however, some data regarding the use of Salvia divinorum in Canada, 
despite the lack of legitimate uses for this plant. Questions about the use of S. divinorum were 
included in the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Drug Use 
Monitoring Survey and the 2009 Ontario Student Drug Use and Health Survey. 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11 th 
graders (8.6%) and 12th graders (8.4%); and 

• There are significant regional variations, with students in Northern Ontario (9.2%) most 
likely to use Salvia divinorum. 

The results of the 2008-2009 Youth Smoking Survey were published on May 31,2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. In this regard, it is difficult to speculate 
on the causality of such differences. 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined Salvia for the 
first time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they 
had used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%. 
1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% had used 
ecstasy and 0.7% used illicit hallucinogens. 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
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samples seized by law enforcement, as shown in the following table. 

NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Year Count 
2006 9 
2007 8 
2008 4 
2009 20 

2010 (as of May 7) 8 

The National Forensic Laboratory Information System (NFLlS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SALVIA DIVINORUM or SALVINORIN A SEIZURES 

(Number of ltemslExhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 
NFLIS- 0 0 0 0 1 8 12 

State/Local i 

STRIDE2 0 0 1 1 1 0 0 
TOTAL 0 0 1 1 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data quened II/24/08, updated 06/10/2010 
I NFLIS reported seizures of Salvia divinorum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - May data in 2009. 

2007 2008 
12 70 

0 N/A 
12 70 

2009* 
34 

N/A 
34 

It is difficult to determine the extent of actual abuse of S. divinorum in Canada or elsewhere as 
there appear to be inconsistencies in the literature regarding risk aversion. For example, one 
author states: "Many who have used salvinorin A find the experience extremely unnerving, 
frightening and overly intense and most have no desire to repeat the experience.'M However, 
another study suggested that this is not the experience of all recreational users of S. divinorum. 45 

Over eighty percent of users surveyed on a web-based questionnaire about their S. divinorum use 
said that they would probably or definitely use S. divinorum again.46 Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 

4S Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62, Biicheler R, Gleiter CR, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38{l): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
46 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
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experience, persisting negative effects (most often anxiety),47 sweating, chills, increased diuresis, 
impaired vigilance,48 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 
drug.49 

4.2.6 Risk to Personal and Public Health and Safety 

The increase in both the number of enquiries from various municipalities and members of the 
public and the amount of media interest regarding the availability of Saliva divinorum in Canada 
may be an indication that the recreational use of S. divinorum as a hallucinogen is on the rise. 
However, there are no available statistics that indicate there has been a significant increase in S. 
divinorum use in the Canadian population and, in comparison to the use of other drugs such as 
alcohol and cannabis, the actual use of S. divinorum is quite low. 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties ofthe substance. Users may get up and walk around without apparent 
awareness of their movements, behaviour or surroundings, and distinction between self and 
surroundings is often lost. At doses greater than Img of salvinorin A, out of body experiences 
are frequent and loss of consciousness has been reported. 50 There is little information regarding 
the social behaviours of persons under the influence of S. divinorum products, and what risks 
their activities such as operating a motorized vehicle may pose to the general public. There is 
also very little data regarding the toxicity, teratogenicity or other long-term effects of S. 
d · . 51 lvznorum use. 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding the use of S. divinorum have been published in the academic 
literature. One report was an international case report in which a young man (19 years of age) 
described his perceptions after inhaling smoke from S. divinorum. The peak psychotropic 
effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves. 52 Another report involved a 15-year-old male who presented 

47 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
48 Biicheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
49 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
50 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
lun;43( 1 ):53-6. 
51 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun;73: 1039-1046. 
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to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-tenn effect of S. divinorum use. 53 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period of time. 54 

It should,be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006)55, showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 

Health Canada has only anecdotal infonnation about the use and abuse of S. divinorum in Canada 
as well as the threat S. divinorum may pose to the health and safety of Canadians. Although 
reports of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have 
been received through the Canada Vigilance database, it is important to note that the number of 
reports and the nature of reactions reported are not adequate to characterize the risk to the general 
population. 

5. ASSESSMENT OF RISKS AND BENEFITS 

53 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
54 http://www.kvbc.comiGlobaVstory.asp?S=4893692 
55 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 

The KOR-mediated aversive and dysphoric effects of Salvia divinorum do not appear to be 
hampering its use as young adults have begun smoking the leaves and leaf extract recreationally.56 It 
can be purchased through online botanical companies and other drug promotion sites and is often 

56 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
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touted as a legal alternative to substances such as cannabis and mescaline. 57 Interestingly, after being 
widely available for over a decade, the drug does not appear to have had the same social impact as 
LSD or ecstasy.58 

While there has been an increase over the past few years in the number of enquiries from various 
municipalities and members of the public regarding the availability of Salvia divinorum as a 
hallucinogen, the reported use of S. divinorum by young Canadians is much lower than that of 
alcohol or cannabis, according to available statistics. 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot besidered unapproved 
natural health products. In addition, compliance and enforcement actio ~ ch as voluntary 
stop-sales, forfeiture, destruction, and administrative seizure, cannot be' plemented unless the 
labeling of the product indicates that it is to be used fo~onsumPtio~d* its pbannaG81~al 

431ifug t s • r I _ L I t'W I'r\A...v-. CCuA-lItA9 Ft 
c;:;tAA-~~L rv ~O\...... , 

The preVIOUS HPFB recommendation to schedule S. divinorum under the CDSA was likely based 
on a misunderstanding of the(previously-describe~criteria upon which scheduling i.i gasi''': In 
particular, it did not consider a number of factors, including potential for abuse an risk to public 
health and safety. The Office of Controlled Substances (OCS) was also not cons ted by HPFB 
at the time this recommendation was made. In addition, among countries who h e decided to 
control S. divinorum in some way, very little or no substantiation of the risks of . divinorum 
upon which the decision was based are available. J ___ • ~ ~~ 

~51 '..,0-
t.J I/~V"\ 

Neither Salvia divinorum no alvinorin A meet the criteria for scheduling a substance under the (-1:El::..m 
CDSA. Despite being re lated in some jurisdictions, neither the plant nor salvinorin A are 
scheduled under any the UN Drug Control Conventions. S. divinorum and salvinorin A are 
not structurally or 9 armacologically similar to other substances included in the schedules to the 
CDSA. There ar currently no legitimate therapeutic or industrial uses for S. divinorum. The 
abuse liability and potential for dependence of S. divinorum is not known as very few controlled 
scientific studies of its physical and psychotropic effects have been carried out on humans. The 
extent of actual abuse of S. divinorum is also largely unknown. Evidence of a risk to public 
health and safety is anecdotal in nature and not quantified in any way as there is a lack of 
information regarding abuse in Canada. lfl,@fefafe, it WOt1:lt:l Bat 1;)@ af)f)n~f)riat@ to iachul@ S. 

••• ~li>;i1U:H:tfW OltlQ/or salviRorill A HIlQer ~r of the Scbedules to the CD8A at this time. ~ 15' 

8. RECOMMENDATIONS ~~ 
~'O\-

,:L~~h;R.'P:,:=:;;-::ccia~~~::!~~E;;'i;(4::~~~ 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 11? ~ i- r ~ 
58 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: "'J/,/\..J.I'JI LtN L 

e. _ http://eprints.infodiv.unimelb.edu.auJarchive/00002327 10 IlMunro2006thesis.pdf February 2007. f7lv..' &-L-~Wt{Y(... -
~..::"f ~l=-h~ is 1-0 001004 A I r--. .. J itl 
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9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that though S. divinorum is 
readily available, it does not appear to pose a threat to public safety. 

OCS has received a number of correspondences from Canada Border Service Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health productsfile'la8lR8elitnS can be refused fo)' import under the NHPR. 

~ d..Lfj t''''f ~~''-1V ~c..h· oto- { 

10. IMPLEMENTATION AND EVALUATION 
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Jocelyn Kula/HC-SC/GC/CA 

2010-07-1211 :35 AM 

To Tiffany Thornton/HC-SC/GC/CA@HWC 

cc tiana.branch@hc-sc.gc.ca. ·Stephanie 
Chandler/HC-SC/GC/CA@HWC 

bcc 

Subject Fw: Salvia lAS 

History: q. This message has been forwarded. 

Hi Tiffany, 

This doc is for circulation to CSS WG members. Correct me if I am wrong, but it is my understanding that 
salvia is not actually on our agenda this week, this is just to get people started reading before discussion 
at our next meeting. Just that I would like Stephanie (officer responsible here in OCS) to be there when it 
is discussed, and I think it will be critical to have at least NHPD there. 

JK 

Jocelyn Kula 
Manager/ Gestionnaire 
Policy and Regulatory Affairs Division! Division des politiques et affaires reglementaires 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-07-12 11 :33 AM -----

Stephanie .::ill .. Chandler/HC-SC/GC/CA lIt-. 2010-07-1210:26AM 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc 

Subject Salvia lAS 

Good morning Jocelyn, 

Here is the updated draft of the Salvia lAS. 

~ 
Draft Salvia Divinorum lAS_July 12 20Hi.doc 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Policy and Regulatory Affairs Division/ Division des politiques et affaires reglementaires 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
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1. APPROVALS 

This Issue Analysis Summary is approved. 

Diane Allan, Director 
Office of Controlled Substances 
Tobacco and Drugs Directorate 

[DD/MM/2010] 

2. ISSUE 

July 12,2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of S. 
divinorum and/or its main active ingredient salvinorin A, neither of which are currently regulated 
under the Controlled Drugs and Substances Act (CDSA). These requests are further to reports 
from scientific and media sources suggesting that s. divinorum is being used by adolescents and 
young adults specifically for its hallucinogenic properties. Health Canada has also noted an 
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ongoing media interest regarding the availability of S. divinorum in Canada. 

3. PURPOSE 

To assess Salvia divinorum andlor salvinorin A against the criteria for the addition of a substance 
to one of the Schedules to the CDSA, and determine whether one or both should be regulated as 
controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoc1erodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stems. I 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults? While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as controlled substances. This 
recommendation was maintained when the lAS was updated in November 2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 

1 U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
ht1p:llwww.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htrn Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 
HPFBI to discuss S. divinorum. HPFBI was to determine appropriate compliance activities 
regarding S. divinorum and consult with the Canada Border Services Agency (CBSA) regarding 
the movement of products containing S. divinorum into and out of Canada. 

On September 13, 2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals ofDSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that a 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. . 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of July 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 
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4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada further to a natural health product 
monograph or submission of other evidence of safety and efficacy. The NHPR also require that 
all manufacturers, packagers, labelers, and importers be licensed which in tum requires the 
presence of procedures respecting distribution records, product recalls, product handling, storage 
and delivery, and manufacturing practices. ::J o...\e.. rA:JN c fL."h, 

/ 
The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or representea for use 
m: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

'fR. ~ . ~he ~ubstance componen!lefers to whether the product or medicinal ingredient therein is safe for l/CV' 
~J..{ll I consideration as an over-the-counter product, can be available for self-care and self-selection, (dV{/ltv{J 
;Gr-w" ~ and does not require a prescription to be sold. To be considered a NHP, no direct health claims /' N riP 
If\C,\v t<J"'()') l!eed to be made regarding the substance. In the case of S. divinorum, it is generally marketed for 
o~~ ot- its hallucinogenic properties which are considered a modification of an organic function. jjtAJ \. \ Therefore products containing it meet the definition of a NHP. 

;~G"-~ . As of July 2010, no products containing S. divinorum have been reviewed and approved by 
Health Canada and no NPNs or DIN-HMs have been issued. Therefore sales of S. divinorum are 
illegal under the NHPR if it is represented for use as a hallucinogen or if other health claims in 
regards to modifying organic functions are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 
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The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in the control and/or scheduling of the substance; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability of the substance; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling of the Substance 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United /' f ~ 0 ~ 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled '" {jJ «: 
substances in any of the countries (including Canada) that are signatories to these Conventions. -s{' ~ ('). \'0 

\. \ \01"'" 
/' ,)~S Ss

t;j cpt." 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Although both S. divinorum and salvinorin A are listed in 
Schedule 9 of Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the 

0--

basis of "high potential for abuse and risk to public health and safety", no substantiation ofthis 
risk was provided at the time of this scheduling decision.3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 

3 http://www.tga.gov.auindpsc/recordlrr200111.pdf 
4 http://www.cognitiveliberty.org/news/salvia _ australia.htrn 
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peyote cactus.5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25,2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11, 2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 

http:// eldd. emcdda.europa. eulhtml.cfmlindex51 7 6EN .html ?pluginMethod=eldd.shownewsdetails&id=201 12/2 006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%2Oand%20khat 
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possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern" which has no legal implications. In addition, some individual states have 
implemented laws restricting its use, sale and/or distribution. As of July 2010, a number of states 
have enacted legislation placing regulatory controls on S. divinorum and/or salvinorin A 
including Delaware, Georgia, Florida, Hawaii, Illinois, Kansas, Kentucky, Maryland, 
Mississippi, Missouri, Nebraska, North Dakota, Ohio, Oklahoma, South Dakota, Wisconsin, 
Virginia, California, Louisiana, Maine, North Carolina, and Tennessee. More details regarding 
the regulation of S. divinorum in these last five states are provided below. 

California 

As of January 1, 2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion;' of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1,2009, the North Carolina State Legislature brought a new law into force 
which made Salvia divinorum and salvinorin A illegal. The only legal S. divinorum 
activities are the growing for aesthetic, landscaping, or decorative purposes or university
affiliated medical or pharmacological research. 
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Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and if) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances listed in the Schedules to the 
CDSA 

The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wormwood) and Cannabis sativa. Salvinorin 
A is considered by some as ~ potent natural hallqciJtoge~ ev~ isolated. 6 ~ S L S \) 

'- ~5 (Jdr6.-~ ,.s ~'\). ep~ , . 
Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a way that is quite unique.7 Recent pharmacological screenings of receptors have found it to 
be a highly potent and selective K-opioid receptor (KOR) agonist.8 

The use of S. divinorum or salvinorin A can lead to a number of effects with variable onset and 
duration. These effects are generally accepted to be: sensation of becoming an object, visions of 
various two-dimensional surfaces, films and membranes, revisiting places of the past 
(particularly childhood), perceived loss ofthe body and/or identity, various sensations of motion 
(being pulled or twisted by a force of some kind), uncontrollable hysterical laughter, and 
overlapping realities (perceptions of being in more than one place).9 Laughter, happiness, sense 
of well-being and dissociative effects were deemed the best aspects of S. divinorum by users, 
second only to the "trip" that the drug elicits. 10 Depersonalization, speaking gibberish, widening 
of consciousness and subjective illusions of rapid movement, flying or hovering have also been 

6 Ott J. Ethnopharmacognosy and human pharmacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.org/ott2.htrnl 

7 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
8 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Nat! Acad Sci USA. 2002 Sep 
3;99(18):11934-9. 
9 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 Jun;43( 1 ):53-
6. 
10 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62. 
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reported. II 

The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).12 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. 13 Its strong dissociative effects are often compared to those of 
ketamine. Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 14 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience are quite unique. 15 

In addition, the psychedelic effects of S. divinorum are similar to those of classical psychedelics 
regarding changes in perception and somatic sensations. S. divinorum causes an unusually high 
degree of sedation, weakness and fatigue, while the increased de-realization is not commonly 
reported for classical psychedelics. 16 The combination of these effects seems to correlate with 
that of other KOR agonists such as pentazocine. 17 

4.2.3 Legitimate Use of the Substance, including Therapeutic, Scientific, Industrial or 
Commercial Uses 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico,18 where an infusion of the leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 
stomach. 19 Its main use today is, however, for its psychoactive properties in the aid of producing 

II Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38( 1): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43(1):53-6. 
12 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
13 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
14 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62. 
15 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(l):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62. 
16 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
17 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2): 117-25. 
18 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
19 Mumo, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv. unimelb .edu.aularchiveI00002327 10 I/Mumo2006thesis.pdf February 2007. 
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Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use.21 In addition, while it has been speculated that KOR agonists 
may prove to be useful in the treatment of certain psychiatric disorders including Alzheimer's 
disease, schizophrenia, dementia and bipolar disorder,22 much more research is needed in order 
to substantiate these hypotheses. Similarly, another study has suggested that chemical analogues 
of salvinorin A may be a useful treatment for those suffering from addiction to other 
substances.23 That said, there are presently no legitimate medical uses for S. divinorum in ~ _r""5 ur 

(J~ erCJ 

[f'i['& Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. The ,/ ~~~~ 
Canada. 

..I Vf!( \ plant is a semi-tropical perennial that can only grow outdoors in a humid climate where it will ;,~ h 
. 'f..r ~~ 8\ not encounter frost. Most web sites offering S. divinorum cuttings and seeds for sale appear to do ,. fD 50 r,rJ1f 
if.o'\ "( so in the context of growing the plant in order to utilize its psychoactive properties, rather than ~~ ~~ ~ -J..c 
cif.~{).f ~'-tout of horticultural interest or for its esthetic appeal. - ~c¥-\el~ sui ~, cJ..uIt ~ ~~ ,-
~ ~o-r} co-.~~\""ve. ~~rl'" ar-
...o~ S:'-7.) 4.2.4 Potential for Abuse and/or Addiction Liability ofthe Substance \e.ro-~ o-~t.. 
\-'~ . -7i~"'" \'0 L S9, v-M~e-k i.s C> co~~\.lu\ sv'o~t.t· q r--J.'" 
~ Salvinorin A is a potent, selective agonist of the K-opioid receptor (KOR), and in contrast to the ~ 

euphoria produced by l1-opioid receptor (MOR) agonists, KOR agonists are negatively 
reinforcing and aversive,z4 In addition, KOR agonists have analgesic properties but are not 
associated with respiratory depression like MOR agonists. Finally, while MOR agonists increase 
the release of dopamine, the activation ofKOR decreases dopamine release in the nucleus 
accumbens.25 

20 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
21 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
22 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen fmds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
23 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
24 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lIth Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann N Y Acad Sci. 1992 Jun 
28;654:347-56. 
25 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
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/~~-~ 

The .o~set ~d intensity of the effects of Salvia divinorum appear to be related to the route of \0"':> _ ~ 
admInIstratIOn. ~ ~U 

Traditional uses generally produce mild effects because the leaves are rolled and chewed or crushed 
and prepared as a foamy infusion whereby the salvinorin A is degraded in the gastrointestinal system 
before being absorbed into the bloodstream. Hence, the level of effect relates quite closely to the 
length of time the material spends in the mouth, with the onset of effect generally taking 5-10 
minutes. The effects build over the next hour and last for another hour before they begin to 
subside.26 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) are the quickest and most intense.27 Salvinorin A can be 
isolated from the plant to make a powder which can be vaporized and inhaled. The onset of 
effects felt from vaporizing salvinorin A powder occurs in about 30 seconds and effects last for 
about 5-10 minutes and then subside over the next 30 minutes?8 

Smoking is by far the most popular method of administration29 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A. A concentrated extract can also be used 
sub lingually. Neither S. divinorum nor salvinorin A can be injected because the powder is 
insoluble in water.30 

The aversive effects of previously studied KOR agonists predict that the risk of addiction to S. 
divinorum is negligible. However, very' few controlled scientific studies of the physical and 
psychotropic effects of S. divinorum on humans have been carried out. Therefore, it is difficult 
to predict its potential for addiction and abuse. In studies that have been conducted, there is 
conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.3

! Further studies in this area and on the mediated decrease of dopamine as well as the 
impact of dose on effects are also required. 

26 Siebert DJ. Salvia divino rum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
27 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
28 Siebert DJ. Salvia divino rum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
29 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
30 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
31 Bucheler R, Gleiter CH, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
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While concerns for the potential of abuse were once minimal because 1 kg of dried leaves yields 
only 3 to 6 human doses of salvinorin A, it was discovered that vaporizing and inhaling 200-500 
micrograms had profound hallucinogenic effects.32 The extraction of salvinorin A from the plant 
is very easy, and with care, approximately 1.5 grams of pure salvinorin A per kilogram of dried 
leaves (8kg of fresh leaves) can be isolated. This is enough substance to provide for 2000 human 
doses.33 

\'1 ~fd 
4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally ~ k'v-

'<\fP rr 
In Canada, the extent of actual abuse of Salvia divinorum andlor salvinorin A is relatively ./ '5';" .)';)l-
unknown. There is, however, some data regarding the use of Salvia divinorum in Canada, °t 
despite the lack oflegitimate uses for this plant. Questions about the use of S. divinorum were # I 0)(- /... 
included in the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Drug Use /~ ~ v:~ 
Monitoring Survey and the 2009 Ontario Student Drug Use and Health Survey. ':l~ IS~j'" 

\ 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11 th 

graders (8.6%) and 12th graders (8.4%); and 
• There are significant regional variations, with students in Northern Ontario (9.2%) most 

likely to use Salvia divinorum. 

The results of the 2008-2009 Youth Smoking Survey were published on May 31,2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

32 Siebert DJ. Salvia divinorum and sa1vinorin A: new phannaco1ogic findings. J Ethnophannacol. 1994 
Jun;43( 1 ):53-6. 
33 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. In this regard, it is difficult to speculate 
on the causality of such differences. 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined Salvia for the ~ 

first time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they ~11'" 

had used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the ~ 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 1 0.6%. \~ 

1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% had used ~~ 
ecstasy and 0.7% used illicit hallucinogens. ,/ .J':1 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of .J~C£-\~i 
samples seized by law enforcement, as shown in the following table. ~~ v-tt<,(( 

,. or" _I • t>J.Af -rr 
NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A ~v;I- f\tt'~~o-

L.-6 v:Ifo ~l( 
'P\v \\tfl.. 
cPf"~ 

Year Count 
2006 9 
2007 8 
2008 4 
2009 20 

2010 (as of May 7) 8 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency &'- # 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local " c..~~o-
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. ~\t- c/'" 
divinorum products that were seized from 2000 through to 2009. ~~ ... ~' 

ANALYZED SALVIA DIVINORUM or SALVINORIN A SEIZURES 

(N umber of Items/Exhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 
NFLIS- 0 0 0 0 1 8 12 

State/Local l 

STruDE2 0 0 1 1 1 0 0 
TOTAL 0 0 1 1 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data queried 11124/08, updated 06/10/2010 
J NFLIS reported seizures of Salvia divinorum andlor salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - May data in 2009. 

2007 2008 
12 70 

0 N/A 
12 70 

2009* 
34 

N/A 
34 

It is difficult to determine the extent of actual abuse of S. divinorum in Canada or elsewhere as 
there appear to be inconsistencies in the literature regarding risk aversion. For example, one 
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author states: "Many who have used salvinorin A find the experience extremely unnerving, 
frightening and overly intense and most have no desire to repeat the experience.,,34 However, 
another study suggested that this is not the experience of all recreational users of S. divinorum. 35 

Over eighty percent of users surveyed on a web-based questionnaire about their S. divinorum use 
said that they would probably or definitely use S. divinorum again.36 Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 
experience, persisting negative effects (most often anxiety),3? sweating, chills, increased diuresis, 
impaired vigilance,38 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 
d 39 

rug. , I. '5 ~ 
~ (1$10( I 

4.2.6 Risk to Personal and Public Health and Safety r \rf
n 

The increase in both the number of enquiries from various municipalities and members of the 
public and the amount of media interest regarding the availability of Saliva divinorum in Canada 
may be an indication that the recreational use of S. divinorum as a hallucinogen is on the rise. 
However, there are no available statistics that indicate there has been a significant increase in S. 
divinorum use in the Canadian population and, in comparison to the use of other drugs such as 
alcohol and cannabis, the actual use of S. divinorum is quite low. ; 

X \~. ~~~!~::~!~i:;r:;:i:~ ~;t~:e;u:~:~~th~:~~:~~~U;!~ ~~p!~~~~r=;~~:dt:~~:out apparent 
{~~ awareness of their movements, behaviour or surroundings, and distinction between self and 
,-" ,,~o-C; surroundings is often lost. At doses greater than Img of salvinorin A, out of body experiences 
~~ are frequent and loss of consciousness has been reported.40 There is little information regarding 

~ q-<X"\ the social behaviours of persons under the influence of S. divinorum products, and what risks 
,.. ~ ~ their activities such as operating a motorized vehicle may pose to the general public. There is 

,l(7, ~ also very little data regarding the toxicity, teratogenicity or other long-term effects of S. 
~~' . divinorum use.41 

o~\IJ"' J 
34 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

35 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62, Biicheler R, Gleiter CR, 
Schwoerer P, Gaertner L Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharrnacopsychiatry. 2005 
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of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
38 Biicheler R, Gleiter CR, Schwoerer P, Gaertner L Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(1): 1-5. 
39 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
40 Siebert DJ. Salvia divino rum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
41 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun;73: 1039-1046. 
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As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none ofthese have advised 
that the use of S. divinorum poses any threat to public safety. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding the use of S. divinorum have been published in the academic 
literature. One report was an international case report in which a young man (19 years of age) 
described his perceptions after inhaling smoke from S. divinorum. The peak psychotropic 
effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.42 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of rJ ~ -<
deja vu may be a long-term effect of S. divinorum use.43 However, given that this is the only case ~~:t"" 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to t.P..,,~ 

r '.!J' 
substantiate this finding. ... 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divino rum for an unknown period oftime.44 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by W olowich et al. (2006)45, showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 

_ ... cR . ..... td'i contained unidentified adulterants (i.e. vitamin E, caffeine). cr _ ''''I 
/ 

Health Canada has only ~dot&.information about the use and abuse of S. divinorum in Canada 
as well as the threat S. divinorum may pose to the health and safety of Canadians. Although 
reports of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have 
been received through the Canada Vigilance database, it is important to note that the number of 
reports and the nature of reactions reported are not adequate to characterize the risk to the general 
population. 

5. ASSESSMENT OF RISKS AND BENEFITS 

43 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
H http://www.kvbc.comiGlobal/story.asp?S=4893692 
~5 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 

The KOR-mediated aversive and dysphoric effects of Salvia divinorum do not appear to be 
hampering its use as young adults have begun smoking the leaves and leaf extract recreationally.46 It 
can be purchased through online botanical companies and other drug promotion sites and is often 
touted as a legal alternative to substances such as cannabis and mescaline.47 Interestingly, after being 
widely available for over a decade, the drug does not appear to have had the same social impact as 
LSD or ecstasy.48 

While there has been an increase over the past few years in the number of enquiries from various 
municipalities and members of the public regarding the availability of Salvia divinorum as a 
hallucinogen, the reported use of S. divinorum by young Canadians is much lower than that of 
alcohol or cannabis, according to available statistics. 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
labeling of the product indicates that it is to be used for human consumption and can modify an 
organic function. 

The previous HPFB recommendation to schedule S. divinorum under the CDSA was likely based 
on a misunderstanding of the (previously-described) criteria upon which scheduling decisions are 
made within the Healthy Environments and Consumer Safety Branch (HECSB). In particular, it 
did not consider a number of factors, including potential for abuse and risk to public health and 
safety. The Office of Controlled Substances (OCS) was also not consulted by HPFB at the time 
this recommendation was made. In addition, among countries who have decided to control S. 
divinorum in some way, very little or no substantiation ofthe risks of S. divinorum upon which 
the decision was based are available. 

Neither Salvia divinorum nor salvinorin A meet the criteria for scheduling a substance under the 
CDSA. Despite being regulated in some jurisdictions, neither the plant nor salvinorin A are 
scheduled under any of the UN Drug Control Conventions. S. divinorum and salvinorin A are 

46 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
47 Wolowich WR, Perkins AM, Cienki n. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
48 Mumo, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/0000232710 1 /Mumo2006thesis.pdf February 2007. 
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not structurally or phannacologically similar to other substances included in the schedules to the 
CDSA. There are also currently no legitimate therapeutic or industrial uses for S. divinorum. 
The abuse liability and potential for dependence of S. divinorum is not known as very few 
controlled scientific studies of its physical and psychotropic effects have been carried out on 
humans. The extent of actual abuse of S. divinorum is also largely unknown. Evidence of a risk 
to public health and safety is anecdotal in nature and not quantified in any way as there is a lack 
of infonnation regarding abuse in Canada. 

8. RECOMMENDATIONS 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that though s. divinorum is 
readily available, it does not appear to pose a threat to public safety. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of infonnation regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products that modify organic functions can be refused for import under the NHPR. 

10. IMPLEMENTATION AND EVALUATION 

001027 



I~ 

Issue Analysis Summary DRAFT 

Scheduling Salvia Divinorum and/or Salvinorin A under the CDSA 

Regulatory Policy Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate 

CONTENTS 

1. APPROVALS 
2. ISSUE 
3. PURPOSE 
4. CONTEXT 
5. ASSESSMENT OF RISKS AND BENEFITS 
6. IDENTIFICATION AND ANALYSIS OF OPTIONS 
7. CONSIDERATIONS 
8. RECOMMENDATION(S) 
9. CONSULTATIONS 
10. IMPLEMENTATION AND EVALUATION 

1. APPROV ALS 

This Issue Analysis Summary is approved. 

Diane Allan, Director 
Office of Controlled Substances 
Controlled Substances and Tabacco Directorate 

[DD/MMl2010] 

2. ISSUE 

July 12. 2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of S. 
divinorum and/or its main active ingredient salvinorin A, neither of which are currently regulated 
under the Controlled Drugs and Substances Act (CDSA). These requests are further to reports 
from scientific and media sources suggesting that S. divinorum is being used by adolescents and 
young adults specifically for its hallucinogenic properties. Health Canada has also noted an 
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ongoing media interest regarding the availability of S. divino rum in Canada. 

3. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules to the CDSA, and determine whether one or both should be regulated as 
controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stems. 1 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divino rum and its active ingredient salvinorin A be regulated as controlled substances. This 
recommendation was maintained when the lAS was updated in November 2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 

2 
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Products and Food Branch Inspectorate (HBFBD. Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 
HPFBI to discuss S. divinorum. HPFBI was to determine appropriate compliance activities 
regarding S. divino rum and consult with the Canada Border Services Agency (CBSA) regarding 
the movement of products containing S. divinorum into and out of Canada. 

On September 13,2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals ofDSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that that 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F &DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of July 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 
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4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada further to the submission of a product 
license application in which the applicant attests to all of the conditions set out in a natural 
health product monograph prepared and published by the Natural Health Products Directorate or 
submission of a product license application that provides sufficient evidence of quality, safety 
and efficacy that is assessed and approved by NHPD by the non-compendial route. The NHPR 
also require that all manufacturers, packagers, labelers, and importers be licensed which in tum 
requires the presence of procedures respecting distribution records, product recalls, ,product 
handling, storage and delivery, and all other aspects of Good Manufacturing Practices as set out 
in the NHPR. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must be substances set out in Schedule I to the NHPR, which is a list of included 
substances, substances that are traditional medicines or that are homeopathic medicines, and that 
none of the ingredients are substances set out on Schedule 2 which is a list of excluded 
substances, e.g. any substance listed on Schedules I to V of the Controlled Drugs and Substances 
Act. Section 2(2) of the NHPR excludes those substances (except homeopathic medicines) whose 
sale is required to be pursuant to a prescription as per Section C.01.043 and thus Schedule F to 
the F &DR. As per section 93( 1 )(b)( vi) of the NHPR, every natural health product must be 
labeled with its authorized recommended use or purpose. In the case of S. divinorum, it is 
generally marketed for its hallucinogenic properties which are considered a modification of an 
organic function. Therefore products containing it and manufactured, sold or represented for that 
purpose meet the definition of an NHP. 

As of July 2010, no products containing S. divino rum have been reviewed and approved by 
Health Canada and no NPNs or DIN-HMs have been issued. Therefore sales of S. divinorum are 

4 
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illegal under the NHPR if it is represented for use as a hallucinogen or if other health claims such 
as with regard to modifying organic functions are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDS A provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDS A. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in the control and/or scheduling of the substance; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability of the substance; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

44.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling of the Substance 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Although both S. divinorum and salvinorin A are listed in 
Schedule 9 of Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the 
basis of "high potential for abuse and risk to public health and safety", no substantiation of this 
risk was provided at the time of this scheduling decision.3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 

3 http://www.tga.gov.auindpsc/recordirr20011I.pdf 

001032 

5 



manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus. 5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11, 2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group ofthirty~three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

4 http://www.cognitiveliberty.ofly.newslsalvia_australia.htm 
5 

http://eldd.emcdda.europa.eulhtml.cfmlindex51 76EN.html?pluginM ethod=eldd.shownewsdetails&id=:20/12/2006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%2Oand%20khat 
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On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divino rum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

Salvia divino rum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 
possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divino rum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern" which has no legal implications .. In addition, some individual states 
have implemented laws restricting its use, sale and/or distribution. As of July 2010, a number of 
states have enacted legislation placing regulatory controls on S. divillorum and/or salvinorin A 
including Delaware, , Georgia, Florida, Hawaii, Illinois, Kansas, Kentucky, Maryland, 
Mississippi, Missouri, Nebraska, North Dakota, Ohio, Oklahoma, South Dakota, Wisconsin, 
Virginia, California, Louisiana, Maine, North Carolina, and Tennessee. More details regarding 
the regulation of S. divillorum in these last five states are provided below. 

California 

As of January 1, 2009, the sale or distribution of S. divinorum or salvrnorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Jl1aine 

In Maine, S. divino rum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divino rum or salvinorin A to anyone under the age of eighteen 
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is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1,2009, the North Carolina State Legislature brought a new law into force 
which made Salvia divinorum and salvinorin A illegal. The only legal S. divinorum 
activities are the growing for aesthetic, landscaping, or decorative purposes or university
affiliated medical or pharmacological research. 

Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divino rum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and if) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

44.2.2 Chemical andlor Pharmacological Similarity to Substances Listed in the Schedules to the 
CDSA 

The psychoactive ingredient in Salvia divinorum is the neoclerodane diterpene salvinorin A 
{need reference}. Other plants which contain psychotropic terpenoids are Artemisia absinthium 
(wormwood) and Cannabis sativa {reference needed}. Salvinorin A is considered by some as 
~hem6si potentnafuia!Jh~!~~}~~g~~_~_y~~_!~~!~t~~:~ ___________________________________________________________________ -------

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens {reference?}. Instead, 
the available research suggests the psychotropic effects of salvinorin A are mediated by its agonistic 
actions at K-opioid (KOR) receptor. 7 Its mechanism of action is therefore unique:_

L 
______ 

n 

___ 

n 

___ 

n

</ 

The psychoactive effects of A'· __ 4j~!~()!:!l.'!!_~~_~_()~~_~!_~~A\}:~a!~~~_~~_~l1E!~<J_~_Jh~_il_~~~~!!~l1_~L, 
becoming an object, visions of various two-dimensional surfaces, films and membranes, "::::, 
revisiting places of the past (particularly childhood), perceived loss of the body and/or identity, .... \::-" 

\, '.\ 

6 Ott J. Ethnophannacognosy and human phannacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.orglott2.html 
7 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc NatI Acad Sci USA. 2002 Sep 
3;99(18):11934-9. 

8 Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic findings. J Ethnophannacol. 1994 
Jun;43(1):53-6. 
10 Siebert OJ. Salvia divino rum and salvinorin A: neW phannacologic findings. J Ethnophannacol. 1994 
Jun;43(l ):53-6. 
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various sensations of motion (being pulled or twisted by a force of some kind), uncontrollable 
hysterical laughter, and overlapping realities (perceptions of being in more than one place). 10 

Laughter, happiness, sense of well-being and dissociative effects were deemed the most positive 
aspects of S. divinorum by users, second only to the "trip" that the drug elicits. 11 

Depersonalization, speaking gibberish, widening of consciousness and sUbjective illusions of 
rapid movement, flying or hovering have also been reported. 12 

The psychotomimetic effects of S. divinorum closely resemble schizoid symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP). 13 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 

such a~ LSD and psilocybin. 14 Its strong ~ssociaiiv~~ff~~~~_~~~_9X~~~:~_<?~g~~(t!9J~~~~_9Lm_m __ ------1 (c)1I1~~[~A~R3]: Definition] 

ketamme {reference needed}. Users have reported that the psychedehc effects of S. dzvmorum 1/""" " 

were most similar to those caused by psilocybin mushrooms. 15 However, users familiar with the 
effects of other hallucinogens agree that despite certain similarities to classical hallucinogens, the 
visions and overall experience are quite unique. 16 

S. divinorum causes an unusually high degree of~edatl~if~:wbaiffi~ss and faiigu~hYh-*_~~~ ____________ -------
increased de-realization is not commonly reported for classical psychedelics. 17 The combination 
of these effects seems to correlate with that of other KOR agonists such as pentazocine. 18 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length of time the material spends in the mouth, with the onset of 

II Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
12 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited haIlucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(1):1-5 and Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43(1):53-6. 
13 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited haIlucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(l):1-5. 
14 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Iun;43( I ):53-6. 
15 Gonzalez 0, Riba I, Bouso JC, Gomez-Jarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
16 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. I Ethnopharmacol. 1994 
Iun;43(1):53-6 and Gonzalez 0, Riba J, Bouso IC, Gomez-Iarabo G, Barbanoj MJ. Pattern of use and sUbjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
17 Gonzalez 0, Riba J, Bouso IC, Gomez-Iarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
18 Arasteh K, Poudevida S, Farre M, Roset PN, Cami I. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Iun 1;55(1-2):117-25. 
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effect generally taking 5-10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside. 19 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) are the quickest and most intense.2o Salvinorin A can be 
isolated from the plant to make a powder which can be vaporized and inhaled. The onset of 
effects felt from vaporizing salvinorin A powder occurs in about 30 seconds and effects last for 
about 5-10 minutes and then subside over the next 30 minutes.21 

Smoking is by far the most popular method of administration22 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A. A concentrated extract can also be used 
sUblingually. Neither S. divinorum nor salvinorin A can be injected because the powder is 
insoluble in water.23 

4.2.3 Legitimate Use of the Substance. including Therapeutic. Scientific. Industrial or 
Commercial Uses 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico/4 where an infusion of the leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 
stomach. 25 Its main use today is, however, for its psychedelic properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rituals. 26 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use.27 In addition, while it has been speculated that KOR agonists 

19 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J ·Ethnopharmacol. 1994 
J un;43( I ):53-6. 
2°Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
22 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson lE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
Z3 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
24 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
25 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.auiarchive/00002327/01IMunro2006thesis.pdfFebruary 2007. 
26 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
27 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
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schizophrenia, dementia and bipolar disorder, much more research is needed in order to 
substantiate these hypotheses. Similarly, another study has suggested that chemical analogues of 
salvinorin A may be a useful treatment for those suffering from addiction to other substances.29 

That said there are presently no legitimate medical uses for S. divinorum in Canada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada.[rhq 
plant is a semi-tropical perennial iliafcan onlygrowolltdoors;in a huIDid'clitmitewh~eit wiil 
not encounter frostl_M9.~!_~r~~~~!~~_9.ff~tj~K§. __ cJjy'~1}f!!.l!.'!!_~ll~_t_i~g~_~~~_~_t?~~_f9.~_~~lt?_~.p1?~~~.<?_~9. __ .. -.··· >=c=o=m=·!ne=""",IIt;;";[;,.HA"",·"",IIRS",,,· . ..;;]=: S=0=1 ==< 
so in the context of growing the plant.t:<?~.:~~~.<:r~~~j.<?~~t Rll!P.<?~.~~.~~!h~~.~~~ . .<?!-!!.~rl?-.<?!1!~llJ.t:Lt!"~L,<: .. ··· >=De=le=ted=:=in=o=rde=r=====< 

interest or for its esthetic appeal. \:-::::- Deleted: for its 

4.2.4 Potential for Abuse and/or Addiction Liability of the Substance 

rSalvinorinA is a potent. sele~tiveagonist .ofthe .K-oP~olclrecePtor (KOR);'a~dincontrastJotlj~ 
euphoria produced by l'-opioidfeceptor(MO~)agoWst$sllchas.morphitie;$()~ ag()n1stsc~ 
negatively reinforcing and av~sive.~~. htadditlQ!!t tQR·:1tgonis!SJtl!ve apalgt;~i~·l>fOP~r9~s:.tiijl. 
are not associated with respiratofYdepression liKe;NO~ag<?ni~ts"F,illall:ynvhile MOR.agoIlist$ 
increase the release of dopamine, the activa#oPQfKOR.g~~eases'dOPatt1ill.~·I'ete~eaP:th~ 
nucleus accumbens.31

. _____________________ ._. _______________ . ______________ . ___________ . _______________________ . __ . __________ . ___ . 

Weiner RS ed. CRC Press, Boca Raton, FL pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
28 Sheffler OJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
29 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
30 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11 th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann NY Acad Sci. 1992 Jun 
28;654:347-56. 
31 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics II th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
J7 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited haUucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry, 2005 Jan;38(1): 1-5. 
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The aversive effects of~Q~_~g~~~~!~_~llggt:.~U~~!_!h~}t~~_()[~~~j~!~~Il_!~_~.Ajy-~~g!:ll!!!_i~ _____________ <---- Deleted: previously studied 
negligible. However, very few controlled scientific studies of the physical and psychotropic Deleted: predict 
effects of S. divinorum on humans have been carried out. Therefore, it is difficult to predict with 
certainty its potential for addiction and abuse. In studies that have been conducted, there is 
conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.37 Further studies in this area and on the mediated decrease of dopamine as well as the 
impact of dose on effects are also required. 

twru!econcernsTot th~po~tiarof alnisewere once minimal because 1. kg of dried Maves yields 
sonl1~1~(j61mmalldoSeso~ S.a1vwOrln x.. itwas discovered that.vapQrizing and inhaling 200-500 
microgramsluidprofOlindhalllicinogenic effect~3&tTht:._~~!t:~_~!!~Il __ ()[~~~~ip:~_$_A_f!~~_~lJ-~'p_l~p:! ____ ------

iS~!!!l.PJ.~!_~~~_~j!h_~_~~~~_~~p'~~~_i~~!~h~_L~_~~_~_~fp~~~-~~l~j~~rtp:-A~~!~j~~~~~9~f.~rt~-~---------
leaves (8kg of fresh leaves) can be isolated. This is enough..t:o~ __ ~QQ9_h~~~A~_~~_~._~ ____________________ <'\ 

'. '. 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally \: .. 

In Canada, the extent of actual abuse of Salvia divino rum and/or salvinorin A is relatively 
unknown. There is, however, some data regarding the prevalence of use of Salvia divinorum in 
Canada, despite the lack oflegitimate uses for this plant. Questions about the use of S. 
divino rum were included in the 2009 Ontario Student Drug Use and Health Survey, the 2008-
2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use Monitoring Survey. 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11 tit 
graders (8.6%) and 12th graders (8.4%); and 

• There are significant regional variations, with students in Northern Ontario (9.2%) most 
likely to use Salvia divinorum. 

38 Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic findings. J Ethnophannacol. 1994 
Jun;43(1):53-6. 
39 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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The results of the 2008-2009 Youth Smoking Survey were published on May 31, 2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. In this regard, it is difficult to speculate 
on the causality of such differences. 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined Salvia for the 
first time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they 
had used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%. 
1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% had used 
ecstasy and 0.7% used illicit hallucinogens. 

~ealth Canada's omg AiialysiS; ~erVices (PAs).fuls idetti1ft~d;salYlnoiUi:?\U£iinumfielo1: 
samples seized. by law enforcement, as. ~hoW1l.:itttheJ()ll()wingtab!ei 

1 __________________________________________________________________________________________________________________________________________ -- ..... 

NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Year Count 
2006 9 
2007 8 
2008 4 
2009 20 

2010 (as of May 7) 8 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SALVIA DIVINORUM orSALVINORIN A SEIZURES 

(Number of Items/Exhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009* 
NFLIS- 0 0 0 0 1 8 12 12 70 34 

StateILocal1 
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drug"~l L ________________________________________________________________________________________________________________________________ -- ----

4.2.6 Risk to Personal and Public Health and Safety 

The increase in both the number of enquiries from various municipalities and members of the 
public and the amount of media interest regarding the availability of Saliva divinorum in Canada 
may be an indication that the recreational use of S. divinorum as a hallucinogen is on the rise. 
However, there are no available statistics that indicate there has been a significant increase in S. 
divinorum use in the Canadian popUlation and, in comparison to the use of other drugs such as 
alcohol and cannabis, the actual use of S. divinorum is quite low. 

The potential for hann to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. Users may get up and walk around without apparent 
awareness of their movements, behaviour or surroundings, and distinction between self and 
surroundings is often lost. At doses greater than Img of salvinorin A, out of body experiences 

40 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

41 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ_ Pattern of use and SUbjective effects of Salvia 

divinorurn among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Bilcheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38(1):1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
42 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The CoJlege on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
43 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The CoJlege on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
44 Bilcheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Phannacopsychiatry. 2005 Jan;38(1):1-5. 
4S Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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are frequent and loss of consciousness has been reported.46 There is little information regarding 
the social behaviours of persons under the influence of S. divinorum products, and what risks 
their activities such as operating a motorized vehicle may pose to the general public. There is 
also very little data regarding the toxicity, teratogenicity or other long-term effects of S. 
divinorum use.47 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a . 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding the physiological and psychotropic effects of S. divinorum 
use have been published in the academic literature. An international case report described the 
perceptions of a 19 year-old man after inhaling S. divinorum smoke. The peak psychotropic 
effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.48 Another report involved a l5-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use.49 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the u.s. in which a 
l7-year-old boy committed suicide after smoking S. divinorum for an unknown period of time. 50 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase A study by Wolowich et al. (2006)51, showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 

Health Canada has only anecdotal information about the use and abuse of S. divinorum in Canada 

46 Siebert 01. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 EthnopharmacoI. 1994 
1un;43( 1 ):53-6. 
47 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 1un;73: 1039-1046. 

49 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102,823-824. 
50 http://www.kvbc.comiGlobal/story.asp?S=4893692 
51 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal prodUCts. Pharmacotherapy. 2006 Sep;26(9): I 268-72. 
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7. CONSIDERATIONS 

The KOR-mediated aversive and dysphoric effects of Salvia divinorum do not appear to be 
hampering its use as young adults have begun smoking the leaves and leaf extract recreationally.52 It 
can be purchased through online botanical companies and other drug promotion sites and is often 
touted as a legal alternative to substances such as cannabis and mescaline. 53 Interestingly, after being 
widely available for over a decade, the drug does not appear to have had the same social impact as 
LSD or ecstasy. 54 

While there has been an increase over the past few years in the number of enquiries from various 
municipalities and members of the public regarding the availability of Salvia divinorum as a 
hallucinogen, according to available statistics, the reported use of S. divinorum by young 
Canadians is much lower than that of alcohol or cannabis~L _______________________________________________________ ------

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
labeling of the product indicates that it is to be used for human consumption and can modify an 
organic function. 

The previous HPFB recommendation to schedule S. divinorum under the CDSA was likely based 
on a misunderstanding of the (previously-described) criteria upon which scheduling decisions are 
made within the Healthy Environments and Consumer Safety Branch (HECSB). In particular, it 
did not consider a number of factors, including potential for abuse and risk to public health and 

52 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
53 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Phannacotherapy. 2006 Sep;26(9):1268-72. 
54 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv. unimelb.edu.aularchive/00002327 /0 11M unro2006thesis.pdf February 2007. 
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safety. The Office of Controlled Substances (OCS) was also not consulted by HPFB at the time 
this recommendation was made. In addition, among countries who have decided to control S. 
divinorum in some way, very little or no substantiation of the risks of S. divinorum upon which 
the decision was based are available. 

Neither Salvia divinorum nor salvinorin A meet the criteria for scheduling a substance under the 
CDSA. Despite being regulated in some jurisdictions, neither the plant nor salvinorin A are 
scheduled under any of the UN Drug Control Conventions. S. divinorum and salvinorin A are 
not structurally or pharmacologically similar to other substances included in the schedules to the 
CDSA. There are also currently no legitimate therapeutic or industrial uses for S. divinorum. 
The abuse liability and potential for dependence of S. divino rum is not known as very few 
controlled scientific studies of its physical and psychotropic effects have been carried out on 
humans. The extent of actual abuse of S. divinorum is also largely unknown. Evidence of a risk 
to public health and safety is anecdotal in nature and not quantified in any way as there is a lack 
of information regarding abuse in Canada. 

8. RECOMMENDATIONS 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divino rum use in Canada. The RCMP advised that though S. divinorum is 
readily available, it does not appear to pose a threat to public safety. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products that modify organic functions can be refused for import under the NHPR. 

10. IMPLEMENTATION AND EVALUATION 
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2. ISSUE 

July 12.2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of S. 
divinorum and/or its main active ingredient salvinorin A, neither of which are currently regulated 
under the Controlled Drugs and Substances Act (CDSA). These requests are further to reports 
from scientific and media sources suggesting that S. divinorum is being used by adolescents and 
young adults specifically for its hallucinogenic properties. Health Canada has also noted an 

001048 



ongoing media interest regarding the availability of S. divinorum in Canada. 

3. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules to the CDSA, and determine whether one or both should be regulated as 
controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stems. I 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as controlled substances. This 
recommendation was maintained when the lAS was updated in November 2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification of the Recall Policy ofthe Health 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39( 10): 1634-9. 
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Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 
HPFBI to discuss S. divinorum. HPFBI was to determine appropriate compliance activities 
regarding S. divinorum and consult with the Canada Border Services Agency (CBSA) regarding 
the movement of products containing S. divinorum into and out of Canada. 

On September 13,2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals of DSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that a 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance Qr mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of July 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 
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4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, 
Drug [dentification Number - Homeopathic Medicine (DlN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada further to a natural health product 
monograph or submission of other evidence of safety and efficacy. The NHPR also require that 
all manufacturers, packagers, labelers, and importers be licensed which in tum requires the 
presence of procedures respecting distribution records, product recalls, product handling, storage 
and delivery, and manufacturing practices. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
in: 

(a) the diagnosis, treatment, mitigation or prevention ofa disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to whether the product or medicinal ingredient therein is safe for 
consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. To be considered a NHP, no direct health claims 
need to be made regarding the substance. [n the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a modification of an organic function. 
Therefore products containing it meet the definition of a NHP. 

As of July 2010, no products containing S. divinorum have been reviewed and approved by 
Health Canada and no NPNs or DlN-HMs have been issued. Therefore sales of S. divinorum are 
illegal under the NHPR if it is represented for use as a hallucinogen or if other health claims in 
regards to modifying organic functions are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 
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The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in the control and/or scheduling ofthe substance; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use ofthe substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability of the substance; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling of the Substance 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Although both S. divinorum and salvinorin A are listed in 
Schedule 9 of Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the 
basis of "high potential for abuse and risk to public health and safety", no substantiation of this 
risk was provided at the time of this scheduling decision.3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 

3 http://www.tga.gov.aulndpsc/record/rr200111.pdf 
.j http://www.cognitiveliberty.orglnews/sa!via_australia.htm 
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peyote cactus. 5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category 8" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11,2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupe!acenti 0 PSicotrope. 

Japan 

On November 9,2006, the Japanese government added a group ofthirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 

http://eldd.emcdda.europa.euihtmi.ctinlindex5176EN.html?pluginMethod=eldd.shownewsdetails&id=20/12/2006BE 
LGIUM:%20New''1020substances%20controlled%20include%20mCPP%2Oand%20khat 
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possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern" which has no legal implications. In addition, some individual states have 
implemented laws restricting its use, sale and/or distribution. As of July 20 I 0, a number of states 
have enacted legislation placing regulatory controls on S. divinorum and/or salvinorin A 
including Delaware, Georgia, Florida, Hawaii, Illinois, Kansas, Kentucky, Maryland, 
Mississippi, Missouri, Nebraska, North Dakota, Ohio, Oklahoma, South Dakota, Wisconsin, 
Virginia, California, Louisiana, Maine, North Carolina, and Tennessee. More details regarding 
the regulation of S. divinorum in these last five states are provided below. 

California 

As of January 1,2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1,2009, the North Carolina State Legislature brought a new law into force 
which made Salvia divinorum and salvinorin A illegal. The only legal S. divinorum 
activities are the growing for aesthetic, landscaping, or decorative purposes or university
affiliated medical or pharmacological research. 
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Tennessee 

On July 1,2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession ofthe active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and it) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances W~~t?~jt:l.~~~.~.(;~~~.I.*~~.!~.~~~ ___ ... ····{~De_le_ted---,:!=--____ _ 
CDSA . 

The psychoactive ingredient in Salvia divinorum is the neoclerodane diterpene salvinorin A 
{need reference}. Other plants which contain psychotropic terpenoids are Artemisia absinthium 
(wonnwood) and Cannabis sativa {reference needed}. Salvinorin A is considered by some as 

~he most potent natural halll!(;.i~~gel!.e~~r.is~!~~e~:~ .............................................................. . 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens {reference?}. Instead. 
the available research suggests the psychotropic effects of salvinorin A are mediated by its agonistic 
actions at K-opioid (KOR) receptor {ref}. Its mechanism of action is therefore unigue.,.7}uum um</ 

The psychoactive effects of§: .. 4!y'inorJ!',!!."w'y.!l!.0.n~~!.~~t~l!~l:ltj~I!.an~j~.(:!l!d.e.th~.~seI!s~!~9.~.~f .. 
becoming an object, visions of various two-dimensional surfaces, films and membranes, \" 
revisiting places of the past (particularly childhood), perceived loss of the body and/or identity, \.'<:--, 
various sensations of motion (being pulled or twisted by a force of some kind), uncontrollable \. \. 
hysterical laughter, and overlapping realities (perceptions of being in more than one place).9 "-
Laughter, happiness, sense of well-being and dissociative effects were deemed the ~est aspects ~L\ 

6 Ott 1. Ethnopharmacognosy and human pharmacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.org/ott2.htmi 

7 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings, J Ethnopharmacol. 1994 
lun;43( 1):53-6. 
8 Roth BL, Baner K, Westkaemper R, Siebert 0, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Nat! Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 
9 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic tindings, 1 Ethnopharmacol. 1994 lun;43(l ):53-
6. 
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S. divinorum by users, second only to the "trip" that the drug elicits. lo Depersonalization, 
speaking gibberish, widening of consciousness and subjective illusions of rapid movement, 
flying or hovering have also been reported. II 

The psychomimetic\Jl?~Y~~_'?!~~~~_~!!~l_~fKe~~~_~f§_~~!':~'!!?':"H~_'?!~~~!X_~~~_~~~~~_~~h!~~I?~~~J~ ______ ,-------
symptoms induced by lysergic acid diethylamide (LSD) or phencyclidine (PCP). Yet, it is said \, 
to have only weak influence on the prevailing mood of the user which differentiates it from other \, 
hallucinogens such as LSD and psilocybin. 13 Its strong ~issociativ~ effects are often compared to \', 
those ofketamine {reference needed}. Users have reported that the-psychedeiic-effects-ofS:

umm

\, ' 

divinorum were most similar to those caused by psilocybin mushrooms. 14 However, users \, 
familiar with the effects of other hallucinogens agree that despite certain similarities to classical \, 
hallucinogens, the visions and overall experience are quite unique. 15 

~n addition, the psychedelic effects of S. divinorum are similar to those of classical psychedelic~ 
regarding changes in perception and somatic sensations {reference needed}. S. divinorum causes 
an unusually high degree of~edation, weakness and fatigue, ~h!!~_~~~jt:t.'?~~~~~A~~E~~t~!!~IlJ~ ___ -------
not commonly reported for classical psychedelics. '6 The comb~nation of these effects seems to 
correlate with that of other KOR agonists such as pentazocine.' _u _______ Uu_u ___ uu _________ u ___ uu _____ _ 

4.2.3 Legitimate Use ofthe Substance, including Therapeutic, Scientific, Industrial or 
Commercial Uses 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico,18 where an infusion of the leaves or the leaves themselves are 

10 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ, Pattern of use and subjective effects of Salvia 
divinorum among recreational users, Drug Alcohol Depend, 2006 Nov 8;85(2): 157-62, 
II Biicheler R, Gleiter CH, Schwoerer P, Gaertner L Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S Sage), 
Pharmacopsychiatry, 2005 Jan;38(1): 1-5 and Siebert DJ, Salvia divinorum and salvinorin A: new pharmacologic 
findings, J EthnopharmacoL 1994 Jun;43( 1):53-6, 
12 Biicheler R, G1eiter CH, Schwoerer P, Gaertner L Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage), Pharmacopsychiatry, 2005 Jan;38(1):1-5, 
13 Siebert DJ, Salvia divinorum and salvinorin A: new pharmacologic findings. J EthnopharmacoL 1994 
Jun;43(1):53-6. 
14 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
15 Siebert DJ, Salvia divinorum and salvinorin A: new pharmacologic findings. J EthnopharmacoL 1994 
lun;43( I ):53-6 and Gonzalez D, Riba J, Bouso IC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
16 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
17 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J, Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2): 117-25. 
18 Gonzalez D, Riba J, Bouso JC, Gomez-Iarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend, 2006 Nov 8;85(2):157-62. 
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ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 
stomach.19 Its main use today is, however, for its psychoactiv~l?rol?erties in the aid ofJ>roducing _-----
"mystical" or hallucinogenic experiences as part of spiritual ritmlls.z°------------------------ ----------- ---
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schizophrenia, dementia and bipolar disorder, much more research is needed in order to 
substantiate these hypotheses. Similarly, another study has suggested that chemical analogues of 
salvinorin A may be a useful treatment for those suffering from addiction to other substances.23 

That said, there are presently no legitimate medical uses for S. divinorum in Canada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. [rhe 
plant is a semi,.tropical perennial that can only grow outdoors in a humid climate where it will 
not encounter frost~ __ Mo_~! _ ~~~~!!~~ _ ~ff~_~!~g_ ~. __ divinf!!u."!_ ~utti!lg~_ ~_~_ ~_!?~~_~ _ f()r _sa)!? _~pp~~_ J~ _ ~() _____ . ---->=Co_m_m_e_nt..;[;;...HAB __ R9..,:];..: S_0_1 _-< 
so in the context of growing the plant/or "recreational" pUfl'ose1j, rather than out of horticultural _------ Deleted: in order 
interest or for its esthetic appeal. -------------------- --- ------ ----------------------------------------------"\.::.~>-De=I=eted=:-r.-or=it=s=====< 
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4.2.4 Potential for Abuse and/or Addiction Liability ofthe Substance 

~alvinorin A is a potent, selective agonist of the K-opioid receptor (KOR), and in contrast to the 
euphoria produced by J.1-opioid receptor (MOR) agonists such as morphine (?), KOR agonists are 
negatively reinforcing and aversive.24 In addition, KOR agonists have analgesic properties bu1 
are not associated with respiratory depression like MOR agonists .. Finally, while MOR agonists 
increase the release of dopamine, the activation ofKOR decreases dopamine release in the 

19 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eorints.infodiv.unimelb.edu.auiarchive/00002327/01IMunro2006thesis.pdfFebruary 2007. 
20 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
21 Barker RL, Fawcett J, Barkin SJ. 2002_ Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et al., 2004_ A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
22 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3): 107-109. 
23 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
24 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lith Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hili, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann N Y Acad Sci. 1992 Jun 
28;654:347-56. 
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nucleus accumbens. 2~ 

[rhe onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. l ____ ~~ __________ ~_~ __________________________________________________________________________________________ ~~ ____ \ 
[rraditional uses generally produce mild effects because the leaves are rolled lind chewed or crushed 
and prepared as a foamy infusion whereby the salvinorin A is degraded in the gastrointestinal system 
before being absorbed into the bloodstream. Hence, the level of effect relates quite closely to the 
length of time the material spends in the mouth, with the onset of effect generally taking 5-10 
minutes. IThe effects build over the next hour and last for another hour before they begin to 

subside.
26 

__ -- ------ _ ~ ~~ _ --~ ~- -~ _ ~ _ -----~ __ ----- _ -- ___ ------ --~~ --- ~~~ --~~--- __ -- __ --- ____ --- ---- _ -~ _ -~ __ --- _____ ------ ____ ---- _ -- ~ __ --

~outes of administration that avoid the hepatic first'-pass effect (i.e. inhalation, intravenous; 
intramuscular and sublingual use) are the quickest and most intense.27 Salvinorin A can be 
isolated from the plant to make a powder which can be vaporized and inhaled: The onset of 
effects felt from vaporizing salvinorin A powder occurs in about 30 seconds and effects last for 
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~moking is by far the most popular method of administration29 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A. Aconcentratedextract can also be used 
sub lingually. Neith~r S. divinorum nor salvinorin A can be injected because the powder is, 
insoluble in water;3q ________________ ~ ~ ____ ~~~~_~_~~~ _____ ~~ ___________ ~ ~ ~ ~_~ ___ ~ ____ ~ _________ ~ ______ ~ ___ ~ ____ ~~ ___ _ Comment [HABR14]: What 
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negligible. However, very few controlled scientific studies of the physical and psychotropic --
Deleted: predict 

effects of S. divinorum on humans have been carried out. Therefore, it is difficult to predict with 
certainty its potential for addiction and abuse. In studies that have been conducted, there is 
conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 

25 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman 's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
26 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1):53-6. 
27 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
28 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
29 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson lE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
30 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3l:277-83. 
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tolerance.3
( Further studies in this area and on the mediated decrease of dopamine as well as the 

impact of dose on effects are also required. 

~hile concerns for the potential of abuse were once minimal because 1 kg of dried leaves yields 
only 3 to 6 human doses of salvin orin A, it was discovered that vaporizing and inhaling 200-500 
micrograms had profound hallucinogenic effects}2 [~~.t?~~~~!~~~ .C?K ~~}~!~().~~tl.Aft~~.t.~~.pJ.~t ..... ' .--
iSt-'ii~pl_e!.aI14.\V.it~.car~!.ap'p'~~xi~~tel)'.L·_~.g~~t1l~.()Kp~r~.~~lyiI1~ri~.~.p.~!.k~}~gr<U¥3~f~~ie~ .. __ .... . 
leaves (8kg of fresh leaves) can be isolated. This is enoughfC?!~QQ9J~~~~AC?~~~. __ .... __ ........... __ .,'\ 

\\ \\ 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally \,::: 

In Canada, the extent of actual abuse of Salvia divinorum and/or salvinorin A is relatively 
unknown. There is, however, some data regarding the prevalence of use of Salvia divinorum in 
Canada, despite the lack of legitimate uses for this plant. Questions about the use of S. 
divinorum were included ~n the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol 
and Drug Use Monitoring Survey and the 2009 Ontario Student Drug Use and Health Surve:>1. ....... _.------

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11th 
graders (8.6%) and lih graders (8.4%); and 

• There are significant regional variations, with students in Northern Ontario (9.2%) most 
likely to use Salvia divinorum. 

II Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Sa/via divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38( I): \-5. 
32 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
33 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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The results of the 2008-2009 Youth Smoking Survey were published on May 31,2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. In this regard, it is difficult to speculate 
on the causality of such differences. 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined Salvia for the 
first time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they 
had used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%. 
1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% had used 
ecstasy and 0.7% used illicit hallucinogens. 

[Health Canada's Drug Analysis Services (DAS) has identified salvinorinA in a number of 
samples seized by law enforcement, as shown in the following table~ 

1 __________________________________________________________________________________________________________________________________________ -------

NUMBER OF SAMPLES FOUND TO CONTAIN SALVlNORlN A 

Year Count 
2006 9 
2007 8 
2008 4 
2009 20 

2010 (as of May 7) 8 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SALVIA DIVINORUM or SALVINORIN A SEIZURES 

(Number of Items/Exhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009* 
NFLIS- 0 0 0 0 1 8 12 12 70 34 

State/Local' 
STRIDE2 0 0 I I 1 0 0 0 N/A N/A 
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TOTAL o o 2 8 12 
Data Source: NFLIS & STRIDE, 2008 data queried 11124/08, updated 06/10/2010 
I NFLIS reported seizures of Salvia divinorum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
" Includes only January - May data in 2009. 

12 70 34 

[It is difficult to determine the extent of actual abuse of S. divinorum in Canada or elsewhere as 
there appear to be inconsistencies in the literature regarding risk aversion. For example, one 
author states: "Many who have used salvinorin A find the experience extremely unnerving; 
frightening and overly intense and most have no desire to repeat the experience.,,34 However; 
another study suggested that this is not the experience of all recreational users of S. divinorum.3

$ 

Over eighty percent of users surveyed on a web-based questionnaire about their S. divinorum use 
said that they would probably or definitely use S. divinorum again.36 Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 
experience, persisting negative effects (most often anxiety)/7 sweating, chills, increased diuresis, 
impaired vigilance,38 and negative after-effects including tiredness, feeling head heavy, dizziness; 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 
drug.39 

4.2.6 Risk to Personal and Public Health and Safety 

The increase in both the number of enquiries from various municipalities and members of the 
public and the amount of media interest regarding the availability of Saliva divinorum in Canada 
may be an indication that the recreational use of S. divinorum as a hallucinogen is on the rise. 
However, there are no available statistics that indicate there has been a significant increase in S. 
divinorum use in the Canadian population and, in comparison to the use of other drugs such as 
alcohol and cannabis, the actual use of S. divinorum is quite low. 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties ofthe substance. Users may get up and walK around without apparent 
awareness of their movements, behaviour or surroundings, and distinction between self and 
surroundings is often lost. At doses greater than 1 mg of salvinorin A, out of body experiences 

34 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 
35 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Biicheler R, G1eiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38( I): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 lul-Sep;26(3):277-83. 
36 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
37 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
38 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(\):1-5. 
39 Gonzalez D, Riba J, Bouso IC, Gomez-Iarabo G, Barbanoj MJ. Pattern of use and SUbjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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are frequent and loss of consciousness has been reported.40 There is little information regarding 
the social behaviours of persons under the influence of S. divinorum products, and what risks 
their activities such as operating a motorized vehicle may pose to the general public. There is 
also very little data regarding the toxicity, teratogenicity or other long-term effects of S. 
divinorum use.41 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of~ase reports regarding the use ~f§.A!:'-:~1J_()!:ll~_h~~~ __ ~~e~J~l!_~H~_~~~_~IlJh~_l!~_~~~~j~ ___ -------
literature . ..d.P. _ i~~e~~~t9_n~I_,?~~ _reJ?()rt ~e~crJ_~~~J_h~-p~r~t!m!()n_s_oJa_ J_~ x~ar-_<?J~trt1at1 ~~t!~h _ h _____ " 
inhaling~: _ ~M1J~!:ll!!'. _ ~rt1()~_t?: lht!_ J?~_~ _p_~r'?h()~~()p~~ _~K(t?~~~! _ !~<:h~~!Il_g_ J?r!~_~J_i~g _ ()r~~~ _ ~~!~, __________ '\'" 
fever-like hot flashes, muscular tremor, and depersonalization, were reached in less than five \, \"" 
minutes after inhalation of an unknown amount of smoke from burning dried leaves.42 Another '\\>, 
report involved a IS-year-old male who presented to psychiatric emergency services with acute \\ 
onset of paranoia, deja vu, blunted affect, difficulties in thought processing and slowed speech \ 
after smoking Salvia divinorum over an unknown period of time. During his hospitalization all 
symptoms improved significantly except the feeling of deja vu. Based on this case presentation, 
the author suggested that the feelings of deja vu may be a long-term effect of S. divinorum use.43 

However, given that this is the only case report in which deja vu was associated with the use of S. 
divinorum, more reports are needed to substantiate this finding. 

[n addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period oftime.44 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006)45, showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 

Health Canada has only anecdotal information about the use and abuse of S. divinorum in Canada 
as well as the threat S. divinorum may pose to the health and safety of Canadians. Although 

40 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J EthnopharmacoL 1994 
Jun;43( I ):53-6. 
41 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun;73: 1039-1046. 

43 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102,823-824. 
44 http://www.kvbc.comlGlobal/story.asp.?S=4893692 
45 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9); 1268-72. 
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reports of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have 
been received through the Canada Vigilance database, it is important to note that the number of 
reports and the nature of reactions reported are not adequate to characterize the risk to the general 
population. 

5. ASSESSMENT OF RISKS AND BENEFITS 

6. IDENTIFICATION AND ANALYSIS OF OPTIONS 
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7. CONSIDERATIONS 

The KOR-mediated aversive and dysphoric effects of Salvia divinorum do not appear to be 
hampering its use as young adults have begun smoking the leaves and leaf extract recreationally.46 It 
can be purchased through online botanical companies and other drug promotion sites and is often 
touted as a legal alternative to substances such as cannabis and mescaline.47 Interestingly, after being 
widely available for over a decade, the drug does not appear to have had the same social impact as 
LSD or ecstasy.48 

While there has been an increase over the past few years in the number of enquiries from various 
municipalities and members of the public regarding the availability of Salvia divinorum as a 
hallucinogen, according to available statistics, the reported use of S. divinorum by young 
Canadians is much lower than that of alcohol or cannabis~L ______________________________________________________ -------

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
labeling of the product indicates that it is to be used for human consumption and can modifY an 
organic function. 

The previous HPFB recommendation to schedule S. divinorum under the CDSA was likely based 
on a misunderstanding of the (previously-described) criteria upon which scheduling decisions are 
made within the Healthy Environments and Consumer Safety Branch (HECSB). In particular, it 
did not consider a number of factors, including potential for abuse and risk to public health and 
safety. The Office of Controlled Substances (OCS) was also not consulted by HPFB at the time 

46 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
47 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
48 Mumo, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327/0 1lMumo2006thesis.pdf February 2007. 
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this recommendation was made. In addition, among countries who have decided to control S. 
divinorum in some way, very little or no substantiation ofthe risks of S. divinorum upon which 
the decision was based are available. 

Neither Salvia divinorum nor salvinorin A meet the criteria for scheduling a substance under the 
CDSA. Despite being regulated in some jurisdictions, neither the plant nor salvinorin A are 
scheduled under any of the UN Drug Control Conventions. S. divinorum and salvinorin A are 
not structurally or pharmacologically similar to other substances included in the schedules to the 
CDSA. There are also currently no legitimate therapeutic or industrial uses for S. divinorum. 
The abuse liability and potential for dependence of S. divinorum is not known as very few 
controlled scientific studies of its physical and psychotropic effects have been carried out on 
humans. The extent of actual abuse of S. divinorum is also largely unknown. Evidence of a risk 
to public health and safety is anecdotal in nature and not quantified in any way as there is a lack 
of information regarding abuse in Canada. 

8. RECOMMENDATIONS 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that though S. divinorum is 
readily available, it does not appear to pose a threat to public safety. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products that modify organic functions can be refused for import under the NHPR. 

10. IMPLEMENTATION AND EVALUATION 
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Manager/ Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Mark KozlowskilHC-SC/GC/CA 

Mark 
KozlowskilHC-SC/GC/CA 

2010-08-0308:48 AM 

Interestirtg link on the bottom about Salvia. 

MK 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc 

Subject Fw: DATELINE DEA: July 30,2010 

---- Forwarded by Mark Kozlowski/HC-SC/GC/CA on 08/03/2010 08:48 AM ---

"U.s. Drug Enforcement 
Administration
<dea@govdelivery.com> 

07/29/201012:53 PM 
Please respond to 

"U.S. Drug Enforcement 
Administration" 

<dea@govdetivery:com> 

To mark.kozlowski@hc-sc.gc.ca 

cc 

Subject DATELINE DEA: July 30, 2010 

Dateline DEA 
DEA's Biweekly E-mail Informant 
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July 30, 2010 

Top Stories from the Drug Enforcement Administration July 17 to July 30,2010 

Top FARC Commander Sentenced to 27 Years 

On July 22, DEA New York Special Agent in Charge John P. Gilbride and Preet Bharara, the U.S. Attorney 
for the Southern District of New York, announced that Gerardo Aguilar Ramirez, aka "Cesar," a former 
front commander in the Fuerzas Armadas Revolucionarias de Colombia (Revolutionary Armed Forces of 
Colombia, or "FARC"), was sentenced to 27 years in U.S. prison for conspiring to import ton-quantities of 
cocaine into the United States. 

Aguilar Ramirez was responsible for all of the Front's criminal activities and among other things, he 
conspired with others to manufacture and distribute thousands of tons of cocaine in Colombia, with the 
knowledge and intent that such cocaine would be imported into the United States. 

Click Here to Read the DEA Press Release 

DEA Nabs Drug Lord After 10-Year Chase 

Caribbean Division Special Agents, with significant assistance from the DEA New York Field Division, 
arrested Puerto Rico's and the Dominican Republic's most wanted fugitive, Jose David Figueroa-Agosto 
alias Jr. Capsula, on July 17 in San Juan, PRo 

Figueroa-Agosto wa~ wanted by the-U,$; Mar$oals_Service's Puert() Rico Fugi!iye Task Eo!cEtfo,.=~==~~~. 
escaping from a Commonwealth of Puerto Rico Correctional Facility about 10 years ago where he was 
serving a 209-year sentence for kidnapping and murder. 

Click Here to Read the DEA Press Release 
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51 Suspected Gang Members Arrested 

On July 23, DEA Los Angeles Special Agent in Charge Timothy J. Landrum, Santa Barbara County Sheriff 
Bill Brown, and Santa Maria Police Chief Danny Macagni announced the culmination of a joint 
investigation that resulted in the arrest of 51 suspected gang members and their associates with ties to 
drug trafficking throughout the Central Coast of California. 

The investigation also resulted in the seizure of more than 19 pounds of methamphetamine, a 
methamphetamine conversion laboratory, 1.5 kilograms of cocaine, small amounts of crack cocaine, 25 
pounds of marijuana, 35 firearms, $800,000 in U. S. currency, and property. 

Click Here to Read the DEA Press Release 

DID YOU KNOW? 

The DEA is in the process of studying the effects of Salvia, an herbal supplement that is rapidly gaining 
popularity among teens who are smoking it to get high. The plant is very dangerous when abused and 
when smoked it causes powerful hallucinations. To read more about Salvia click here. 

You have received this e-mail because you have asked to be notified of changes to the U.S. Department of Justice 
Web site. Update your subscription to this service, modify your password or e-mail address, or stop subscriptions at 
any time on your Subscriber Preferences Page. You will need to use your e-mail address to log in. If you have 
questions or problems with the subscription service, please contact support@govdeliverv.com. If you have 
questions about the Department of Justice Web site, please contact webmaster@usdoj.gov. 

GovDelivery is providing this service on behalf of the Department of Justice and may not use your subscription 
information for any other purposes. 

Department of Justice Privacy Policy 
GovDelivery Privacy Policy 

j ~; ,J()cartrnenr of Justice' :.1:;0 Pennsylvania Ave., NW . Washinqton, DC 20530 . 800-439-1420 
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DESCRIPTION/OVERVIEW· Descriptlon/O' 
Control Status 
Street Names 

Salvia divinorum is a perennial herb in the mint family native to Short-Term Ef 

certain areas of the Sierra Mazateca region of Oaxaca, Mexico. Long-Term Eft 

The plant, which can grow to over three feet in height, has large Trafficking Tre 

green leaves, hollow square stems and white flowers with purple Use/User Pop, 

calyces, can also be grown successfully outside of this region. Arrests/Sentel 
Drug Seizures 

Salvia divinorum has been used by the Mazatec Indians for its Legislation 

ritual divination and healing. The active constituent of Salvia Treatment Ret 

divinorum has been identified as salvinorin A. Currently, neither Photos. 

Salvia divinorum nor any of its constituents, including salvinorin Related News 

A, are controlled under the federal Controlled Substances Act Useful Unks. 

(CSA). However, the abuse of Salvia Divinorum is gaining 
popularity in the United States, particulary by adolescents and young adults. 

CONTROL STATUS I 
Salvia divinorum and salvinorin A are not currently controlled under the CSA. 
number of states have placed controls on Salvia divinorum andlor salvinorin A 
legislation section of this page for more infonnation. 

STREET NAMES 

Maria Pastora, Sage of the Seers, Diviner's Sage, Salvia, Sally-D, Magic Mint 

I ______ SH_O_R_T_-T_E_RM_E_FF_E_C_TS-_. __ ... L __ 
A limited number of studies have reported the effects of using either plant mat 
salvinorin A. Psychic effects include perceptions of bright lights, vivid colors j 

uncontrolled laughter, a sense of loss of body, overlapping realities, and halluc 
(seeing objects that are not present). Adverse physical effects may include inc( 
dizziness, and slurred speech. 

Scientific studies show that salvinorin A is a pote~~ n~r1 n~I~~+;,,~ lr"~_" ~_;~;r1 
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.. w.tiil __ ...r.I.W.I~liiiiIiiIIiMW 

A OEA Resource for Parents 

agonist. Other drugs that act at the kappa opioid receptor also produce hallucil1 
and dysphoria similar to that produced by salvinorin A. Salvinorin A does not 
serotonin 2A receptor, which mediates the effects of other schedule I hallucinc 

Due to the hallucinogenic effects there is a substantial risk of injury or dea. 
of impaired judgment due to disruptions of sensory and cognitive functions 

LONG·TERM EFFECTS 

TRAFFICKING TRENDS 

Salvia divinorum is grown domestically and imported from Mexico and Centre 
America. The Internet is used for the promotion and distribution of Salvia divi 
sold as seeds, plant cuttings, whole plants, fresh and dried leaves, extract-enha 
various strengths (e.g., 5x, 10x, 20x, 30x), and liquid extracts purported to con 
salvinorin A. These products are also sold at local shops (e.g., head shops and 
shops) and over the internet as a "legal alternative to controlled hallucinogens' 
DEA is not aware of any legitimate medical use. 

USE/USER POPULATION' 

According to a National Survey on Drug Use and Health Report published by: 
February 2008, it is estimated that 1.8 million persons aged 12 or older used S; 
divino rum in their lifetime, a approximately 750,000 did so in the past year. U 
common among young adults (18 to 25 years old) as opposed to older adults (: 
age). Young adults were 3 times more likely than youths aged 12 to 17 to have 
Salviadivinorum in the past year. Use is more common in males than females. 

ARRESTS/SENTENCING I 
DEA DRUG SEIZURES I 

As of November 2008, thirteen states have enacted legislation placing regulate 
Salvia divinorum and/or salvinorin A. Delaware, Florida, Illinois, Kansas, Mis . . 

salvinorin A into schedule I of state law. California, Louisiana, Maine and Ten 
enacted other forms of legislation restricting the distribution of the plant. State 
legislative bills proposing regulatory controls died are Alabama, Alaska, Haw, 
Iowa, Minnesota, Nebraska, Oregon, South Carolina, and Utah. Legislative bil 
regulatory controls are pending in Michigan New T",r"",,, 1\T",,,, V f'\T1r (l},l" p", 
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Texas and Wisconsin. 

Salvinorin A and/or Salvia divinorum have been placed under regulatory contI 
Australia, Belgium, Denmark, Estonia, Finland, Italy, Japan, Spain, and Swed( 

TREATMENT RESOURCES 

PHOTOS 

RELATED NEWS RELEASES 

~ Salvia Divinorum Fact Sheet 

~ One Pager 

USEFUL LINKS 
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Salvia divinorum and salvinorin A 

Salvia divinorum is a perennial herb in the mint family native to certain areas of the Sierra 
Mazateca region of Oaxaca, Mexico. It is not controlled under the federal Controlled Substances 
Act (CSA). The plant has large green leaves, hollow square stems and white flowers with purple 
calyces. Street names for Salvia divinorum are Maria Pastora, Sage of the Seers, Diviner's Sage, 
Salvia, Sally-D, and Magic Mint. The active constituent of Salvia divinorum has been identified 
as salvinorin A, also called Divinorin A. Salvinorin A is believed to be the ingredient 
responsible for the hallucinogenic effects of Salvia divinorum. The active ingredient is a 
neocIerodane diterpene found primarily in the leaves, and to a lesser extent in the stems. Salvia 
divinorum is imported from Mexico and Central and South America is sold through the internet 
or local shops (e.g., head shops and tobacco shops) as seeds, plant cuttings, whole plants, fresh 
and dried leaves, extract-enhanced leaves of various strengths (e.g., 5x, lOx, 20x, 30x), and 
liquid extracts. As of November 2008, thirteen states have enacted legislation to place regulatory 
controls on Salvia divinorum andlor salvinorin A. Delaware, Florida, Illinois, Kansas, 
Mississippi, Missouri, North Dakota, Oklahoma, and Virginia have placed the drug andlor its 
constituent into schedule I of state law. The states of California, Louisiana, Maine and 
Tennessee enacted other forms oflegislation restricting distribution of the plant. States in which 
legislative bills proposing regulatory controls died are Alabama, Alaska, Hawaii, Indiana, Iowa, 
Minnesota, Nebraska, Oregon, South Carolina, and Utah. Legislative bills proposing regulatory 
controls are pending in Michigan, New Jersey, New York, Ohio, Pennsylvania, Texas, and 
Wisconsin. 

Salvia divinorum was first discovered in the late 1930s by anthropologists studying medicinal 
and magical cures in Mexico. It has been used by the Mazatec Indians for its ritual divination 
and healing .. In the . United States~ the plant material is- typically.chewed-or-smoked.-- Wh~n--~ • 

. cnewed,- tnelealmass and jillceare aDsorbed across the lining ·ortiieoral mucosa (buccal). 
Effects first appear within 5 to 10 minutes. Dried leaves and extract-enhanced leaves are 
smoked. When an individual smokes pure salvinorin A, at a dose of 200 to 500 micrograms, 
etTects are ex erience . 
studies have reported using either plant material or salvinorin A. Psychic effects ~nclude 
perceptions of bright lights, vivid colors and shapes, as well as body movements and body or 
object distortions. Other etTects include dysphoria, uncontrolled laughter, a sense of loss of 

DEAIODIODE 
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Salvia divinorum 
Drug Fact Sheet 

body, overlapping realities, and hallucinations. Adverse physical effects may include 
incoordination, dizziness, and slurred speech. 

The National Survey on Drug Use and Health (formerly the National Household 
Survey on Drug Abuse) is a Substance Abuse and Mental Health Services Administration 
(SAMSHA) database which measures drug use by people living in U.S. households. According 
to the first NSDUH report on Salvia divinorum, published by SAMHSA in February 2008, it is 
estimated that 1.8 million persons aged 12 or older used Salvia divinorum in their lifetime; 
756,000 used the drug in the past year. Use was more common among young adults (18 to 25 
years old), as opposed to older adults (> 26 years of age). Young adults were three times more 
likely than youth aged 12 to 17 to have used Salvia divinorum in the past year. Males aged 12 to 
17 were three times more likely to use Salvia divinorum than females, while males ages 18 to 25 
were four times more likely to use the drug. 

A National Institute on Drug Abuse-funded study conducted by the University of 
Michigan, Monitoring the Future, measures prevalence of drug use among eighth, tenth, and 
twelfth graders. Data for Salvia divinorum is not collected in this study. 

The National Forensic Laboratory Information System (NFLIS)/System to Retrieve 
Information' from Drug Evidence (STRIDE) is a DEA database that collects scientifically 
verified data on analyzed samples in state and local forensic labs. It also includes data from 
STRIDE, which are analyzed samples from DEA labs. The following table shows Salvia 
divinorum items seized from 2000 through 2008. 

ANAL YZED SAL VIA DIVINORUM or SAL VINORIN A SEIZURES 
(Number of Items/Exhibitsl 

SOURCE 2000 2001 2002 2003 
NFLIS-

0 0 0 0 StatelLocal I 
STRIDE z 0 0 1 1 
TOTAL 0 0 1 

Data Source: NFLIS & STRIDE, 2008 data queried 11124/2008 
I NFLIS reported items of salvinorin A 
2 STRIDE reported items of Salvia divinorum. 

"Includes only ~anlla .. y - September data i,!2008-

2004 

1 

1 
2 

2005 2006 2007 

8 12 12 

0 0 0 
8 12 12 

2008* 

32 

o 
32 

_.,., •• .,. ~ ~~& .. &W ~& .. ~..... ~& 

Schedule I and II substances which may be manufactured in the United States for legitimate 

DEA/OD/ODE 
2 

11125/2008 
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Salvia divinorum 
Drug Fact Sheet 

national scientific, medical and export needs, and for the maintenance of stocks. Salvia 
divinorum is not a controlled substance in the United States and does not have approved medical 
use; therefore, there is no production quota permitted by the Drug Enforcement Administration. 

IMS National Prescription Audit Plus™, a provider database managed by IMS 
America, estimates total U.S. dispensed prescriptions. Salvia divinorum is not reported in this 
database of prescription drugs. 

Another SAMSHA database, Drug Abuse Warning Network (DAWN), provides data on 
drug-related episodes reported by hospital emergency rooms (ERs). Salvia divinorum is not 
currently reported in either the DAWN emergency room or Medical Examiner (ME) database. 

For additional information contact ODE at 202-307-7183. 

DEA/OD/ODE 
3 

1 1 f')" f'){){)Q 
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Jocelyn Kula/HC-SC/GC/CA 

2010-08-1307:47 PM 

To Omar LockhatlHC-SC/GC/CA@HWC 

cc Andree Bernard/HC-SC/GC/CA@HWC, ·Christine 
Leckie/HC-SC/GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC, Ken 

bcc 

Subject Re: Fw: Salvia IAS[l] 

Right, and my point is that we hadn't charted a course in which all Inspectorate staff were being provided 
with an opportunity to provide comments; I am trying to find out exactly how this document got circulated 
t(};widely but suspect, as I said in my last message, that it was the HPFBI rep to the CSS WG being a bit 
keen and not informing us of his plans. 

Won't comment on the BZP lAS as there again, I did not know it had been circulated wider than the CSS 
WG. 

Clearly something I will have to take up with our HPFBI contact... ... 

As for your providing inputl accessing final lAS', I think we just have to come up with a process that works 
for all, and if you would like to propose something, I will be happy to consider it. I will tell you that I am not 
keen on our draft documents being posted in your database as then we get version control issues and 
potentially different HC staff (in different locations) referencing documents that are out of date. You can 
certainly post our final lAS' though as once they go through discussion by the CSS WG and are signed off 
by Diane, they are considered final and should not be changing in the future. 

Here is the one for BZP: 

.~ 
FINAL (signed) BZp·TFMPP lAS 2010-07-13.pdf 

Cheers 
Jocelyn 

PS Out of the office for two weeks of holiday/ business travel; feel free to send comments on the Salvia 
lAS to Stephanie Chandler. 

Jocelyn Kula 
Manager/ Gestionnaire 
Policy and Regulatory Affairs Division/ Division des politiques et affaires reglementaires 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Omar LockhatlHC-SC/GC/CA 

Omar LockhatlHC-SC/GC/CA 

2010-08-1307:38 PM To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc Richard PrevostlHC-SC/GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC, Andree 
Bernard/HC-SC/GC/CA@HWC, Christine 
Leckie/HC-SC/GC/CA@HWC, Ken 
Moore/HC-SC/GC/CA@HWC 
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Subject Re: Fw: Salvia IASIT! 

Thanks Jocelyn, it's odd, since a day prior to lan's email from MB, someone in BC also printed me a copy 
of this and left it outside my office. Then of course the next day I get the email from lan, which I fwd' on. 

I simply think that if all the Inspectorate staff are being given an opportunity to provide comments, then 
Controlled Substances staff in the regions should too. Something similar occurred with the Draft BZP 
lAS, which I also received through the inspectorate. IT! 

FYI- I would like to post in our database the final versions of the lAS' 8), is there a way for me to tap into 
these and post for Controlled Substances staff in the region? 

I appreciate the clarification and understand the intent was not to share with all at this time. Anyway, 
thanks again and enjoy your weekend. 

Omar Lockhat 
Manager, Western Canada 
Controlled Substances Program 
Compliance and Enforcement - Health Canada 
Tel: 604-666-8941 Fax: 604-666-5741 
Omar. Lockhat@hc-sc.gc.ca 

Jocelyn Kula/HC-SC/GC/CA 

Jocelyn Kula/HC-SC/GC/CA 

2010-08-1308:07 AM To Omar LockhatlHC-SC/GC/CA@HWC 

cc Andree Bernard/HC-SC/GC/CA@HWC, Christine 
Leckie/HC-SC/GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC, Ken 
Moore/HC-SC/GC/CA@HWC, Richard 
PrevostlHC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Daniel 
Galarneau/HC-SC/GC/CA@HWC 

Subject Re: Fw: Salvia IASffi] 

Hi Omar 

I am as confused as you are by the message below as while we have circulated our draft lAS on salvia to 
our Controlled Substances Scheduling Working Group (an interbranch working group that helps us with 
scheduling decision), and there is a rep from HPFBI on it, the WG itself has not yet met to discuss the lAS 
and I was not aware nor would I have said it was appropriate for the HPFBI to have circulated this 
document without asking us first. That said, I can only assume that the doc was circulated so that the 
HPFBI rep could be better informed at the CSS WG meeting next week. 

While it was our intention to circulate the lAS to the Controlled Substance Program inspectors in RAPB 
once it had been through the CSS WG, I suppose you are all free to provide input now that you have the 
document in hand. 

Please note that any comments should be addressed to Stephanie Chandler. 

Jocelyn 
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Jocelyn Kula 
Manager/ Gestionnaire 
Policy and Regulatory Affairs Division/ Division des politiques et affaires reglementaires 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 

Omar LockhatlHC-SC/GC/CA 

Ornar 
LockhatlHC-SC/GC/CA 

2010-08-11 03:56 PM 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

cc Christine Leckie/HC-SC/GC/CA@HWC, Andree 
Bernard/HC-SC/GC/CA@HWC, Richard 
PrevostlHC-SC/GC/CA@HWC, Ken 
Moore/HC-SC/GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC 

Subject Fw: Salvia lAS 

Hi Jocelyn, I was wondering if the Controlled Substances Program in the regions can also get on the OCS 
mailing list. Often we hear about these draft/final lAS' through our inspectorate colleagues, I am hopeful 
we can get this directly from our national office instead. 

Thanks, 

Omar Lockhat 
Manager, Western Canada 
Controlled Substances Program 
Compliance and Enforcement - Health Canada 
Tel: 604-666-8941 Fax: 604-666-5741 
Omar.Lockhat@hc-sc.gc.ca 

----- Forwarded by Ornar LockhatlHC-SC/GC/CA on 2010-08-11 12:50 PM ----

Ian Findlay/HC-SC/GC/CA 

2010-08-11 06:33 AM To Ornar LockhatlHC-SC/GC/CA@HWC 

FYI, 
Ian 

cc 

Subject Fw: Salvia lAS 

----- Forwarded by Ian Findlay/HC-SC/GC/CA on 11/08/2010 08:30 AM -----

Lisa StewartlHC-SC/GC/CA 

10108/201004:32 PM To Insp-MASA, Ian Findlay/HC-SC/GC/CA@HWC 

cc 

Subject Fw: Salvia lAS 
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• 
Below is the lAS document from OCS on Salvia .... let me know if you have any questions/comments by 
Aug 19 (Thurs). 

Thanks 
Lisa 

----- Forwarded by Lisa StewartlHC-SC/GC/CA on 2010-08-10 04:30 PM ----

Irshad Mulla/HC-SC/GC/CA 

2010-08-10 09:25 AM 

Hello DCVI-SC members, 

To Christine ZaczynskilHC-SC/GC/CA@HWC. Collin 
Pinto/HC-SC/GC/CA@HWC. Francine 
Menard/HC-SC/GC/CA@HWC. Ian 
Grimwood/HC-SC/GC/CA@HWC. Jean Saint 
Pierre/HC-SC/GC/CA@HWC. Justin 
Budgell/HC-SC/GC/CA@HWC. Kim 
Seeling/HC-SC/GC/CA@HWC. Lawrence 
Cheung/HC-SC/GC/CA@HWC. Marie 
LaSalie/HC-SC/GC/CA@HWC. Nicholas 
Shipley/HC-SC/GC/CA@HWC. Robyn 
Ewing/HC-SC/GC/CA@HWC. Yogesh 
Sharma/HC-SC/GC/CA@HWC. Mark 
TempestlHC-SC/GC/CA@HWC. Carolina 
Ulloa/HC-SC/GC/CA@HWC. Neeraj 
Pandey/HC-SC/GC/CA@HWC. Dina 
Aly/HC-SC/GC/CA@HWC. Cecilia 
Bong/HC-SC/GC/CA@HWC. Johanne 
Lussier/HC-SC/GC/CA@HWC. Lisa 
StewartlHC-SC/GC/CA@HWC 

cc 

Subject Fw: Salvia lAS 

Could you please provide me with comments on the document below by Thursday? 

OCS's recommendation is to not schedule Sa/via divinorum or its main active salvinorin A to the CDSA at 
this time. 

Draft Salvia Divinorum lAS_July 12 2010.doc 

Thank you, 
Irshad Mulla 
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Jocelyn Kula/HC-SC/GC/CA 

2010-08-1412:58 PM 

To Collin Pinto/HC-SC/GC/CA@HWC 

cc ·Irshad Mulla/HC-SC/GC/CA@HWC, 'Stephanie 
Chandler/HC-SC/GC/CA@HWC, Tiffany 
Thornton/HC-SC/GC/CA@HWC 

bcc 

Subject Re: Fw: Salvia IAS/El 

No worries Collin, and Irshad, certainly don't stop anyone from providing input. I think the issue here is 
that irrespective of what the process used with the BZP lAS was, I just wasn't aware that it was being 
followed for Salvia, and the way that I found out about it was because one of the CDSA inspectors got the 
lAS from one of the DSCIV members and then asked me why they had not received it directly. Just kind 
of put me in an awkward position. 

No matter, and now that we know how the HPFBllikes to get input, we are good. 

I too will not be at the next CSS WG meeting but Stephanie will be there to track the discussion and 
accept everyone's feedback. 

Cheers 
Jocelyn 
Sent by blackberry 

Jocelyn Kula 
Manager/ Gestionnaire 
Policy and Regulatory Affairs Division/ Division des politiques et affaires reglementaires 

Collin Pinto 

----- Original Message ----
From: Collin Pinto 
Sent: 2010-08-14 11:02 AM EDT 
To: Jocelyn Kula 
Cc: Irshad Mulla; Stephanie Chandler; Tiffany Thornton 
Subject: Re: Fw: Salvia lAS 

Hi Jocelyn 

s.16(2)(c) 

As Irshad is the SCDI representative I had asked him to share with the regions as this was the 
Inspectorate process followed for the draft BZP lAS. I have included the most recent invitation and note 
from the CSS WG below. Though perhaps the intent, it did not specify that the document was to be kept 
internal to the CSS-WG. I was aiming to have some preliminary feedback from the Inspectorate for 
discussion at the next meeting. My apologies if I jumped the gun and the intention was to review internally 
(CSS-WG) prior to distributing. As you noted, perhaps the process can be made more clear by including 
any temporary restrictions to sharing in the future. 

Please also note that I have delegated the next meeting to Irshad as I will be away on holidays this week. 

Irshad - can you kindly inform the regions that another draft/opportunity to review will be forthcoming and 
they may disregard my request to review at this time. 

Tiffany - are these the telecon coordinates? 
please forward to Irshad? 

My apologies for any headaches! 
Collin 

conference code If not, could you 
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In preparation for the next meeting, please find the attached the current draft of the lAS on Salvia for review. The 
agenda and the ROD from July will be send prior to the meeting. Should you have any further questions, please do not 
hesitate to contact me. 

[attachment "Draft Salvia Divinorum lAS_July 12 2010.doc" deleted by Jocelyn Kula/HC-SC/GC/CA] 

Thank you, 
Tiffany 
946-3590 

Jocelyn Kula!HC-SC/GC/CA 

Hi Irshad, 

Jocelyn Kula/HC-SC/GC/CA 

2010-08-13 08:35 PM To Irshad Mulla/HC-SC/GC/CA@HWC 

cc Collin Pinto/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC 

Subject Fw: Salvia lAS 

I am wondering if you can tell me how you obtained a copy of the draft lAS on salvia included in the 
message below? Just that our office is the author of the document and the only group to whom the 
document has been circulated yet is to our Controlled Substances Scheduling Working Group (CSS-WG), 
an inter-branch working group that helps with scheduling-related issues. Not that we don't welcome input 
from a cross-section of HPFBI employees, it just isn't part of our process to get that input at this point, as 
to us, the document is still what we would consider an internal draft, and we had intended to have it go 
through at least one round of discussion within the CSS-WG before circulating the document for wider 
input. 

In this regard, perhaps we can work together on a better process for this type of interaction in the future. 

That said, now that the document is out there, of course, we welcome any comments your committee may 
have. Any such comments can be directed to Stephanie Chandler, as she is the lead on this file in my 

. office. 

Regards 
Jocelyn 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires n3glementaires 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-08-13 07:48 PM -----

• ."7' 
Lisa StewartlHC-SC/GC/CA 

10108/201004:32 PM To Insp-MASA, Ian Findlay/HC-SC/GC/CA@HWC 
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, 

cc 

Subject Fw: Salvia lAS 

Below is the lAS document from OCS on Salvia .... let me know if you have any questions/comments by 
Aug 19 (Thurs). 

Thanks 
Lisa 

----- Forwarded by Lisa StewartlHC-SC/GC/CA on 2010-08-10 04:30 PM ----

Irshad Mulla/HC-SC/GC/CA 

2010-08-1009:25 AM 

Hello DCVI-SC members, 

To Christine Zaczynski/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC, Francine 
Menard/HC-SC/GC/CA@HWC, Ian 
Grimwood/HC-SC/GC/CA@HWC, Jean Saint 
Pierre/HC-SC/GC/CA@HWC, Justin 
Budgell/HC-SC/GC/CA@HWC, Kim 
Seeling/HC-SC/GC/CA@HWC, Lawrence 
Cheung/HC-SC/GC/CA@HWC, Marie 
LaSalle/HC-SC/GC/CA@HWC, Nicholas 
Shipley/HC-SC/GC/CA@HWC, Robyn 
Ewing/HC-SC/GC/CA@HWC, Yogesh 
Sharma/HC-SC/GC/CA@HWC, Mark 
TempestlHC-SC/GC/CA@HWC, Carolina 
Ulloa/HC-SC/GC/CA@HWC, Neeraj 
Pandey/HC-SC/GC/CA@HWC, Dina 
Aly/HC-SC/GC/CA@HWC, Cecilia 
Bong/HC-SC/GC/CA@HWC, Johanne 
Lussier/HC-SC/GC/CA@HWC, Lisa 
StewartlHC-SC/GC/CA@HWC 

cc 

Subject Fw: Salvia lAS 

Could you please provide me with comments on the document below by Thursday? 

OCS's recommendation is to not schedule Sa/via divinorum or its main active sa/vinorin A to the CDSA at 
this time. 

[attachment "Draft Salvia Divinorum lAS_July 12 2010.doc" deleted by Jocelyn Kula/HC-SC/GC/CA] 

Thank you, 
Irshad Mulla 
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.' 

Stephanie 
Chandler/HC-SC/GC/CA 

2010-08-1710:06AM 

To Daniel Galarneau/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: CSS-WG Meeting: August 18th 

----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-08-17 10:05 AM ----

Tiffany 
Thornton/HC-SC/GC/CA 

2010-08-1710:01 AM 

Hi everyone, 

To Bruna Brands/HC-SC/GC/CA@HWC, Colette 
Strnad/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC, Evelyn 
Soo/HC-SC/GC/CA@HWC, Hanan ~ 
Abramovici/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Robin 
Marles/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Suzanne 
qasjardins/HC-SC/GC/CA@HWQ. Tanja 
KalajdziclHC-SC/GC/CA@HWC, Tiana 
Branch/HC-SC/GC/CA@HWC, Irshad 
Mulla/HC-SC/GC/CA@HWC 

cc Isabel Shanahan/HC-SC/GC/CA@HWC, Laura 
Cooney/HC-SC/GC/CA@HWC, Valence 
Nebie/HC-SC/GC/CA@HWC 

Subject CSS-WG Meeting: August 18th 

Please find attached the draft agenda and ROD for your review in preparation for tomorrow's meeting 
'tL.ednesday August 18th 1 0-11'30am in Rm 40SA. 123 Slater. If you need to participate via 
teleconference please let me know prior to the meeting ( I will be out of the office from 8am-9:45 so please 
contact me today). 

Draft Agenda: 
1- Members' introduction 
2- Approval of Agenda 
3 - Approval of ROD from July 18th 1\ 

-4- Discussion on Salvia (Stephanie/lsrad/AII) 
/'5- Next steps i.e next meeting scheduled September 15, 2010 Rm 405A 

'(WI! 
:;;~ 

CSS-WG July 2{)1{) Meeting ROD_TBinput.doc 

Thank you, 
Tiffany 
----- Forwarded by Tiffany Thornton/HC-SC/GC/CA on 2010-08-17 09:42 AM ----

Calendar Entry 

Meeting 
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I Subject 11.-1 C_SS_-W_G_M_e_et--=ing=---___ ----, ___ -----'~ Chair ITiffanY"hor~t~n/HC-SC/GC/CAI 

Location 1123 Slater Rm 4051 

Starts 12010-08-18 Wed 1110:00 AM 
.. ' .', '.' 

Noroomsor 
When 1 hr 30 mins Reserved! resources have 

Ends 1201 0-08-18 Wed I 111 :30 AM Where 
• 

been reserved 

Invited The following invitees have been. invited ,'.' .. 

Bruna Brands/HC-SC/GC/CA@HWC, 
Colette Strnad/HC-SC/GC/CA@HWC, 
Collin Pinto/HC-SC/GC/CA@HWC, 
Evelyn Soo/HC-SC/GC/CA@HWC, 
Hanan 
Abramovici/HC-SC/GC/CA@HWC, 

Required (to) 
Jocelyn Kula/HC-SC/GC/CA@HWC, 
Robin Marles/HC-SC/GC/CA@HWC, 

Invitees Stephanie 
Chandler/HC-SC/~C/CA@HWC, 
Suzanne 
Desjardins/HC-SC/GC/CA@HWC, Tanja 
KalajdziclHC-SC/GC/CA@HWC, Tiana 

" 
Branch/HC-SC/GC/CA@HWC 

Optional (cc) 
Isabel Shanahan/HC-SC/GC/CA@HWC, I 
Laura Cooney/HC-SC/GC/CA@HWC 

I Description 

In preparation for the next meeting, please find the attached the current draft of the lAS on Salvia for review. The 
agenda and the ROD from July will be send prior to the meeting. Should you have any further questions, please do not 
hesitate to contact me. 

~ 
Draft SalVia Divinorum lAS_July 12 20l0.doc 

Thank you, 
Tiffany 
946-3590 

I Your Notes 
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PrOleeledB 
Draft 

Record of Discussion (ROD) 
Controlled Substances Scheduling (CSS) Working Group Meeting 

Thursday July 15, 2010, 10-11:00am 
123 Slater Street, Rm 505A 

Present: 

• Suzanne Desjardins, Office of Drugs 
and Alcohol Research and 
Surveillance (ODARS), Controlled 
Substances and Tobacco Directorate 
(CSTD), Healthy Environments 
Consumer Safety Branch (HECSB) 
(Chair) 

• Bruna Brands, ODARS, CSTD, 
HECSB via phone 

• Tanja Kalajdzic, Marketed 
Pharmaceuticals & Medical Devices 
Division, Marketed Health Products 
Directorate, Health Products and 
Food Branch (HPFB) 

• Colette Strnad, Office of Science, 
Therapeutic Products Directorate 
(TPD), HPFB via phone 

• Cathy Petersen, Bureau of 
Cardiology, Allergy and Neurological 
Sciences, TPD, HPFB 

• Korian Soumano, Bureau of 
Cardiology, Allergy and Neurological 
Sciences, TPD, HPFB 

• Tiana Branch, OCS, CSTD, HECSB 

• Nathan J Isotalo, OCS, CSTD, 
HECSB 

• Secretariat- Tiffany Thornton, 
ODARS, CSTD, HECSB 

• Denis Arsenault, OCS, CSTD, HECSB 

• Collin Pinto, Drug Compliance, 
Verification and Investigation Unit, 
Health Products and Food Branch 
Inspectorate (HPFBI) 

Regrets: 

• Robin Maries, Bureau of Clinical Trials 
and Health Sciences, Natural Health 
Products Directorate (NHPD), HPFB 

• Hanan Abromovici, ODARS, CSTD, 
HECBS 

• JoceJyn Kula, OCS, CSTD, HECSB 

• Evelyn Soo, OCS, CSTD, HECSB 
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1. Welcome & Introductions 
Suzanne welcomed the working group members and invited guests Cathy Petersen and 
Konan Soumano from the TPD. 

2. Approval of Agenda Items 
~ Agenda approved. 

3. Approval of ROD from June, 2010 
The ROD for the June 16th meeting was approved. 

6. Next Steps 
The next meeting scheduled for August 18th from 10-11 :30am in Rm 405A. The CSS
WG will discuss the IAS on Salvia. 
Actions: 

~ Tiffany to circulate the updated lAS on Salvia along with the invitation, agenda 
and ROD for the next meeting. 

001087 

s.21(1)(a) 
s.21(1)(b) 



Issue Analysis Summary DRAFT 

Scheduling Salvia Divinorum .al14f()~~(lly~()~iIlAll114~ttll.~GP~A 

Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate 

CONTENTS 

I. APPROVALS 
2. ISSUE 
3. PURPOSE 
4. CONTEXT 
5. ASSESSMENT OF RISKS AND BENEFITS 
6. IDENTIFICATION AND ANALYSIS OF OPTIONS 
7. CONSID ERA TIONS 
8. RECOMMENDA TION(S) 
9. CONSULTATIONS 
10. IMPLEMENTATION AND EVALUATION. . 

July 12,1Qlo . 

, ..... " ........... " ..... "'. ______ " '" ~ ~"~,, ~ ~ ~ "'''''' " " "=,,,,"" "" '" 0:-"'''''''''='''''' "'"""=="""" ,,- -""" === =" == == ==:=======~ =,, _____ '" 

1. APPROVALS 

This Issue Analysis Summary is approved. 

Diane Allan, Director 
Office of Controlled Substances 
Tobacco and Drugs Directorate 

[DD/MM/20 101 

_2. __ ISSUE 

,I:Iealth Can!l~a ha.sre.ceiy~da. numbl:lro[eIlquities. fro.Ol. "ariollsl1l11nicip~li.ties.atld ml:lOl.~t!rs of .. 
the public asking why Health Canada has not taken steps to control the availability of S. 
divinorum. and/()r its .00ainacti 'Ie ingre<li~nt sahrinorin:!\Lneitherof \'ihi.ch are. c.u!!,eIltly reglllati;!d 
under the Controlled Drugs and Substances Act (CDSA) .• These regllests~refurth~r.~o.rep()rtsu 
from scientific and media sources suggesting that S. divinorum is being used by adolescents and 
young adults specifically for its hallucinogenic properties. Health Canada has also noted an 
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( Fonnatted: Font: Not Italic 
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EVALUATION, 

~ I Deleted: <sp> 

Fonnatted: Bullets and 
Numbering 

Deleted: In Canada. neither the 
herb Salvia divinorum (S. 
divinorum) nor its main active 
ingredient, salvinorin A, are 
regulated under the Controlled 
Drugs and Substances Act 

" (CDSA). 
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ongoing media interest regarding the availability of S. divinorum in Canada. 

1.,1, ... PURPOSE { Deleted::z 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 

to one of the Schedule~ 1Q.Jlle <::Pf:iJ\., ~1l~.4~tel1I1iIle. 'h'lletl1(!~ '!?11~ .or .. b()t1l: .sllolll<tt>e. r~gul~te(t liS. H -<: {;=I)~e=leted=:=o=f ========< 
controlled substances 10 Canada. ..{ Deleted: or not they 

I :!t ....... ~()~'fEX;'L 
Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stems. I 

( Deleted: 3 

S. divinorum is widely touted as a "legal" J'l~lIucillog.ell.oI.1.tl1eJl1te.fIle!~.aJ1<il1~.also)e.ell.rep()rte.d.// 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 

Deleted: alternative to street 
drugs 

sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops..% lliternative .Iife. .style .s~~re.s~ etc~ ..... . 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as controlled substances. This 
lec.ol1l!llen411tiol1 ,,""-as l1l11int~iIle<i. \Vhe.ll the.. Ii\S \\1~. uP<lllte<iiIl N ()ve.l11b.er ~{)06~ .... 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation ofa Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products.\VolM c()llstitllte aJ:'ype 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 

I u.s. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(l0): 1634-9. 
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Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 

Deleted: the Inspectorate of 
HPFB( 

Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 

J:lPF'B~ t~discu~s:r "ivJno,"-u1tl~ _ J{I>.FI3I\V8:S t()4t:tl!l11liIle_al'l'rop~J~t~ _c()rnpli~ct:a(:tivities_ 
regarding S. divinorum and consult.with the Canada Border Services Agenc)' (CBSA)Jegarding 
the movement of products containing-S.-"di~ino;u~-j~t~:~~~Co~i-~(G~nada~-n:__ -- __ m m\ (i=De=leted==:.;,,)======< 
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the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to --\ ... -.\:-. substance based on its Health 
, -. ' .. \ Hazard Classification. 

explore the possibility of scheduling this substance under the CDSA.\, -. .. -. .. >=========< 
,:-. -.. '-. '-. [ Deleted: heck 

In September 2008,.theJ)irect()r(}~~erals ()fI.)SC:~[)) MlIJ>[)) IPPatlcl_the l-IPF.13I,agr~edJhat _ __ _ :::\ .. -. ?=De~leted~:~t~o =~~==< 
media lines andJll1"It'.sY()llrHea1th"articleoIl.5'.-"Mn(),"-u'!'_\¥()1l1d._b~prel't\fe(L _ __________ _____\ 'i:.... ~~~=.:ndetennine ifany further 

':,.', ' , ' Deleted: shipments was available 
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':\:, '\I Deleted: DP 

----', ::: ',::' Deleted: to discuss what was 

: \ ::" :'\ known about S. divinorum from a 
The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of ': ~I ':': -.:: regulatory perspective and to reach 

health products offered for sale in Canada, including drugs and medical devices. Prior to being :, \ '::, '-.-.. a consensus on the next steps. It 
" ',: ',', ',' was detennined 

given market authorization, a manufacturer must present substantive scientific evidence that;.a__ :~:.',:, -"( 
productjs~af~Gffic<tci()lls_ <trl(lof.high'ltIality~ __ f.()rcifllgs!_l-I~a.lt_h_ <::_~a4<treyit:\V~this______ _ ___ -::y, \\;,::':," Deleted: T 

information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued \:':", ',', 
and appropriate Drug Identification Numbers (DINs) are assigned. \',,:,;:,,::' 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, \\:,\:,-': 
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Deleted: upon approach for 

:, sold or represented for use in:\:-." '-.,:;: subsequent steps. It was decided 

(a) the diagnosis, treatment, mitigation or prevention ofa disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of Ji!W .2~ 1_0) iqs_ illegal t~rnar~e_t §. divil1lJr1l111wlteIl_ itjsr~presellte_d_llS a 
drug. 
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~t<>M~~~~~ 
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the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

restoring or correcting organic functions in humans; or 

modifying organic functions in humans, such as modifying those functions in a marmer 
that maintains or promotes health. 

f
The substance component refers to whether the product or medicinal ingredient therein is safe for 
consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. To be considered a NHP(JlO direcj health claims 
need to be made regarding the substance. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a modification of an organic function. 
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The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CD SA. 
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The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDS A it should be placed, Health Canada considers the following factors: 

Jntern~!io.nal.re.qll~r~ltlel1t~.~n.~.~r~l1d~i.n.th~ .. c~l1troA.aI11!gr~ch~dulil1g.oKth~.~~b.stan(;e.; .... *-____ .<,·'l>=D=e=leted==:=,=, ======< 

Chemical and/or pharmacological similarity to substances listed in the Schedules to the Formatted: Bullets and 
CDSA; ~N_u_m_~_r_in~g __________ -J 

• Legitimate use of the substance, including therapeutic, scientific, industrial Of commercial 
uses; 

• Potential for abuse and/or addiction liability of the substance; 

• Evidence of extent of actual abuse of the substance in Canada and internationally; and 

• Risk to personal and public health and safety. 

.:!-~,.1. ,Il1t~r.n~ti()n.al.R~guirel11~!1t~ .. ~dT.!:e!1~s.il1.th.~.~<?l1t~()I.al1<!1(}f S .. che.dlll!l1g.<?fth~ .. S .. u~~t!ln(!!;.\\, 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United \1\, ''., 

Nations Drug Control Conventions and therefore do not have to be regulated as controlled '(::::, '., 
substances in any of the countries (including Canada) that are signatories to these !4>!1"e!1ti()l1s~. \:,:\'." 

~~ W 
~, '\ 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Although both S. divinorum and salvinorin A are listed in 
Schedule 9 of Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the 
basis of "high potential for abuse and risk to public health and safety", no substantiation ofthis 
risk was provided at the time of this scheduling decision.3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 
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peyote cactus.5 

./ Denmark 

In 2003, Denmark added.~:4il!!fl(}!lltrl,~Ildsal~il1o,rin,AJ:o,tJ1(!ir,list,()f"category,I3,",cgtlt!'<>ll(!d 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

; Germany 

S. divinorum (plant and plant parts) was added to Appendix I ofthe Narcotics Act in Germany on 
March I, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

-" Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11,2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupe/acenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
~(!yotl4,~t!dic~ltreatl1lent()r,re,se,ar~ltPllI'Q()s(!s~,\ViIJl>e,subJ(!ctto,lIPt()the,Y(!ar,s 
imprisonment or a fine of up to five million yen. 

v Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
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Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 
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possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 
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Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession ofthe active chemical ingredient in the hallucinogenic plant S, 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and if) it is recognized by the Food and 
Drug Administration as a homeopathic drug . 
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The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wormwood) and Cannabis sativa. Salvinorin 
A is considered by some as the most potent natural hallucinogen ever isolated.6 

-- '\\ legal implications., 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a way that is quite unique.7 Recent pharmacological screenings of receptors have found it to 
be a highly potent and selective K-opioid receptor (KOR) agonist.8 

'\ 
\", Deleted: 3 

• ' ( Formatted: Underline 

Formatted: Underline 

Deleted: Chemical and 
Phannacological Similaritv to 
Other Substances Listed in the 
CDS A 

.. - - - - - - __ - - - - - _.. • - - - - - __ 0. _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ ________ ~. - --
{ Formatted: English (canada) 

Formatted: Normal, Tabs: Not 
at 1.27 em + 2.54 em 

The use of S. divinorum or salvinorin A can lead to a number of effects with variable onset and .. --
duration. These effects are generally accepted to be: sensation of becoming an object, visions of 
various two-dimensional surfaces, films and membranes, revisiting places of the past 
(particularly childhood), perceived loss of the body and/or identity, various sensations of motion 
(being pulled or twisted by a force 'of some kind), uncontrollable hysterical laughter, and 
overlapping realities (perceptions of being in more than one place).9 Laughter, happiness, sense 
of well-being and dissociative effects were deemed the best aspects of S. divinorum by users, 
second only to the "trip" that the drug elicits. lo Depersonalization, speaking gibberish, widening 
of consciousness and subjective illusions of rapid movement, flying or hovering have also been 

6 Ott J. Ethnopharmacognosy and human pharmacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.orglott2.htrnl 

7 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
8 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Nat! Acad Sci USA. 2002 Sep 
3;99(18):11934-9. 
9 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 Jun;43( 1 ):53-
6. 
10 GonzaIez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only weak 
influence on the prevailing mood ofthe user which differentiates it from other hallucinogens 
such as LSD and psilocybin. IS Its strong dissociative effects are often compared to those of 
ketamine. Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 16 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience ~q\litellIliqu_e.17 _ __________________________ _ __________ _ 
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regarding changes in perception and somatic sensations. S. divinorum causes an unusually high 
degree of sedation, weakness and fatigue, while the increased de-realization is not commonly 
reported for classical psychedelics. 18 The combination ofthese effects seems to correlate with 
that of other KOR agonists such as pentazocine. 19 
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II Biicheler R, Gleiter CH, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38( I): 1-5 and Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43(1 ):53-6. 
14 Biicheler R, Gleiter CH, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1): 1-5. 
15 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
16 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
17 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6 and Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
18 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
19 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns ofthe Spanish version of the 49-item 
short fonn of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
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fo~;P v'-' ~:--(IU~,tfiUL.P:J£tJ~t!fI::J:::}:7tion 
Indians in Oaxaca, Mexico,20 where an infusion of the leaves or the leaves themselves are ~ 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling ofthe 711,,0 ~ MA J .~A 
stomach.21 Its main use today is, however, for its psychoactive properties in the aid of producing a: """IV IWU 

"mystical" or hallucinogenic experiences as part of spiritual rituals.22 ~~jCt). 
Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use.23 In addition, while~t.h~ ~e.eIl.spe~1lIat~d..thlltJ(9Rag()Ilists. . __ 
may prove to be useful in the treatment of certain psychiatric disorders including Alzheimer's 
disease, schizophrenia, dementia and bipolar disorder,,2~llcl11110.rer€!sear~h isneed.e~itlord€!r ... 
to substantiate these hypotheses. SimilarlY,,enother study has suggested that chemical analogues . 
of salvin orin A may be a useful treatment for thoses~iferi~g-from addi~tion·t(;other········' 
substances,zs That said, there are presently no legitimate medical uses for S. divinorum in 
Canada. 
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euphoria produced by bl-opioid receptor (MORlag()tlists,.KQ~agol1is.ts .are Ilegll~iy.el)' .. 
reinforcing and aversive.26 In addition, KOR agonists have analgesic properties but are not 

20 Gonzalez 0, Riba 1, Bouso lC, Gomez-larabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
21 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327/0 IlMunr02006thesis.pdf February 2007. 
22 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
23 Barker RL, Fawcett 1, Barkin S1. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and TidgeweU et al., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
24 Sheffler 01 & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
25 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. 1 Nat Prod. 2009 Mar 27;72(3):581-7. 
26 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger 1 (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomica1 and neurochemical substrates. Ann N Y Acad Sci. 1992 lun 
28;654:347-56. 
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associated with respiratory depression like MOR agonists . ....FiIl~ly,~~I:til~eNQ~~~g()nis!s~iIl~r~~t;_~~~.~~~ 
the release of dopamine, the activation ofKOR decreases dopamine release in the nucleus . 
accumbens.28 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. 

Traditional uses generally produce mild effects because the leaves are rolled and chewed or crushed 
and prepared as a foamy infusion whereby the salvinorin A is degraded in the gastrointestinal system 
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Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) are the quickest and most intense.3o Salvinorin A can be 
isolated from the plant to make a powder which can be vaporized and inhaled .• II:te~()tlse(or 
effects felt from vaporizing salvinorin A powder occurs in about 30 seconds and effects last for 
about 5-10 minutes and then subside over the next 30 minutes.3l 

Smoking is by far the most popular method of administration32 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A. A concentrated extract can also be used 
sub lingually. Neither S. divinorum nor salvinorin A can b(;jnj~l:te(t~e~~us.eJl1eJ)()\V<i\erisH 
insoluble in water.33 

28 Gustein HB & Aldl H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo IS and Parker KL (editors). McGraw-Hili, New York, USA, 2006, pp. 547-
590. 
29 Siebert 01. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
lun;43( 1 ):53-6. 
JOWolowich WR, Perkins AM, Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
31 Siebert 01. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
32 Gonzalez 0, Riba 1, Bouso lC, Gomez-larabo G, 8arbanoj M1. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
33 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 lul-Sep;26(3):277-83. 
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There is significant grade variation, with Salvia divi~orum use most likely among 11 th 

graders (8.6%) and Ith graders (8.4%); and 
There are significant regional variations, with students in Northern Ontario (9.2%) most 
likely to use Salvia divinorum. 
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samples seized by law enforcement, as shown in the following table .. __ 
---- ------- ------------ ------_ ..... -

NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Yeal;, Count 
2006 <) 

2007 8 
2008 1. 
2009 ~O 

7010 (as of May 7) 8 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States ~prllgEnfo1"ct!t:neIlti\gel?-t:y ____ 
(D EA) database~ that collec\._ s~ielltifi~all)' verifie~ Aat8: _011 atlaly:zed_ ~~l'le~ _in_ statt!atl<llocal 
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divinorum products that were seized from 2000 through to 2009. 

ANALYZED SALVIA DIVINORUM orSALVINORIN A SEIZURES 

(Number ofJtems/Exhibits) 
Source 2000 200t 2002 2003 2004 2005 2006 2007 2008 2009* 
NFLIS- 0 0 0 0 1 8 12 12 70 34 

State/Local1 

STRIDE2 0 0 1 1 1 0 0 0 N/A N/A 
TOTAL 0 0 1 1 2 8 12 12 70 34 

Data Source: NFLIS & STRIDE, 2008 data queried 11124/08, updated 06/10/2010 
I NFLIS reported seizures of Sa/via divinorum and/or salvinorin A 
2 STRIDE reported items of~a/l!ia_divJno11lrn: _____ - ------------- " -------- ------------ ------ ----
* Includes only January - May data in 2009. 

'f____ . ___ .___ _ __ .__ _ _________________ _ 

It is difficult to determine the extent of actual abuse of S. divinorum in Canada or elsewhere as 
there appear to be inconsistencies in the literature regarding risk aversion. For example, one 
author states: "Many who have used salvinorin A find the experience extremely unnerving, 
frightening and overly intense and most have no desire to repeat the experience.,,44 However, 
another study suggested that this is not the experience of all recreational users of S. divinorum.45 

Over eighty percent of users surveyed on a web-based questionnaire about their S. divinorum use 
said that they would probably or definitely use S. divinorum again.46 Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 

45 Gonzalez D, Riba J, Bouso Je, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Bilcheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharrnacopsychiatry. 2005 
Jan;38( 1): 1-5, and Valdes LJ 3rd. Salvia divinorurn and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
46 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
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A handful of case reports regarding 
the use of S. divinorum have been 
published in the academic 
literature. One report was an 
international case report in which a 
young man ( 19 years of age) 
described his perceptions after 
inhaling smoke from S. divinorum. 
The peak psychotropic effects, 

including prickling of the skin, 
fever-like hot flashes, muscular 
tremor, and depersonalization, were 
reached in less than five minutes 
after inhalation of an unknown 
amount of smoke from burning 
dried leaves.4I Another report 
involved a 15-year-old male who 
presented to psychiatric emergency 
services with acute onset of 
paranoia, deja vu, blunted affect, 
difficulties in thought processing 
and slowed speech after smoking 
Salvia divinorum over an unknown 
period of time. During his 
hospitalization all symptoms 
improved significantly except the 
feeling of deja vu, Based on this 
case presentation, the author 
suggested that the feelings of deja 
vu may be a long-tenn effect of S. 
divinorum use." However, given 
that this is the only case report in 
which deja vu was associated with 
the use of S. divinorum, more 
reports are needed to substantiate 
this finding.1[ 
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In addition to the above-mentioned 
reports, in 2006, a case was 
reported in the U.S. in which a~ 
17-year-old boy committed suicide 
after smoking S. divinorum for an 
unknown period of time." CI7f 



experience, persisting negative effects (most often anxiety),47 sweating, chills, increased diuresis, 
impaired vigilance,48 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 
d 49 

rug. L Deleted: However, it is difficult 
to determine the influence these 
effects have on the use of S. 
divinorum. 
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However, there are no available statistics that indicate there has been a significant increase in S. 'l=De=leted=~: =in====="" 

divinorum use in the Canadian population and, in comparison to the use of other drugs such as '{ Deleted: in Canada 

alcohol and cannabis, the actual use of S. divinorum is quite low. 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. Users may get up and walk around without apparent 
awareness of their movements, behaviour or surroundings, and distinction between self and 
surroundings is often lost. At doses greater than 1 mg of salvinorin A, out of body experiences 
are frequent and loss of consciousness has been reported.50 There is little infonnation regarding 
the social behaviours of persons under the influence of S. divinorum products, and what risks 
their activities such as operating a motorized vehicle may pose to the general public. There is 
also very little data regarding the toxicity, teratogenicity or other J<?t1g~teI1l1, ~ffects, ,of.s'~ __ m __ n /{,-De_leted __ : _an_d ____ ~ 
divinorum use.51 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding the use of S. divinorum have been published in the academic 
literature. One report was an international case report in which a young man (19 years of age) 
described his perceptions after inhaling smoke from S. divinorum. The peak psychotropic 
effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves. 52 Another report involved a IS-year-old male who presented 

47 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
48 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
49 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
50 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1):53-6. 
51 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun;73: \039-1046. 
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to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term eifect of S. divinorum use. 53 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period of time. 54 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule L controlled substance along with other hallucinogenic substances'&H_ 
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out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products ... '\ 
contained unidentified adulterants (i.e. vitamin E, caffeine). ':,,-..::, 
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9. CONSULT A TIONS 

The Drug Analysis Services WAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that though S. divinorum is 
readily available, it does not appear to pose a threat to public safety. 
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OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products that modify organic functions can be refused for import under the NHPRLu __ ... / ... { Formatted: Font: Not Bold 
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Schedule I controlled substances in that state. This bill was later amended to 
make possession of S. divino rum an infraction, a minor crime punishable by a 
maximum $25 fine. A third possession offence would be charged as a 
misdemeanor. There are no separate penalties for manufacturing or sales. This bill 
includes two exemptions. One permits 
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. The new law came into effect on December 1, 2009. 
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The various modes of administration of S. divinorum lead to the variable onset and 
duration of its effects. These effects are generally accepted to be: sensation of becoming 
an object, visions of various two-dimensional surfaces, films and membranes, revisiting 
places of the past (particularly childhood), perceived loss of the body and/or identity, 
various sensations of motion (being pulled or twisted by a force of some kind), 
uncontrollable hysterical laughter, and overlapping realities (perceptions of being in more 
than one place). I Laughter, happiness, sense of well-being and dissociative effects were 
deemed the best aspects of S. divinorum by users, second only to the "trip" that the drug 
elicits.2 Depersonalization, speaking gibberish, widening of consciousness and subjective 
illusions of rapid movement, flying or hovering have also been reported.3 
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More controlled systematic research in this area is needed. 

Page 12: [5) Deleted STCHANDL 2010-07-05 1:38:00 PM 

Another aspect of the S. divinorum abuse potential stems from its availability. As 
previously mentioned, it is widely available for purchase on the Internet through drug 
promotional sites and it is also sold in various "head shops" and comer stores. In 
addition, the potential for high yields and ease of extraction may make buying and selling 
this substance quite affordable and attractive. Originally, t 
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It is also believed to be easier to obtain salvinorin A than to extract LSD or produce PCP 
derivatives.4 
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I Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
2 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of 
Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
3 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum 
(Diviner'S Sage). Pharmacopsychiatry. 2005 Jan;38(1): 1-5 and Siebert OJ. Salvia divinorum and salvinorin 
A: new pharmacologic findings. J Ethnopharmacol. 1994 Jun;43(1):53-6. 
4 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum 
(Diviner'S Sage). Pharmacopsychiatry. 2005 Jan;38(l): 1-5. 
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A handful of case reports regarding the use of S. divinorum have been published in the 
academic literature. One report was an international case report in which a young man 
(19 years of age) described his perceptions after inhaling smoke from S. divinorum. The 
peak psychotropic effects, including prickling of the skin, fever-like hot flashes, muscular 
tremor, and depersonalization, were reached in less than five minutes after inhalation of 
an unknown amount of smoke from burning dried leaves.5 Another report involved a 15-
year-old male who presented to psychiatric emergency services with acute onset of 
paranoia, deja vu, blunted affect, difficulties in thought processing and slowed speech 
after smoking Salvia divinorum over an unknown period of time. During his 
hospitalization all symptoms improved significantly except the feeling of deja vu. Based 
on this case presentation, the author suggested that the feelings of deja vu may be a long
term effect of S. divinorum use.6 However, given that this is the only case report in which 
deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in 
which a 

17-year-old boy committed suicide after smoking S. divinorum for an unknown period of 
time.7 

It should be noted that alcohol and general depression were the main confounders in this 
case. 

After this case was reported, the state of Delaware passed a law which classified S. 
divino rum as 

a Schedule I controlled substance along with other hallucinogenic substances. 

6 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102,823-824. 
7 http://www.kvbc.comlGlobaVstory.asp?S=4893692 
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Hi everyone, 

Please find attached the draft agenda and ROD for your review in preparation for tomorrow's meeting 
Wednesday August 18th 10-11 :30am in Rm 405A, 123 Slater. If you need to participate via 
teleconference please let me know prior to the meeting ( I will be out of the office from 8am-9:45 so please 
contact me today)" 

Draft Agenda: 
1- Members' introduction 
2- Approval of Agenda 
3 - Approval of ROD from July 18th 
4- Discussion on Salvia (Stephanie/lsrad/AII) 
5- Next steps i.e next meeting scheduled September 15, 2010 Rm 405A 
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.. Branch/HC-SC/GC/CA@HWC 

I Categorize 

In preparation for the next meeting, please find the attached the current draft of the lAS on Salvia for review. The 
agenda and the ROD from July will be send prior to the meeting. Should you have any further questions, please do not 
hesitate to contact me. 

Draft Salvia Divinorum lAS_July 12 2010.doc 

Thank you, 
Tiffany 
946-3590 
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Issue Analysis Summary 

Scheduling Salvia Divinorum and/or Salvinorin A under the CDSA 

Policy and Regulatory Affairs Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate 
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1. APPROVALS 

This Issue Analysis Summary is approved. 

Diane Allan, Director 
Office of Controlled Substances 
Tobacco and Drugs Directorate 

[DDIMM/20 I 0] 

2. ISSUE 

July 12.2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of S. 
divinorum and/or its main active ingredient salvinorin A, neither of which are currently regulated 
under the Controlled Drugs and Substances Act (CDSA). These requests are further to reports 
from scientific and media sources suggesting that S. divinorum is being used by adolescents and 
young adults specifically for its hallucinogenic properties. Health Canada has also noted an 
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ongoing media interest regarding the availability of S. divinorum in Canada. 

3. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules to the CDSA, and determine whether one or both should be regulated as 
controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stems. I 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults? While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as controlled substances. This 
recommendation was maintained when the lAS was updated in November 2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
IT Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(1 0): 1634-9. 
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Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

·Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 
HPFBI to discuss S. divinorum. HPFBI was to determine appropriate compliance activities 
regarding S. divinorum and consult with the Canada Border Services Agency (CBSA) regarding 
the movement of products containing S. divinorum into and out of Canada. 

On September 13, 2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals of DSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that a 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of July 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 

3 
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4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product NUIilber (NPN), or, in the case of a homeopathic medicine, 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada further to a natural health product 
monograph or submission of other evidence of safety and efficacy. The NHPR also require that 
all manufacturers, packagers, labelers, and importers be licensed which in tum requires the 
presence of procedures respecting distribution records, product recalls, product handling, storage 
and delivery, and manufacturing practices. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
Ill: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to whether the product or medicinal ingredient therein is safe for 
consideration as an over-the-counter product, can be available for self-care and self-selection, 
and does not require a prescription to be sold. To be considered a NHP, no direct health claims 
need to be made regarding the substance. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a modification of an organic function. 
Therefore products containing it meet the definition of a NHP. 

As of July 2010, no products containing S. divinorum have been reviewed and approved by 
Health Canada and no NPNs or DIN-HMs have been issued. Therefore sales of S. divinorum are 
illegal under the NHPR if it is represented for use as a hallucinogen or if other health claims in 
regards to modifying organic functions are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 
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The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In detennining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDS A it should be placed, Health Canada considers the following factors: 

• International requirements and trends in the control and/or scheduling of the substance; 
• Chemical and/or phannacological similarity to substances listed in the Schedules to the 

CDS A; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability of the substance; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling of the Substance 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Although both S. divinorum and salvinorin A are listed in 
Schedule 9 of Australia's Standard for the Unifonn Scheduling of Drugs and Poisons on the 
basis of "high potential for abuse and risk to public health and safety", no substantiation of this 
risk was provided at the time of this scheduling decision.3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.'.4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 

3 http://www.tga.gov.auindpsc/record/rr200ii \.pdf 
4 http://www.cognitiveiiberty.orglnews/saivia _ austraiia.htrn 
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peyote cactus.s 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11,2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 PSicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 

http://eldd.emcdda.europa.eulhtmJ.cfinlindex5176EN.html?pluginMethod=eldd.shownewsdetails&id=20/12/2006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%2Oand%20khat 
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possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern" which has no legal implications. In addition, some individual states have 
implemented laws restricting its use, sale and/or distribution. As of July 20 I 0, a number of states 
have enacted legislation placing regulatory controls on S. divinorum and/or salvinorin A 
including Delaware, Georgia, Florida, Hawaii, Illinois, Kansas, Kentucky, Maryland, 
Mississippi, Missouri, Nebraska, North Dakota, Ohio, Oklahoma, South Dakota, Wisconsin, 
Virginia, California, Louisiana, Maine, North Carolina, and Tennessee. More details regarding 
the regulation of S. divinorum in these last five states are provided below. 

California 

As of January 1,2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1, 2009, the North Carolina State Legislature brought a new law into force 
which made Salvia divinorum and salvinorin A illegal. The only legal S. divinorum 
activities are the growing for aesthetic, landscaping, or decorative pUIposes or university
affiliated medical or pharmacological research. 

7 

001119 



Tennessee 

On July I, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and if) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances Wstedin the~ch~dules tothe 
CDSA 

i Deleted: 1 

The psychoactive ingredient in Salvia divinorum is the neoclerodane ditemene salvinorin A 
{need reference J. Other plants which contain psychotropic terpenoids are Artemisia absinthium 
(\Vonnw~od) and Cannabis sativa {reference needed). Salvinorin A is considered by some as 
~'mo~tPO~nL~atll1ilth~~h~~.~~~g~~._~y~~j~~~~~~~:~_._~. _ .. ________ 0._ .. _ .. _.,_ .. _ .. _______ .. _ .. _ .. ___ •. _.,_ .. _ ...... ___ .• _. _ .. ___ .. ____ ". _. -' - -' 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens f reference?}. Instead, 
the available'research suggests the psvchotropic effects of salvinorin A are mediated by its agonistic 
actions at K-opioid (KOR) receptor {ref}. Its mechanism of action is therefore unique v. 7 8 

The psychoactive effects of~· .. divillorwnyary inollset.anq durationand.in~lude.the.sensationof 
becoming an object, visions of various two-dimensional surfaces, films and membranes, 
revisiting places ofthe past (particularly childhood), perceived loss of the body and/or identity, 
various sensations of motion (being pulled or twisted by a force of some kind), uncontrollable 
hysterical laughter, and overlapping realities (perceptions of being in more than one place).9 
Laughter, happiness, sense of well-being and dissociative effects were deemed the ibeStasp~s~f 

6 Ott J. Ethnopharmacognosy and human pharmacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online, URL http://www.sagewisdom.org/ott2.html 

7 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
R Roth BL, Baner K, Westkaemper R, Siebert 0, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 
9 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 Jun;43( I ):53-
6. 
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S. divinorum by users, second only to the "trip" that the drug elicits. 10 Depersonalization, 
speaking gibberish, widening of consciousness and subjective illusions of rapid movement, 
flying or hovering have also been reported. II 

The psychomintetiq (psvchotomimetic) effects of S. divinorum closely resemble ~chizophreni~ 
symptoms induced by lysergic acid diethylamide (LSD) or phencyclidine (PCP). 12 Yet, it is said 
to have only weak influence on the prevailing mood of the user which differentiates it from other 
hallucinogens such as LSD and psilocybin. 13 Its strong dissociativ~effects are often compar(!d to, 
those ofketamine r reference needcd f. Users have reported that the psychedelic effects of S. 
divinorum were most similar to those caused by psilocybin mushrooms. 14 However, users 
familiar with the effects of other hallucinogens agree that despite certain similarities to classical 
hallucinogens, the visions and overall experience are quite unique. 15 

~ a~tion. the psychedelic effects of S. divinorum are similar to those of claSSical psychedelics 
I regardUlgchangeS mpetpeptiooandsomatic sensations {reference needed,} ,S.4ivillorum causes 

an~llSUally;mgb,~~gree 9r.~~~ioo. w~aknes~an?6 fati~,lw~~;~C?,~e4~~:~~~lj~i!~~j~ 
notcolllrtlonlyreported forclasstcalpsyched¢bcS;. The cotnllrilationof theseeffe9ts seems to 
cOITel~e witb, that oi,other KO~igonistssuchaSpentazocine.l~ 

4.2.3 Legitimate Use of the Substance, including Therapeutic, Scientific, Industrial or 
Commercial Uses 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico,18 where an infusion of the leaves or the leaves themselves are 

10 Gonzalez 0, Riba 1, Bouso JC, Gomez-Jarabo G, Ba~anoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
II Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 lan;38( I): 1-5 and Siebert 01. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43( 1 ):53-6. 
12 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 lan;38(1):1-5. 
13 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
lun;43( 1 ):53-6. 
14 Gonzalez 0, Riba 1, Bouso JC, Gomez-Jarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
15 Siebert 01. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
lun;43(1):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-larabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
16 Gonzalez 0, Riba 1, Bouso lC, Gomez-larabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
17 Arasteh K, Poudevida S, Farre M, Roset PN, Cami 1. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 19991un 1;55(1-2): 117-25. 
I~ Gonzalez 0, Riba 1, Bouso lC, Gomez-larabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 
stomach. 19 Its main use today is, however, for its ~sychoactivd properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rihmls.2o .... . ..... . 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use.21 In addition, while it has been speculated that KOR agonists 
may.):le useful in the treatment of certain psychiatric disorders including Alzheimer's disease, ............. - ... . .... "'22- . .. ..... ...... ... .....-
schizophrenia, dementia and bipolar disorder, much more research is needed in order to 
substantiate these hypotheses. Similarly, another study has suggested that chemical analogues of 
salvinorin A may be a useful treatment for those suffering from addiction to other substances.23 

That said, there are presently no legitimate medical uses for S. divinorum in Canada. 

Similarly, there are no known industrial or commercial u:ses for S. divinorum in Canada. tIne 
plant is;a:$emi4rlJ.picalperenmalthat can only gfowcmtdooci in a humidcliri1ate where itwiU 
not.etlOOUriter frost~ Most websites offering S. divinorum cuttings and seeds for sale appear to do 
so in the context of growing the plantJor"recreational".pumose~ratherthan out of horticultural 
interest or for its esthetic appeal. 

4.2.4 Potential for Abuse and/or Addiction Liability of the Substance 

i~VirlQfUiJt;is·apo~~~etecttV'e~oiU$t)offti¥~~pi9i!t~~~3j'(i{.ORj.1ii1d"i~~~nlr~f'fO& 
. rPJi . ;.;~~~t9pi~i~~~~~ ~a!o . . .-. "a~yDili~aJ;e 

~lvei)nw . .... ...!R. . ..... es but 

··.~~~th=~~ttQti;~e~~~~1:~2!~~OniSt$ 

19 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.auiarchive/00002327 10 IlMunro2006thesis.pdf February 2007. 
20 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
21 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
22 Sheffier OJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
23 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
24 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann N Y Acad Sci. 1992 Jun 
28;654:347-56. 
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nucleus accumbens.2~ 

'The onset and intensity .of the effects of Salviadiyinorum appear to be related to the route of 
administration. i 

r 

. i Comment [HABR10]: This 
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• which links these scientific findings 
: to a rationale for why salvia is not 
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! decl'llll4c in dop8tnine releaSe.in the 
:nucleusaccUin~ important? .. Tlilditional uSes generally produce mild effects beCause the leaves are rolled and chewed or crushed 

and prepared as a foamyinfusionwherebythes~lvlnoririAisdegraded in the gastrointestinal system 
before being absorbed into the bloodstream~ Hence.'t~e level of ~ffect relates quite closely to the 
length of time themateriaLspendsin the mouth, wiih,the onset of effect generally taking 5·10 
minutes. I The effects· build over the next hour and 'lasf for'another hour before they ,begin . to 
sUbside.26 , 

. . i What dOes this bavll to do with 

Routes ofadmiriistration tluitavoidthe hepaticffist-:pass,effO!?t(Le.inhalatlon;intraveflous, 
intrarnuscularandsublin~ usc) ate thequickestandlllosfintense.27 SalvinorinA Can be 
isolated from theplantto tfiake a powder which canI>e ~aP9rized and inhaled') The onset of 
eff'ectSfelt ftom.vaporiZing~1yinorin Apow@roCcurs,.inabp¢30 seCondS and efftcts'Ia$t' for 
abo¢ 5-1Q minutes and then subside 'over the next, 3Q~Ptinutes. 28 

iSril~kirigi$'Qyfar~'mostpOputartIl~od6f~~t#rti6ti~9,~dthis'isacconlpl~lled by 
sm6kmgdie:drie,(fleav~,;Pr a.conc~trated~xtraCt(~lng~~~fPrIx?~~:·Dri~J~VeS:lp~YaiS() " 
be.f0rti~e(1\\'itha·'»n¢#ttiated,extract,()fsatvinorjn('A.i~~centratedex~·~atsobe used 
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certainty its potential for addiction and abuse. In studies that have been conducted, there is 
conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 

25 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo lS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
26 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
lun;43( 1):53-6. 
27 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
2K Siebert Dl. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
lun;43( I ):53-6. 
29 Gonzalez D, Riba J, Bouso lC, Gomez-larabo G, Barbanoj Ml. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot Ml, Erowid E, 
Erowid F and Mendelson lE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San luan, Puerto Rico, 2004. 
30 Valdes U 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 1 Psychoactive 
Drugs. 1994 Jul-Sep;26(3 ):277-83. 
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tolerance.31 Further studies in this area and on the mediated decrease of dopamine as well as the 
impact of dose on effects are also required. 

\While concerns for the JlOtential 6f abuse were' once minimal because i kg of dried leaves yields 
only 3. to 6 human doseS'bfsalvinorin A, it was. 4iscovered that vaporizing and inhaling 200:500 
microgl-anlShadprofound h,dlucino~ic:effects.32'The extraction of salvinorin A fr()m the plant 
is.~l.!!!pJ~, and with care, approximately.l.5.grams of pure salvinorin Aper kilogram of dried 
leaves (8kg of fresh leaves) can be isolated. This is enough,.for 2000 hlllllalldoses. 33 ........ . .. . 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

In Canada, the extent of actual abuse of Salvia divinorum and/or salvinorin A is relatively 
unknown. There is, however, some data regarding the ~valence of use of Salvia divinorum in 
Canada, despite the lack of legitimate uses for this plant. Questions about the use of S. 
divinorum were included .~ tlte2OO8-2Q09 Youth SmolQn,g Smey,the2Q09Cariadian AlCohol 
and o.-ug Use MQnitoringSurv~and th~.2009Ontari():SfudentDrug Use andfleaIth$urve~~ .... 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11 th 

graders (8.6%) and lih graders (8.4%); and 
• There are significant regional variations, with students in Northern Ontario (9.2%) most 

likely to use Salvia divinorum. 

31 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(l):1-5. 
32 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
33 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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The results of the 2008-2009 Youth Smoking Survey were published on May 31,2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divino rum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. In this regard, it is difficult to speculate 
on the causality of such differences. 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined Salvia for the 
first time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they 
had used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%. 
1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% had used 
ecstasy and 0.7% used illicit hallucinogens. 

lieatthCanaaa·8DrUg'~ty$iS'S~~.es··.OJ~S) ~'iqeiiti~~vin()ririAiti'a:~heiof 
s~le!!seiz~~b,YJaw~to~et1t,a!!~9WnJqlheroll9~tabl~; 

NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Year Count 
2006 9 
2007 8 
2008 4 
2009 20 

2010 (as of May 7) 8 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SAL VIA DIVINORUM or SAL VINORIN A SEIZURES 

(Number of ItemslExhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009* 
NFLIS- 0 0 0 0 1 8 12 12 70 34 

StatelLocal l 

STRIDE2 0 0 1 1 1 0 0 0 N/A N/A 
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TOTAL o o 2 8 12 
Data Source: NFLIS & STRIDE, 2008 data queried 11/24/08, updated 06110/2010 
I NFLIS reported seizures of Salvia divinorum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - May data in 2009. 

12 70 34 

iJtis difficultio detertilinethe.extentof actual abuse' ofS.divinorUm'mC~or elsewhere as 
the~~ppeail0 Q~il\conslstencies in. the,literature regardijlgrisk av~siotLF'~r:~ple, -one 
author states: "Many who~ave used salvino¥AfindJhe experience extremely wmerving, 
frightening and overly intense and most have no desire to ~eat the eXperienc~.'.34 'However, 
another stUdy sllggested that this isnotthefxperience of all recreatio11al us~ 9f S.divinorum.35 

Over~ighty perCent of users surveyed onaWeb-0ased questionnai~iiliout their$..divi"Qrom. use 
said that theywouldpro~lyordefuritely useS;'aivino~~aiti:36,' :Usersltavereporled the 
neganveeffects o~ S~ divi~0rtlm as:tlte shortdlll'ation.pf ~tion, lack?fcOtltrOl,oY~ the 
ex~ence;~istiIJg·~egattVe#fects(mOS,t6ru,Il anxietY)t~3Sweatiili~,incitased.diuresis, 
impaire,d vigilance;,lflandIlegative a£ter:~~ffectsincludil!g 1iredness.t'eelinghtlad.~eavY,d.i~ess, 
physiClilex,ltausn9tl,and some degreeot'malaiS¢'or~hartgover'astheY,t:C9nliXtOWJl'1r01fi the 

dntg.39 i ................................................................................................................................ ' .. .. 

4.2.6 Risk to Personal and Public Health and Safety 

The increase in both the number of enquiries from various municipalities and members of the 
public and the amount of media interest regarding the availability of Saliva divinorum in Canada 
may be an indication that the recreational use of S. divinorum as a hallucinogen is on the rise. 
However, there are no available statistics that indicate there has been a significant increase in S. 
divinorum use in the Canadian population and, in comparison to the use of other drugs such as 
alcohol and cannabis, the actual use of S. divinorum is quite low. 

The potential for harm to the user andlor other individuals is primarily related to the 
hallucinogenic properties ofthe substance. Users may get up and walk around without apparent 
awareness of their movements, behaviour or surroundings, and distinction between self and 
surroundings is often lost. At doses greater than 1 mg of salvinorin A, out of body experiences 

34 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

35 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Biicheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of nonprohibited hallucinogeniC plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38( I): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
36 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
37 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
3K Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 J an;3 8(1 ): 1-5. 
39 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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are frequent and loss of consciousness has been reported.40 There is little infonnation regarding 
the social behaviours of persons under the influence of S. divinorum products, and what risks 
their activities such as operating a motorized vehicle may pose to the general public. There is 
also very little data regarding the toxicity, teratogenicity or other long-tenn effects of S. 
divinorum use.41 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of~asereports regarding the use~()f§'Ai~in.o,:u.~)la,,~ .. bt::ellJ)\lbli~he~.~ntl1t:.a~aclellli<: .. _ 
literature . .8.n. international case report. described the perceptions of a .19 year-old man after 
inhaling,2'. dMnOl11111 . smoke~ ~1'hepe*psycl1otropic effects, including prickling of the s}(in,. 
fever-like hot flashes, muscular tremor, and depersonalization, were reached in less than five 
minutes after inhalation of an unknown amount of smoke from burning dried leaves.42 Another 
report involved a 15-year-old male who presented to psychiatric emergency services with acute 
onset of paranoia, deja vu, blunted affect, difficulties in thought processing and slowed speech 
after smoking Salvia divinorum over an unknown period of time. During his hospitalization all 
symptoms improved significantly except the feeling of deja vu. Based on this case presentation, 
the author suggested that the feelings of deja vu may be a long-tenn effect of S. divinorum use.43 

However, given that this is the only case report in which deja vu was associated with the use of S. 
divinorum, more reports are needed to substantiate this fmding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period oftime.44 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by W olowich et al. (2006)45, showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 

Health Canada has only anecdotal infonnation about the use and abuse of S. divinorum in Canada 
as well as the threat S. divinorum may pose to the health and safety of Canadians. Although 

4() Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1):53-6. 
41 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 1un;73: 1039-1046. 

43 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
44 http://www.kvbc.comlGlobal/sto!)..asp?S=4893692 
45 Wolowich WR, Perkins AM, Cienki J1. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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reports of domestic adverse reactions related to the use of S. divinorum as a hallucinogen have 
been received through the Canada Vigilance database, it is important to note that the number of 
reports and the nature of reactions reported are not adequate to characterize the risk to the general 
population. 

5. ASSESSMENT OF RISKS AND BENEFITS 
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7. CONSIDERATIONS 

The KOR-mediated aversive and dysphoric effects of Salvia divinorum do not appear to be 
hampering its use as young adults have begun smoking the leaves and leaf extract recreationally.46 It 
can be purchased through online botanical companies and other drug promotion sites and is often 
touted as a legal alternative to substances such as cannabis and mescaline.47 Interestingly, after being 
widely available for over a decade, the drug does not appear to have had the same social impact as 
LSD or ecstasy.48 

While there has been an increase over the past few years in the number of enquiries from various 
municipalities and members of the public regarding the availability of Salvia divinorum as a 
hallucinogen, 'according to available statistics, the reported use of S. divinorum by young 
Canadians is much lower than that of alcohol or cannabis~ •.. _ ................................ __ _ 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
labeling of the product indicates that it is to be used for human consumption and can modify an 
organic function. 

The previous HPFB recommendation to schedule S. divinorum under the CDSA was likely based 
on a misunderstanding of the (previously-described) criteria upon which scheduling decisions are 
made within the Healthy Environments and Consumer Safety Branch (HECSB). In particular, it 
did not consider a number of factors, including potential for abuse and risk to public health and 
safety. The Office of Controlled Substances (OCS) was also not consulted by HPFB at the time 

46 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
47 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
4R Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/0000232 7/0 I/Munro2006thesis.pdf February 2007. 
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this recommendation was made. In addition, among countries who have decided to control S. 
divinorum in some way, very little or no substantiation of the risks of S. divinorum upon which 
the decision was based are available. 

Neither Salvia divinorum nor salvinorin A meet the criteria for scheduling a substance under the 
CDSA. Despite being regulated in some jurisdictions, neither the plant nor salvinorin A are 
scheduled under any of the UN Drug Control Conventions. S. divinorum and salvinorin A are 
not structurally or pharmacologically similar to other substances included in the schedules to the 
CDSA. There are also currently no legitimate therapeutic or industrial uses for S. divinorum. 
The abuse liability and potential for dependence of S. divinorum is not known as very few 
controlled scientific studies of its physical and psychotropic effects have been carried out on 
humans. The extent of actual abuse of S. divinorum is also largely unknown. Evidence of a risk 
to public health and safety is anecdotal in nature and not quantified in any way as there is a lack 
of information regarding abuse in Canada. 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that though S. divinorum is 
readily available, it does not appear to pose a threat to public safety. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant'S 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products that modify organic functions can be refused for import under the NHPR. 
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DRAFT 
May 26,2010 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has noted ongoing media interest regarding the availability of 
Salvia divinorum in Canada. Health Canada has also received a number of enquiries 
from various municipalities and members of the public asking why Health Canada has 
not taken steps to control the availability of Salvia divinorum, particularly given reports 
from scientific and media sources suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. 

Key Messages: 

• Health Canada advises Canadians not to use products containing S. 
divinorum because very little is known about the substance and its potential 
effects on the brain and/or body. 

Because of its hallucinogenic properties, products containing S. divinorum 
meet the definition, of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and 
Drugs Act. 

• It is illegal to sell NHPs in Canada unless they have been reviewed and 
approved by Health Canada and labelled with a Natural Product Number 
(NPN) or a Drug Identification Number - Homeopathic Medicine (DIN-HM). 
The illegal sale of products containing S. divinorum may be subject to 
compliance and enforcement action under the Food and Drug Act. 

• Health Canada will continue to collect and study information about S. 
divinorum as it becomes available, and to consult with law enforcement and 
health officials domestically and internationally in order to determine the 
best way to manage the risks associated with its availability in Canada. 

Supplementary Messages: 

On the classification of Salvia divillorum: 

• When products containing S. divino rum are manufactured, sold or represented 
for use in modifying organic functions in humans (where this would include 
having a hallucinogenic effect), , they meet the definition of a Natural Health 
Product (NHP) in accordance with the Natural Health Products Regulations 
and the definition of a drug under the Food and Drugs Act. 
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It is illegal to sell NHPs in Canada unless they have been approved by Health Canada 
and assigned a Natural Product Number (NPN) or Drug Identification Number
Homeopathic Medicine. As of January 2010, no products containing S. divinoru11l s 
have however been approved for sale by Health Canada. 
• In Canada, neither the herb Salvia divinoru11l nor its main active ingredient, 

salvinorin A, are regulated under the Controlled Drugs and Substances Act 
(CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control 
Conventions and does not have to be regulated as a controlled substance in any 
of the countries (including Canada) that are signatories to these Conventions. 

• Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, 
Japan, South Korea, Spain and Sweden) have placed controls on the import 
and/or sale of Salvia divinorum and/or salvinorin A. Although some individual 
U.S. states have implemented laws restricting its use, sale and/or distribution, 
Salvia divinorum and salvinorin A are not federally regulated under the 
Controlled Substances Act in the United States. 

If pressed on the lack of statistics on Salvia divinorum use ill Canada: 

• Health Canada is taking steps to address this lack of data. Questions about the use 
of Salvia divinorum were included in the 2008-2009 Youth Smoking Survey, and 
the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS). The 
results from the Youth Smoking Survey were released on May 31, 2010 and the 
2009 CADUMS results are scheduled to be released in late June 2010 

• It is anticipated that the data from these surveys will contribute to future decisions 
that Health Canada may make about how this plant and its active ingredient should 
be regulated. 

Ifpressed regardillg the results of the 2009 Olltario Student Drug Use and Health 
Survey: 

• The results from the 2009 Ontario Student Drug Use and Health Survey were 
published on November 18,2009 and indicate that among responding students 
in Ontario, 4.4% reported using Salvia divinorum at least once in the past year. 
Health Canada will consider this data in its ongoing examination of Salvia 
divinorum and salvinorin A. 

Questions and Answers 

Ql -If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 
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Al - Because S. divinoru111 meets the definition of an NHP under the Natural Health 
Product Regulations, it is illegal to manufacture, sell or provide products containing S. 
divinoru111 without their being approved by Health Canada prior to sale. 
With respect to adverse effects, not enough controlled scientific studies looking into the 
physical and psychotropic effects of Salvia divinorum on humans and animals have been 
carried out. As such, it is difficult to predict the potential for addiction and abuse 
associated with Salvia divinoru111, and it is for this reason, that Health Canada is not 
proceeding to regulate it as a controlled substance at this point in time. 
Q2 - How can Health Canada regulate a product containing Salvia divinorum, but 
not the sale of Salvia divillorum itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products 
that are packaged, labelled and ready to be marketed to consumers. They do not apply to 
raw materials, such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 

A3 - Salvia divinorum products that are not in compliance with the Natural Health 
Products Regulations may be subject to compliance and enforcement action by Health 
Canada. Complaints about the illegal sale of drugs containing S. divinorum can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divillorum as a controlled substance. What does that 
involve and what stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated 

under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

Health Canada has only limited information on some ofthe above-mentioned factors, and 
thus there is simply not enough information available to determine whether regulation of 
Salvia divinoru111 under the CDSA is warranted. 

It is anticipated that the data from the 2008-2009 Youth Smoking Survey and the 2009 
Canadian Alcohol and Drug Use Monitoring Survey in addition to the results from the 
2009 Ontario Student Drug Use and Health Survey will help address some of the 
information gaps about this substance. Data from the Youth Smoking Survey has just 
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been released and data from the 2009 edition ofCADUMS will be available in late June 
2010. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divillorum be scheduled under the CDSA? Why 
has that recommendation not been acted upon? 

A5 - SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada 
has received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use 
of Salvia divinorum as a hallucinogen through the Canada Vigilance database. The 
number of reports and the nature of reactions reported are, however, not adequate to 
characterize any risk of similar reactions to the general population. In particular, Health 
Canada does not have any information about the number of individuals in Canada using 
or who have used Salvia divinorum. 

/fpressed 011 whether Health Canada has issued any kind ofwarnil1g to Cal1adians 
about Salvia divillorum 

A. Health Canada is developing an It's Your Health (IYH) article on Salvia divinorum to 
help inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed 
or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for spiritual and medicinal purposes 
by the Mazatec Indians in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. Salvia divinorum is widely advertised and promoted on the 
Internet and sold in various alternative lifestyle stores as a "legal" alternative to street 
drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum 
resemble those induced by other hallucinogens, such as LSD and phencyclidine, the 
overall experience appears to be quite unique. 
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Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4 % of students (grades 7-12) used Salvia divinorum in the past year. 
• 5.4% of students (grades 7-12) ever used S. divinorum. 
• Use of S. divinorum was significantly higher in males than in females (6.2% vs. 

2.3%) in 2009. 

Data from the 2007 report on Alcohol and Other Drugs published by the Addictions 
Foundation of Manitoba indicate that: 
• 3.7% of males vs. 2.2% of females (grades 7-12) used S. divinorum during that 

year. 

Data from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration estimated that: 
• 0.3% of persons aged 12 or older used S. divinorum in 2006. 
• 0.6% of persons between the ages of 12 and 17 used S. divinorum in 2006. 
• 1.7% of persons between the ages of 18 to 25 used S. divinorum in 2006. 
• Young adults (18-25) were nearly three times more likely than youths aged 12-17 

to have used S. divinorum in 2006. 
• Males between the ages of 12-25 were three to four times more likely than 

females in the same age range to have used S. divinorum in 2006. 

Prepared by: Cheryl Tremblay, OCS, CSTD 

Input by: Lisa Mackay IYHIP ACCB, Hanan Abramovici HECSB/ODARS, Jocelyn Kula, 
HECSB/OCS, Robin MarIes HPFBINHPD, Robert Leitch HPFBIMHPD, Collin Pinto, 
HPFBIHPFBI 

Approved by: 
[NAME] Director, Bureau of Policy and Regulatory Affairs, NHPD (pending) 
[NAME] Director, Marketed Biologics, Biotechnology and Natural Health Products Bureau, 
MHPD (pending) 
[NAME] Director, HPFBI (pending) 
Diane Allan, Director, OCS, CSTD, HECS (pending) 
Cathy Sabiston, DG, CSTD, HECS (pending) 
[NAME], DG, MHPD (pending) 
[NAME], DG, NHPD (pending) 
[NAME] DG, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Kathleen Malone, Senior Media Relations, PACCB (pending) 
Warren Braun, Director, Strategic Communications, PACCB (pending) 
Peter Yendall, Director, Public Affairs, PACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 
Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, PACCB (pending) 
DMO (pending) 
MO (pending) 
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Salvia divillorul1l 

Issue 

Salvia divinorum (s. divinorum) is a species of sage belonging to the mint family. Some street 
names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use of 
S. dz'vinoru111 as a "legal" alternative to street drugs. 

Health Canada recommends that you avoid using this plant because very little is known about the 
effects it may have on your body and/or brain. There is also no way to predict how it will affect 
you with each use. 

Background 

S. divino rum is known to have psychotropic effects, which means it can affect the mind and 
mental processes. The leaves of this plant have been used traditionally by the Mazatec Indians for 
medicinal purposes (chewing the leaves or using them to make a tea) and spiritual purposes 
(smoking the leaves to induce a "mystical" or hallucinogenic experience). 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of forms, including fresh or dried leaves, liquids or seeds and plant 
cuttings for growing purposes. 
Risks Associated with the Use of Salvia divinorum 

The effects of S. divinorum, which vary from person to person, are often described as unpleasant 
and may include the following: 
• hallucinations; 
• dysphoria (feeling unwell, uneasy or unhappy); 
• out-of-bodyexperiences; 
• uncontrollable laughter; 
• loss of consciousness; 

short-term memory loss; 
• lack of physical coordination; and 
• slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 
• the potency of the product; 
• how much is used; 
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• 
• 
• 

the purity of the product (it may be mixed with other substances); 
how it is taken (e.g., chewed, swallowed or smoked); 
the user's mood and expectations. 

While scientists know which brain receptors are targeted by the active ingredient, salvinorin A, 
very little is known about the following: 
• how it affects the brain overall, including whether there are any long-term effects or 

permanent damage; 
• how it interacts with other substances, including other drugs, natural health products and 

alcohol. 

The potential of S. divinorum to produce physical dependence and/or addiction is also not known. 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Just because a drug is plant-based 
or "natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal drugs 
and other substances that distort reality. (See the "Need More Info?" section below for links to 
resources that can help you with this.) 

• 

Legal Status of Salvia divinorum 

In Canada 
When S. divinorum is manufactured, sold or represented for use in modifying organic functions in 
humans, and hallucinogens work by modifying organic functions in the brain, it meets the 
definition of a Natural Health Product (NHP) in accordance with the Natural Health Products 
Regulations and the definition of a drug under the Food and Drugs Act. It is illegal to sell NHPs 
in Canada unless they have been reviewed and approved by Health Canada and labelled with one 
of the following: 
• a Natural Product Number (NPN); or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

As of January 2010 no products containing S. divinorum have been approved by Health Canada. 
All unauthorized drugs and NHPs are subject to compliance and enforcement actions by the 
Department. 

Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs and 
Substances Act (CDSA). This is because there is not enough infonnation available to determine 
whether regulation as a controlled substance is warranted. In an effort to collect more information 
about the use of S. divinorum, questions on it were included in the 2008-2009 Youth Smoking 
Survey, the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) and the 2009 
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Ontario Student Drug Use and Health Survey (OSDUHS). The results from the 2009 OSDUHS 
were published on November 18, 2009 and indicate that among responding students in Ontario, 
4.4% reported using Salvia divinorum at least once in the past year. Data from the Youth 
Smoking Survey was published on May 31,2010 and indicate that 4.9% of responding students in 
Grades 7-12 have used Salvia divinorum at least once in the past year. 

Data Data from these surveys and the 2009 edition ofCADUMS (to be released in June 2010) 
will contribute to future decisions that Health Canada may make regarding the regulation of S. 
divinorum and/or its active ingredient. See the Need More Info? section below for more 
infonnation on the surveys that are collecting infonnation about Salvia divinorum use in Canada 
and for more detailed findings from the 2009 OSDUHS. 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Gennany, Italy, Japan, etc., 
have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 

In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale and/or 
import. For example, several states have made it illegal to manufacture, distribute, import/export, 
possess, use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, while others 
have placed restrictions on distribution, e.g., no sales to anyone under the age of 18, etc. 

Background 

S. divinorum is known to have psychotropic effects, which means it affects the mind and mental 
processes. The leaves of this plant have been used traditionally by the Mazatec Indians for both 
medicinal purposes (chewing the leaves or using them to make a tea) and spiritual purposes 
(smoking the leaves to induce a "mystical" or hallucinogenic experience). 
Products that claim to contain S. divinoru111 - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of fonns, including fresh or dried leaves, liquids or seeds and plant 
cuttings for growing purposes. 

Health Canada's Role 

Health Canada continues to collect and consider infonnation regarding S. divinorum and will 
continue to consult with key stakeholders including health officials in other countries and law 
enforcement officials here at home. This will assist in detennining Health Canada's future 
approach to decision-making regarding S. divinorU111. 

Complaints about illegal sale of drugs containing S. divinorum can be made to the Health 
Products and Food Branch Inspectorate at 1-800-267-9675. 

Reporting Adverse Reactions 
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You can report any adverse reactions to the Canada Vigilance Program by one ofthe following 
three ways: 
Report online at the MedEffectTrv1 Canada Web site 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Foml and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ Canada Wel? 
site. The Canada Vigilance RepOliing FonTI and the adverse reaction reporting guidelines may 
also be obtained via this Web site. 

Need More Info? 

• For information about the Government of Canada's Anti-Drug Strategy, go to: 
www.nationalantidrugstrategy.gc.ca/ 
The Prevention section on this site has a number of helpful resources for parents, including: 
• Tips on Talking to Your Teenager, at: www.hc-sc.gc.ca/hc-ps/pubs/adp-apd/talk· 
aborderlindex -eng. php 
• What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.ca/parents/pubs/talking-aborder/talking-aborder.html 

• Information on natural health products and the Natural Health Products Regulations can be 
found at: www.hc-sc.gc.ca/dhp-mps/prodnaturlindex -eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
• The 2008-2009 Youth Smoking Survey, at: 
www.yss.uwaterloo.ca/ysssite app/controller/index.cfm and 

• The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: www.hc-sc.gc.ca/hl
vs/drug-drogues/cadums-esccad-eng.php 

• The 2009 Ontario Student Drug Use and Health Survey, at: 
www.camh.netlResearch/osdus.html 

Additional Resources: 

• U.S. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum 
and Salvinorin A at: www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 

• U.S. Department of Health & Human Services, National Survey on Drug Use and Health: 
Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8Ihallucinogens/hallucinogens.pdf 
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• For additional articles on health and safety issues go to the It's Your Health Web section at: 
www.healthcanada.gc.ca/iyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2009 

Catalogue# 
ISBN# 

Version/date: Draft 13. Apri129, 2010. 
Lisa Mackay: 613-954-0105 m Lisa.Mackay@hc-sc,gc,ca 
Comments from: HECSB - CSTD (OCS&ODARS) & HPFB - NHPD & I-IPFBT 
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Why would we do an It's Your Health if we say we have insufficient evidence to 
regulate it (i.e. why do we have enough information about the health impacts yet 
aren't acting to regulate)? 

INPUT 1 

INPUT 2 

• Why IYH? Instrument choice (enterprise risk) change public behaviour before 
moving to prohibition; no incidence data outside of Ontario 

• there are now recent data on the prevalence of salvia that were just released in the 
Ontario student drug use survey (6% of students reported having used it at least 
once, rate higher than for ecstasy) . Bruna is preparing a short article for CMAJ 
with more details on it. 
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www.drugabuse.gov 
National Institute on Drug Abuse a National Institute. of Health a u.s. Department of H.alth & Human SerVice. 

Salvia 
Salvia (salvia divinorum) is an herb common 
to southern Mexico and Central and South 
America. The main active ingredient in 
salvia, salvinorin A, is a potent activator of 
kappa opioid receptors in the brain'·2. These 
receptors differ from those activated by the 
more commonly known opioids, such as 
heroin and morphine. 

Traditionally, S. divinorum has been ingested 
by chewing fresh leaves or by drinking 
their extracted juices. Recreationally, the 
dried leaves of Salvia divinorum can be 
smoked as a joint, consumed in water pipes 
or vaporized and inhaled. Although salvia 
currently is not a drug regulated by the 
Controlled Substances Act, several states 
and countries have passed legislation to 
regulate its use.3 The Drug Enforcement 
Agency has listed salvia as a drug of concern 
and is considering classifying it as a Schedule 
I drug, like LSD or marijuana. 

Health/Behavioral Effects 

People who abuse salvia generally 
experience hallucinations or 
psychotomimetic episodes (a transient 
experience that mimics a psychosis).4.5 
Subjective effects have been described 
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as intense but short-lived, appearing in less 
than 1 min and lasting less than 30 min. They 
include psychedelic-like changes in visual 
perception, mood and body sensations, 
emotional swings, feelings of detachment, 
and importantly, a highly modified perception 
of external reality and the self, leading to 
a decreased ability to interact with one's 
surroundings. 5 This last effect has prompted 
concern about the dangers of driving under 
the influence of Salvinorin. The long-term 
effects of Salvia abuse have not been 
investigated systematically. 

Extent of Use 

In 2009, NIDA's Monitoring the Future Survey 
of 8th, 10th, and 12th graders asked about 
salvia abuse for the first time 5.7 percent of 
high school seniors reported past year use 
(greater than the percent reporting ecstasy 
use). Although information about this drug is 
limited, recent salvia-related media reports 
and Internet traffic suggest the possibility that 
its abuse is increasing in the US and Europe,4 
likely driven by drug-related videos and 
information on Internet sites.3 Because of the 
nature of the drug s effects its use may be 
restricted to individual experimentalists, rather 
than as a social or party drug.s 

,, ___ 1 _, ") 
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www.drugabuse.gov 
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For more information on the effects 
of hallucinogenic drugs, see NIDA's 
Research Report on Hallucinogens and 
Dissociative Drugs at www.nida.nih. 
gov/ResearchReports/hallucinogensl 
hallucinogens.html. 

For more information on sa/via divinorum 
and the Controlled Substances Act, visit 
www.deadiversion.usdoj.gov/drugs_ 
concernlsalvia_d/salvia_d.htm. 

For street terms searchable by drug 
name, street term, cost and quantities, 
drug trade, and drug use, visit www. 
wh itehousedrugpol icy.gov Istreettermsl 
default.asp. 

1 Chavkin, c., Sud,S., Jin, Wet al. (2004) Salvinorin A. an active component of the hallucinogenic sage salvia divinorum is 
a highly efficacious kappa-opioid receptor agonist: structural and functional considerations, 
J Pharmacal Exp Ther, 308,1197-203. 

2 Harding, WW, Tidgewell, K., Schmidt, M., Shah, K., Dersch, C.M., Snyder, J., Parrish, D. Deschamps, J.R., Rothman, R.B., 
and Prisinzano, IE. Salvinicins A and B, New Neoclerodane Diterpenes from Salvia Divinorum. Organic Letters, 7, pp. 3017-
3020,2005. 

3 www.deadiversion.usdoj.gov/drugs_concernlsalvia_d/salvia_d.htm. Retrieved 09-24-07 

4 Roth, B. L., Baner, K., Westkaemper, R. et al. (2002) Salvinorin A: a potent naturally occurring non-nitrogenous kappa 
opioid selective agonist, Proc Natl Acad Sci USA, 99, 11934-9. 

5 Gonzalez, D., Riba, J., Bouso, J. c., Gomez-Jarabo, G. & Barbanoj, M. J. (2006) Pattern of use and subjective . 
effects of Salvia divinorum among recreational users, Drug Alcohol Depend, 85, 157-62. 

NID~ A-NATIONAL INSTITUTE n ON DRUG ABUSE 

National Institutes of Health - u.s. Department of Health and Human Services 

This material may be used or reproduced without permission from NIDA. Citation of the source is appreciated. 
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Buy salvia divinorum for sale. 
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Welcome to Salvia. 
cal 

We are the exclusive 
destination of choice 
for all your salvia 
divinorum needs. 
Being a rare sage as 
salvia is, the 
demand for our 
products have never 
been higher. We 
offer a broad range 
of extract including 
20x as well as a 
selection of dried 
leaves which have 
proven to be very 
popular within the 
salvia community. 
Our very rare seeds 
and high quality 
plants allow for the 
freshest salvia 
possible. 

We have taken our 
time in developing 
this site for the use 
of everyone. We 
hope to make this 
much more than a 
place to buy salvia 
dlivinorum by 
offering interesting 
articles and stories 
from salvia users. 
It's our way of 
helping to increase 
tile awareness of 



Salvia.ca - Buy Salvia Dlvinorum I Salvia Extract I Kratom I Wild Dagga I Amanita Muscaria 

products. If you are 
new to Salvia and 
would like to learn 
more about it, check 
out this exelent 
Salvia Resource 

To order or with questions call toll free: 1-800-920-1847 

All prices quoted are in United States Dollars (USO) 

Salvia Divinorum Extract lOx 

Our 10 x Salvia Divinorum Extract contains 36mg of 
pure salvinorin-A per gram of extract which is 
extracted from the plant and then redeposited back 
onto dried leaves. Our skilled chemists use a 
standardized method, which costs a little more than 
non-standardized methods, but means you will find 

1.-_____ ...... no extra plant matter which can be harmful to your 
lungs. Salvia Extract is not a liquid. Twice as potent 
as the 5x salvia extract. 

o Salvia Divinorum Extract lOx, Ig $26.62 

o Salvia Divinorum Extract lOx, 3g $66.55 

o Salvia Divinorum Extract lOx, 109 $181.50 

o Salvia Divinorum Extract lOx, 25g $326.70 

® Salvia Divinorum Extract lOX, 50g $544.50 

Buy Now 

Salvia Divinorum Extract l5x 
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Our 15x salvia extract contains 54mg of pure 
salvinorin-A per gram of extract which is extracted 
from the plant and then redeposited back onto dried 
leaves. Our skilled chemists use a standardized 
method, which costs a little more than non
standardized methods, but means you will find no 

1-_____ ..... extra plant matter which can be harmful to your 
lungs. Salvia Extract is not a liquid. This dosage 
has been described as very potent, and we 
recommend that you exercise caution when 
using this product. 

o Salvia Divinorum Extract 15x, Ig $36.30 

o Salvia Divinorum Extract 15x, 3g $84.70 

o Salvia Divinorum Extract 15x, 109 $235.95 

o Salvia Divinorum Extract 15x, 25g $424.71 

® Salvia Divinorum Extract 15x, 50g $707.85 

Buy Now 

Salvia Divinorum Extract 20x 

Our 20x extract is extremely rare and hard to find 
and contains 72mg of pure salvinorin-A per gram of 
extract which is extracted from the plant and then 
redeposited back onto dried leaves. Our skilled 
chemists use a standardized method, which costs a 
little more than non-standardized methods, but 

'--_____ ..... means you will find no extra plant matter which can 
be harmful to your lungs. Salvia Extract is not a 
liquid. This dosage has been described as very 
potent, and we recommend that you exercise 
caution when using this product. 
Experienced salvia users only. 
Use with caution 

o Salvia Divinorum Extract 20x, Ig $48.40 

o Salvia Di~inorum Extract 20x, 3g $108.90 

o Salvia Divinorum Extract 20x, 109 $302.50 

o Salvia Divinorum Extract 20x, 25g $550.55 

@ Salvia Divinorum Extract 20x, 50g $919.60 

htto:/Iwww.salvia.ca/(3 of 5) DOIO-OR-Jr:; J. Jl.f'l4 DMl 
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Buy Now 

Salvia Divinorum Extract 30x 

Our 30 x salvia divinorum extract contains 108mg of 
pure salvinorin-A per gram of extract which is 
extracted from the plant and then redeposited back 
onto dried leaves. Our skilled chemists use a 
standardized method, which costs a little more than 
non-standardized methods, but means you will find 

'--_____ ....1 no extra plant matter which can be harmful to your 
lungs. Salvia Extract is not a liquid. This dosage 
has been described as very potent, and we 
recommend that you exercise caution when 
using this product. 
Experienced salvia users only. 
Use with caution 

o Salvia Divinorum Extract 30x, 19 $65.34 

o Salvia Divinorum Extract 30x, 3g $169.40 

o Salvia Divinorum Extract 30x, 109 $435.60 

® Salvia Divinorum Extract 30x, 25g $877.25 

Buy Now 

Salvia Divinorum Extract 5x 

Our 5x salvia divinorum extract contains 18mg of 
salvinorin-a per gram of extract which is extracted 
from the plant and then redeposited back onto dried 
leaves. Our skilled chemists use a standardized 
method, which costs a little more than non
standardized methods, but means you will find no 

'--_____ ..... extra plant matter which can be harmful to your 
lungs. Salvia Extract is not a liquid. 

o Salvia Divinorum Extract 5x, 19 $13.31 

o Salvia Divinorum Extract 5x, 3g $32.67 

o Salvia Divinorum Extract 5x, 109 $93.17 

o Salvia Divinorum Extract 5x, 25g $181.50 

@ Salvia Divinorum Extract 5x, 50g $326.70 

http://www.salvia.ca/(4 of 5) [2010-08-25 2:13:04 PM] 
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Vancouver Seed Bank 

VANCOUVER 
SEED BANK 

Top» Catalog» Live Salvia Divinorum Cuttings My Account I Cart Contents I Checkout I Chat Forums 

, Our Product Menu 

: Marijuana Seed Companies
'> (395) 
,Tobacco Seeds (2) 
, Poppy Seeds (2) 
: Entheogenic Seeds (8) 
: Cacti Seeds (4) 
: Herb & Flower Seeds (71) 
i Vegetable & Fruit Seeds-> (101) 
: Hemp Seeds (1) 

Books & DVDs (18) 
Bubblebags (3) 

: Cube Caps 
: Live Cacti 
i Hemp Foods (3) 
i Mushroom Cultivation (2) 
i Vaporizers (1) i Whole Herbs & Extracts (8) 
I Live Salvia Divinorum 
I Cuttings (1) 
I Scales (6) 
IT-Shirts (3) 

Seed Companies 

What's New? .. 

L.A. Woman - Feminized 6 seeds 
per pack 
$100.00 
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Our Philosophy 
Legal Issues 
Shipping Policy 
Contact Us 

chewed; smoke~ or taken as 
a tincture to produce: 
experiences ranging from· 
uncontrollable laughter to·" 
much more Intense and, 
profoundly altered states: . 
The primary psychoactive,' 
constituent is a dlterpenoid 

, known as Salvlnorln A. 

The duration of effects Is 
much shorter than that of' 
other~ more. well-known' 
psychedelics; the effects of 
smoked salvIi!' typically last; 
for only a few minutes. The, 
most commonly reported' 
after-effects Include an 
increased feeling of insight, 
an improved mood, a sense 
of calmness, and an 
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though, much less often~, It" 
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Richters Product Listing 

Richt\)S§J:tOfl~ R[CHTERS C \. TAL()G Cat;)loqHQ[lle 
_ F My CaJt 

Diviners Sage 
Salvia divinorum 
Uses: Medicinal Duration: Perennial (hardy in zones 11+) 

Sacred sage of the Mazateca Indians of Mexico used to induce divinatory visions. To help find lost items, or to 
solve problems of a material or spiritual nature, the Mazateca Indians would chew the fresh leaves. The leaves are very 
bitter when chewed but are slightly more palatable taken as a cold infusion of fresh crushed leaves, or smoked. 
Psychotropic effects similar to mescaline are attributed to compounds called salvinorins. Prefers humid, shaded 
conditions and humus-rich, moist soil. Rangy plant, reaching 2m17ft. unless pruned. 

,,-__ L 
CUrrency: Canadian Do//ar 

Order in Confidence 
with Richters 

Online Shopping System! 
SafeSecure 

Copyright C 2010 Otto Richter and Sons Limited. All rights reserved. 

TM 
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DRAFT 12 
September 1, 2010 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has noted ongoing media interest regarding the availability of Salvia 
divinorum in Canada. Health Canada has also received a number of enquiries from various 
municipalities and members of the public asking why Health Canada has not taken steps to 
control the availability of Salvia divinorum, particularly given reports from scientific and media 
sources suggesting that Salvia divinorum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. 

Key Messages: 

• Health Canada advises Canadians not to use products containing S. divinorum and/or 
salvinorin A because very little is known about the substance and its potential effects on 
the brain and/or body, and its impact on physical and mental functions. 

• 

• 

Because of its hallucinogenic properties, products containing S. divinorum and/or 
salvinorin Ameet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 
It is illegal to sell NHPs in Canada unless they have been reviewed and approved by 
Health Canada and labelled with a Natural Product Number (NPN) or Exemption 
Number or a Drug Identification Number - Homeopathic Medicine (DIN-HM). The 
illegal sale of products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action under the Food and Drug Act. 

• Health Canada will continue to collect and study information about S. divinorum as it 
becomes available, and to consult with law enforcement and health officials domestically 
and internationally in order to determine the best way to manage the risks associated with 
its availability in Canada. 

Supplementary Messages: 

Salvia {/ivillorum as a controlled substance: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions and 
does not have to be regulated as a controlled substance in any of the countries (including 
Canada) that are signatories to these Conventions. 
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• Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. Although some individual U.S. states have implemented 
laws restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
federally regulated under the Controlled Substances Act in the United States .. 

If pressed on the lack of statistics on Salvia divinorum use in Canada: 

• Health Canada is taking steps to address the paucity of data. Questions about the use of 
Salvia divinorum were included in the 2008-2009 Youth Smoking Survey, and the 2009 
Canadian Alcohol and Drug Use Monitoring Survey (CADUMS). The results from the 
Youth Smoking Survey were released on May 31, 2010 and the 2009 CADUMS results 
are scheduled to be released in late June 2010 

• It is anticipated that the data from these surveys will contribute to future decisions that 
Health Canada may make about how this plant and its active ingredient should be 
regulated. 

Ifpressed regarding the results of the 2009 Ontario Student Drug Use and Health Survey: 

• The results from the 2009 Ontario Student Drug Use and Health Survey were published 
on November 18, 2009 and indicate that among responding students in Ontario, 4.4% 
reported using Salvia divinorum at least once in the past year. Health Canada will 
consider this data in its ongoing examination of Salvia divinorum and salvinorin A. 

Questions and Answers: 

Ql - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

Al - Because S. divinorum meets the definition of an NHP under the Natural Health Product 
Regulations, it is illegal to manufacture, sell or provide products containing S. divinorum and/or 
salvinorin A without their being authorized by Health Canada prior to sale. With respect to 
adverse effects, there are insufficient controlled scientific studies looking into the physical and 
psychotropic effects of Salvia divinorum on humans. As such, it is difficult to predict the 
potential for addiction and abuse associated with Salvia divinorum, Based on the available 
evidence, Health Canada is not proceeding to regulate it as a controlled substance at this point in 
time. 

Q2 - How can Health Canada regulate a product containing Salvia divil1orum, but not the 
sale of Salvia divinorum itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, Salvia divinorum. 
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Q3 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A3 - Salvia divinorum products that are not in compliance with the Natural Health Products 
Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorftn A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675 .. 

Q4 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divil10rum as a controlled substance. What does that involve and what 
stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
• International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

Health Canada has only limited information on some of the above-mentioned factors, and thus 
there is simply not enough information available to determine whether regulation of Salvia 
divinorum under the CDSA is warranted. < 

It is anticipated that the data from the 2008-2009 Youth Smoking Survey and the 2009 Canadian 
Alcohol and Dmg Use Monitoring Survey in addition to the results from the 2009 Ontario 
Student Drug Use and Health Survey will help address some of the information gaps about this 
substance. Data from the Youth Smoking Survey has just been released and data from the 2009 
edition of CADUMS will be available in late June 2010. [need to state how these survey 
information will be used from a regulatory perspective] 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why has 
that recommendation not been acted upon? 

A5 - See A4 

Q6 - What is the significance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to characterize any risk of 
similar reactions to the general population. In particular, Health Canada does not have any 
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information about the number of individuals in Canada using or who have used Salvia 
divinorum. [what about extrapolation from the surveys cited above?] 

Ifpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A. Health Canada is developing an It's Your Health (IYH) article on Sa/via divinorum to 
help inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec Indians in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum resemble those 
induced by other hallucinogens, such as LSD and phencyclidine, the overall experience appears 
to be quite unique.[this is subjective and does not give information] 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that; 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year. 
• 5.4% of students (grades 7-12) ever used S. divinorum. 
• Use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) in 

2009. 

Data from the 2007 report on Alcohol and Other Drugs published by the Addictions Foundation 
of Manitoba indicate that: 
• 3.7% of males vs. 2.2% of females (grades 7-12) used S. divinorum during that year. 

Data from a 2006 National Survey on Drug Use and Health Report, published by the U.S. 
Substance Abuse and Mental Health Services Administration estimated that: 
• 0.3% of persons aged 12 or older used S. divinorum in 2006. 
• 0.6% of persons between the ages of 12 and 17 used S. divinorum in 2006. 
• 1.7% of persons between the ages of 18 to 25 used S. divinorum in 2006. 
• Young adults (18-25) were nearly three times more likely than youths aged 12-17 to have 

used S. divinorum in 2006. 
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• Males between the ages of 12-25 were three to four times more likely than females in the 
same age range to have used S. divinorum in 2006. 

Prepared by: Cheryl Tremblay, OCS, CSTD 

Input by: Lisa Mackay IYH/P ACCB, Hanan Abramovici HECSB/ODARS, Jocelyn Kula, 
HECSB/OCS, Robin MarIes HPFBINHPD, Mano Murty HPFBIMHPD (31108/10), Robert 
Leitch HPFBIMHPD, Collin Pinto, HPFB/HPFBI 

Approved by: 
[NAME] Director, Bureau of Policy and Regulatory Affairs, NHPD (pending) 
[NAME] Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, 
MHPD (pending) 
[NAME] Director, HPFBI (pending) 
Diane Allan, Director, OCS, CSTD, HECS (pending) 
Cathy Sabiston, DG, CSTD, HECS (pending) 
[NAME], DG, MHPD (pending) 
[NAME], DG, NHPD (pending) 
[NAME] DG, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Kathleen Malone, Senior Media Relations, P ACCB (pending) 
Warren Braun, Director, Strategic Communications, PACCB (pending) 
Peter Yen<tall, Director, Public Affairs, P ACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 
Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, P ACCB (pending) 
DMO (pending) 
MO (pending) 
PCO (pending) 
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Salvia divinorum 

Issue 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street 
names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain web sites are also promoting the use 
of S. divinorum as a "legal" alternative to street drugs. As of January 2010 no products 
containing S. divinorum have been authorized for use by Health Canada. 

Health Canada recommends that you avoid using this plant because very little is known about the 
effects it may have on your body and/or brain functions. There is also no way to predict how it 
will affect you with each use. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have physical and mental effects. The effects of S. divinorum, which 
vary from person to person, are often described as unpleasant and may include the following: 

• hallucinations 
• dysphoria (feeling unwell, uneasy or unhappy) 
• out-of-bodyexperiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition" the effects 
may differ from one use to the next, depending on factors such as: 

• the potency of the product 
• how much is used 
• the purity of the product (it may be mixed with other substances) 
• how it is taken (e.g., chewed, swallowed or smoked) 
• the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, salvinorin A, 
very little is known about the following: 

• how it affects the brain overall, including whether there are any long-term effects or 
permanent damage 
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• how it interacts with other substances, including other drugs, natural health products and 
alcohol 

• The potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to predict how 
it will affect you with each use. Just because a drug is plant-based or "natural", does not mean 
that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal drugs, 
such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. See the "Need 
More Info?" section below for links to resources that can help you with this. 

Legal Status of Salvia divinorum 

In Canada 
When S. divinorum is manufactured, sold or represented for use in modifying organic functions 
in humans, and hallucinogens work by modifying organic functions in the brain, it meets the 
definition of a Natural Health Product (NHP) in accordance with the Natural Health Products 
Regulations and the definition of a drug under the Food and Drugs Act. It is illegal to sell NHPs 
in Canada unless they have been reviewed and approved by Health Canada and labelled with one 
of the following: 
• a Natural Product Number (NPN); or 
• a Exemption Number; or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

As of January 2010 no products containing S. divinorum have been authorized by Health 
Canada. All unauthorized drugs and NHPs are subject to compliance and enforcement actions by 
the Department. 

Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs and 
Substances Act (CDSA). This is because there is not enough information available to determine 
whether regulation as a controlled substance is warranted. In an effort to collect more 
information about the use of S. divinorum in Canada, questions on it were included in the 2008-
2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Drug Use Monitoring Survey 
(CADUMS) and the 2009 Ontario Student Drug Use and Health Survey (OSDUHS). 

Data from these surveys will contribute to future decisions that Health Canada may make 
regarding the regulation of S. divinorum and/or its active ingredient in Canada. See the Need 
More Info? section below for more information on the surveys. 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Italy, Japan, etc .. , 
have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 
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In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale andlor 
import. For example, several states have made it illegal to manufacture, distribute, import/export, 
possess, use, buy andlor sell S. divinorum andlor salvinorin A to various degrees, while others 
have placed restrictions on distribution, for example, can not sell to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec Indians for medicinal uses 
like chewing the leaves or using them to make a tea, and other purposes like smoking the leaves 
to induce a "mystical" or hallucinogenic experience. 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of forms, including fresh or dried leaves, liquids or sleeds and plant 
cuttings for growing purposes. 

Health Canada's Role 

Health Canada continues to collect and consider safety information regarding S. divinorum and 
will continue to consult with key stakeholders including health officials in other countries and 
law enforcement officials here at home. This will assist in determining Health Canada's future 
approach to decision-making regarding regulation of S. divinorum in Canada. 

Need More Info? 

• Complaints about illegal sale of drugs containing S. divinorum can be made: to the Health 
Products and Food Branch Inspectorate at: http://www.hc-sc.gc.caJdhp-mps/compli
conformlprob-report -rapport/ gui _ 44_ consumer _ consommateur _ cp-pc-eng. php 
Tel: 1-800-267-9675. 

• You can report any adverse reactions to the Canada Vigilance Program by one of the 
following three ways: 
Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.caJdhp
mps/medefflindex -eng. php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 0701C 
Ottawa, ON KIA OK9 
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To have postage pre-paid, download the postage paid label from the MedEfJect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at : http://www.hc
sc.gc.caldhp-mps/medeff/report-declarationlar-ei_form-eng.php 

• For information about the Government of Canada's Anti-Drug Strategv-, go to: 
www.nationalantidrugstrategy.gc.cal 

The Prevention section on this site has a number of helpful resources for parents, 
including: 
• Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp

apdltalk -aborderlindex -eng. php 
• What to Do if Your Teen is Using Drugs, at: 

www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.html 

• Health Canada's Not4Me youth drug prevention section at: http://www.hc
sc. gc.calhc-psl drugs-drogues/youth-j eunes/facts-faits/index -eng. php 

• Information on natural health products and the Natural Health Products 
Regulatiolls can be found at: www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in 
Canada, see: 
• The 2008-2009 Youth Smoking Survey, at: 

www.yss.uwaterloo.calysssite app/controller/index.cfm 
• The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: www.hc

sc.gc.calhl-vs/drug-drogues/cadums-esccad-eng.php 
• The 2009 Ontario Student Drug Use and Health Survey, at: 

http://www.camh.netlResearch/Areas of research/Population Life Course Studi 
es/OSDUS/~Detailed DrugReport 20090SDUHS Final.pdf 

Additional Resources: 
• U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 

Salvia divillorum alld Salvin orin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 

• U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8/hallucinogens/hallucinogens.pdf 

• For additional articles on health and safety issues go to the It's Your Health web 
section at: www.heaithcanada.gc.caliyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2010 
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Lisa MacKay/HC-SC/GC/CA 

2010-09-01 04:46 PM 

Good point Robin! 

To Robin Marles/HC-SC/GC/CA@HWC 

cc Allison Lui/HC-SC/GC/CA@HWC, Angela 
Tonary/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC, Bruna 

bec 

Subject Re: Final review before formal approval- SALVIAEI 

I'll put Sept 2010 for now but flag it so that when we are ready to release I'll make sure the proper month is 
listed. 

Thanks 

Lisa 

Robin Marles/HC-SC/GC/CA 

Robin Marles/HC-SC/GC/CA 

2010-09-01 04:43 PM To Lisa MacKay/HC-SC/GC/CA@HWC 

cc Allison Lui/HC-SC/GC/CA@HWC, Angela 
Tonary/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC, Bruna 
Brands/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, Christine 
ZaczynskilHC-SC/GC/CA@HWC, Danika 
Painter/HC-SC/GC/CA@HWC, Darrin 
Denne/HC-SC/GC/CA@HWC, Dave 
Stephens/HC-SC/GC/CA@HWC, David 
Cunningham/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Duc 
Vu/HC-SC/GC/CA@HWC, Elizabeth 
Keeping/HC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Helene 
Lacourciere/HC-SC/GC/CA@HWC, Jeff 
Devine/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Karen 
Kouassi/HC-SC/GC/CA@HWC, Kathy 
Howard/HC-SC/GC/CA@HWC, Ken 
PolklHC-SC/GC/CA@HWC, Kevan 
Burrows/HC-SC/GC/CA@HWC, Kevin 
Bernardo/HC-SC/GC/CA@HWC, Laura 
Francis-Lamb/HC-SC/GC/CA@HWC, Lindsay 
Blaney/HC-SC/GC/CA@HWC, Mano 
Murty/HC-SC/GC/CA@HWC, MBBNHPB Assistants, 
MBBNHPB Management, Melinda Lee 
Choon/HC-SC/GC/CA@HWC, Robert 
Leitch/HC-SC/GC/CA@HWC, Sarah 
Chippure/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC, Shahid 
PerwaizlHC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Stephanie 
JacklHC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC, Terry LP 
Smith/HC-SC/GC/CA@HWC, Valerie 
Hurry/HC-SC/GC/CA@HWC, Zeshan 
Zakir/HC-SC/GC/CA@HWC 

Subject Re' Final review before forma' ~~~.~ .. ~, C' A' ,/I A D1 
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If you would prefer to say, "As of September, 2010 ... " I confirm that such a revision is correct. January is 
already 50000 long ago! 

Robin 

Lisa MacKay/HC-SC/GC/CA 

Hello all, 

Lisa MacKay/HC-SC/GC/CA 

2010-09-01 02:52 PM To Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, MBBNHPB Assistants. 
MBBNHPB Management. Terry LP 
Smith/HC-SC/GC/CA@HWC. Allison 
LuilHC-SC/GC/CA@HWC, Angela 
Tonary/HC-SC/GC/CA@HWC. Christine 
Zaczynski/HC-SC/GC/CA@HWC, Danika 
Painter/HC-SC/GC/CA@HWC. Darrin 
Denne/HC-SC/GC/CA@HWC. David 
Cunningham/HC-SC/GC/CA@HWC, Duc 
Vu/HC-SC/GC/CA@HWC, Helene 
Lacourciere/HC-SC/GC/CA@HWC, Jeff 
Devine/HC-SC/GC/CA@HWC, Karen 
Kouassi/HC-SC/GC/CA@HWC, Kevan 
Burrows/HC-SC/GC/CA@HWC, Kevin 
Bernardo/HC-SC/GC/CA@HWC, Laura 
Francis-Lamb/HC-SC/GC/CA@HWC, Lindsay 
Blaney/HC-SC/GC/CA@HWC, Mano 
Murty/HC-SC/GC/CA@HWC, Melinda Lee 
Choon/HC-SC/GC/CA@HWC, Robert 
Leitch/HC-SC/GC/CA@HWC. Robin 
Marles/HC-SC/GC/CA@HWC. Sarah 
Chippure/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC. Shahid 
PerwaizlHC-SC/GC/CA@HWC, Stephanie 
JacklHC-SC/GC/CA@HWC, Terry LP 
Smith/HC-SC/GC/CA@HWC. Valerie 
Hurry/HC-SC/GC/CA@HWC, Zeshan 
Zakir/HC-SC/GC/CA@HWC. Elizabeth 
Keeping/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC. Bronwyn 
Cline/HC-SC/GC/CA@HWC. Bruna 
Brands/HC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC. Mano 
Murty/HC-SC/GC/CA@HWC 

cc Kathy Howard/HC-SC/GC/CA@HWC. Ken 
PolklHC-SC/GC/CA@HWC. Dave 
Stephens/HC-SC/GC/CA@HWC 

Subject Final review before formal approval - SALVIA 

I think I have been able to include all requested changes to the media lines and IYH article on Salvia. Here 
are the final documents for your review. Could you please send any additional comments or requested 
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changes to me by c.o.b Tuesday September 7. 

I have made one additional change to the IYH article. I believe two of the main questions the public has 
about this substance are "is it safe?" and if not "what is Health Canada doing?" so to that end, I added a 
sentence (taken from another section of the article) to the Issue section: 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use 
of S. divinorum as a "legal" alternative to street drugs. As of January 2010 no products 
containing S. divinorul11 have been authorized for use by Health Canada. 

IYH article - mark-up 
[attachment "IYH Salvia_v15 Aug 2010.doc" deleted by Robin Marles/HC-SC/GC/CA] 
IYH article - clean version 
[attachment "IYH Salvia divinorum_v16 clean Sept2010.doc" deleted by Robin Marles/HC-SC/GC/CA] 

In the media lines comments there was a question regarding the Raw Material Policy: 

Q2 - How can Health Canada regulate a product containing Salvia divinorum , but not the 
sale of Salvia divillorllm itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, Salvia divinorum. - This statement is correct. 

Media Lines - mark-up . 
[attachment "Salvia MLs + OCS Input SP August 31, 2010.doc" deleted by Robin Marles/HC-SC/GC/CA] 
Media Lines - clean version 
[attachment "Media Lines_ v12 clean Sept201 O.doc" deleted by Robin Marles/HC-SC/GC/CA] 

Thank you all for your work so far! 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Strategic Communications and Ministerial Services Division I Division des communications strategiques 
et des services ministeriels 
Public Affairs, Consultation and Communications Branchl Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Fax 613.952.8644 
Lisa_Mackay@hc-sc.gc.ca 
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Lisa MaeKay/HC-SC/GC/CA 

2010-09-02 03:49 PM 

To Suzanne Desjardins/HC-SC/GC/CA@HWC 

cc Allison LuilHC-SC/GC/CA@HWC, Angela 
Tonary/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC, Bruna 

bcc 

Subject Re: Final review before formal approval- SALVIAQ) 

History: ~ This message has been replied to. 

Thank you Suzanne, Bruna and Hanan 

To answer your question about why the background section is so far down in the article - we are trying to 
change the format of IYH articles somewhat to make them consistant with the style of information on the 
Consumer Safety Portal. It was suggested that the Background section be moved down in all articles 
because people generally want to know the Issue first, what are their potential risks second and what can 
they do to minimize those risks third. Then if they want they can read the rest of the information. 
Whenever possible we are trying to change to that format. 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Strategic Communications and Ministerial Services Division I Division des communications strategiques 
et des services ministeriels 
Public Affairs, Consultation and Communications Branchl Direction genera Ie des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Fax 613.952.8644 
Lisa_Mackay@hc-sc.gc.ca 

Suzanne Desjardins/HC-SC/GC/CA 

Suzanne 
Desjardins/HC-SC/GC/CA 

2010-09-02 03:35 PM 

To Lisa MaeKay/HC-SC/GC/CA@HWC 

cc Allison LuilHC-SC/GC/CA@HWC, Angela 
Tonary/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC, Bruna 
Brands/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, Christine 
Zaczynski/HC-SC/GC/CA@HWC, Danika 
Painter/HC-SC/GC/CA@HWC, Darrin 
Denne/HC-SC/GC/CA@HWC, Dave 
Stephens/HC-SC/GC/CA@HWC, David 
Cunningham/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Due 
Vu/HC-SC/GC/CA@HWC, Elizabeth 
Keeping/HC-SC/GC/CA@HWC, Hanan 
AbramovicilHC-SC/GC/CA@HWC, Helene! 
Lacourciere/HC-SC/GC/CA@HWC, Jeff 
Devine/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Karen 
Kouassi/HC-SC/GC/CA@HWC, Kathy 
Howard/HC-SC/GC/CA@HWC, Ken 
PolklHC-SC/GC/CA@HWC, Kevan 
Burrows/HC-SC/GC/CA@HWC, Kevin 
Bernardo/HC-SC/GC/CA@HWC, Laura 
Francis-Lamb/HC-SC/GC/CA@HWC, Lindsay 
Blaney/HC-SC/GC/CA@HWC, Mana 
Murty/HC-SC/GC/CA@HWC, MBBNHPB Assistants, 
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Hi Lisa, 

MBBNHPB Management, Melinda Lee 
Choon/HC-SC/GC/CA@HWC, Robert 
Leitch/HC-SC/GC/CA@HWC, Robin 
Marles/HC-SC/GC/CA@HWC, Sarah 
Chippure/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC, Shahid 
PerwaizlHC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Stephanie 
JacklHC-SC/GC/CA@HWC, Terry LP 
Smith/HC-SC/GC/CA@HWC, Valerie 
Hurry/HC-SC/GC/CA@HWC, Zeshan 
Zakir/HC-SC/GC/CA@HWC 

Subject Re: Final review before formal approval- SAILVIA[l;'J 

Bruna Brands, Hanan Abramovici and myself have looked at the artticle and the media lines. Our 
comments are included in the attached. 
Most of the changes are due to the fact that the results from the surveys are now known and we have 
started to review the information as part of our drug scheduling process. The decision has not been made 
yet and can't be communicated, but we can no longer say that at the present time there is not enough 
information for us to make a decision. Both the article and the Media lines have been amended with that 
consideration. 

IYH Salvia divinorum_v16 dean Sept201 0 o OARS cmts.doc Media Unes_v12 dean Sept201 00 OARS cmts.doc 

Thanks 

Suzanne 
Lisa MacKay/HC-SC/GC/CA 

Lisa MaeKay/HC-SC/GC/CA 

2010-09-01 02:52 PM To Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Denis 
ArsenauIUHC-SC/GC/CA@HWC, MBBNHPB Assistants, 
MBBNHPB Management, Terry LP 
Smith/HC-SC/GC/CA@HWC, Allison 
Lui/HC-SC/GC/CA@HWC, Angela 
Tonary/HC-SC/GC/CA@HWC, Christine 
Zaezynski/HC-SC/GC/CA@HWC, Danika 
Painter/HC-SC/GC/CA@HWC, Darrin 
Denne/HC-SC/GC/CA@HWC, David 
Cunningham/HC-SC/GC/CA@HWC, Due 
Vu/HC-SC/GC/CA@HWC, Helene 
Lacourciere/HC-SC/GC/CA@HWC, Jeff 
Devine/HC-SC/GC/CA@HWC, Karen 
Kouassi/HC-SC/GC/CA@HWC, Kevan 
Burrows/HC-SC/GC/CA@HWC, Kevin 
Bernardo/HC-SC/GC/CA@HWC, Laura 
Francis-Lamb/HC-SC/GC/CA@HWC, Lindsay 
Blaney/HC-SC/GC/CA@HWC, Mano 
Murty/HC-SC/GC/CA@HWC, Melinda Lee 
Choon/HC-SC/GC/CA@HWC, Robert 
Leitch/HC-SC/GC/CA@HWC, Robin 
Marles/HC-SC/GC/CA@HWC, Sarah 
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Hello all, 

Chippure/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC, Shahid 
PerwaizlHC-SC/GC/CA@HWC, Stephanie 
JacklHC-SC/GC/CA@HWC, Terry LP . 
Smith/HC-SC/GC/CA@HWC, Valerie 
Hurry/HC-SC/GC/CA@HWC, Zeshan 
Zakir/HC-SC/GC/CA@HWC, Elizabeth 
Keeping/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC, Bruna 
Brands/HC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC, Mano 
Murty/HC-SC/GC/CA@HWC 

cc Kathy Howard/HC-SC/GC/CA@HWC, Ken 
PolklHC-SC/GC/CA@HWC, Dave 
Stephens/HC-SC/GC/CA@HWC 

Subject Final review before formal approval- SALVIIA 

I think I have been able to include all requested changes to the media lines and IYH article on Salvia. Here 
are the final documents for your review. Could you please send any additional comments or requested 
changes to me by c.o.b Tuesday September 7. 

I have made one additional change to the IYH article. I believe two of the main questions the public has 
about this substance are "is it safe?" and if not "what is Health Canada doing?" so to that end, I added a 
sentence (taken from another section of the article) to the Issue section: 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain web sites are also promoting the use 
of S. divinorum as a "legal" alternative to street drugs. As of January 2010 no products 
containing S. divinorum have been authorized for use by Health Canada. 

IYH article - mark-up 
[attachment "IYH Salvia_ v15 Aug 201 O.doc" deleted by Suzanne Desjardins/HC-SC/GC/CA] 
IYH article - clean version 
[attachment "IYH Salvia divinorum_v16 clean Sept2010.doc" deleted by Suzanne 
Desjardins/HC-SC/GC/CA] 

In the media lines comments there was a question regarding the Raw Material Policy: 

Q2 - How can Health Canada regulate a product containing Salvia divinorum , but not the 
sale of Salvia divinorum itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, Salvia divinorum. - This statement is correct. 

Media Lines - mark-up 
[attachment "Salvia MLs + OCS Input SP August 31, 2010.doc" deleted by Suzanne 
Desjardins/HC-SC/GC/CA] 
Media Lines - clean version 
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[attachment "Media lines_v12 clean Sept2010.doc" deleted by Suzanne Desjardins/HC-SC/GC/CA] 

Thank you all for your work so far! 

lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Strategic Communications and Ministerial Services Division I DiviSion des communications strategiques 
et des services ministeriels 
Public Affairs, Consultation and Communications Branch! Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Fax 613.952.8644 
Lisa_Mackay@hc-sc.gc.ca 
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DRAFT 12 
September I, 2010 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has noted ongoing media interest regarding the availability of Salvia 
divinorum in Canada. Health Canada has also received a number of enquiries from various 
municipalities and members of the public asking why Health Canada has not taken steps to 
control the availability of Salvia divinorum, particularly given reports from scientific and media 
sources suggesting that Salvia divinorum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. 

Key Messages: 

I • Health Canada advises Canadians not to use products containing.tS':_tiM~()~1n_~l1<Y~r____ _---- -{ Formatted: Font: Italic 

salvinorin A because very little is known about the substance and its potential effects on 
the brain and/or body, and its impact on physical and mental functions. 

Because of its hallucinogenic properties, products containing S. divinorum and/or 
salvinorin A_meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed and approved by 
Health Canada and labelled with a Natural Product Number (NPN) or Exemption 
Number or a Drug Identification Number - Homeopathic Medicine (DIN-HM). The 
illegal sale of products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action under the Food and Drug Act. 

.' Health Canada will continue to collect and study information about S. divinorum as it 
becomes available, and to consult with law enforcement and health officials domestically 
and internationally in order to determine the best way to manage the risks associated with 
its availability in Canada. 

Supplementary Messages: 

Salvia divinorum as a controlled substance: 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). 

Salvia divinorum is not listed under the United Nations Drug Control Conventions and 
does not have to be regulated as a controlled substance in any of the countries (including 
Canada) that are signatories to these Conventions. 
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• Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. Although some individual U.S. states have implemented 
laws restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
federally regulated under the Controlled Substances Act in the United States. 

Comment [51]: Now that we 
have the results from CADUMS 
and YSS, I don't think that this 
will be an issue 

I I Deleted: If pressed on the lack 
t ---------- -- --- -- ---- --- -- --- ---- --- ------- ---------- --- -- ------ -- --- ------ ---- ------ ----- ------ ------ - ------ -- -- ---- --------- ----- __ ---/ ,- .. -- ojstadstics on Salvia divinorum 
Questions and Answers: u,ve in Canada:~ 

Ql - If Health Canada is aware of adverse effects associated witb the use of Salvia 
divinorum, why isn't it illegal? 

~ 
<#>Health Canada is taking steps 
to address the paucity of data. 
Questions about the use of Salvia 
divinornm were included in the 
2008-2009 Youth Smoking 

A I - Because S. divinorum meets the definition of an NHP under the Natural Health Product Survey, and the 2009 Canadian Alcohol and Drug Use Monitoring 
Regulations, it is illegal to manufacture, sell or provide products containing S. divinorum .. ~<¥~~____ Survey (CADUMS). The results 
salvinorin A without their being authorized by Health Canada prior to sale. Jiealth Canada is '\ from the Youth Smoking Survey 

.s~n:~_ntJx_~~y_i_~~i}~J~_ ~n_t_~e _~~~i_I~!*_ }_I!f<?~~~i<?~_~~g_~~!!~g§~!y'~q_ ~!Y.~'!c!':_l!!?1.,:I~~!~~}~g:~~~::::::::::} ~!~~: ~~=I~~~ are 
prevalence of its use in Canada, to determine whether it should be controlled under tht.L ____________ ~\ June 20101 

Controlled Drugs and Substances Ac, _ _ ),',: , 

~Ie -o~;;v~Ddi~::~:;~:~;. regu~~~P~~~.;:n;~IDi~g~~I;a·~~~~=~'·~~t·~:tt~e'I,:,~:,:,:",',',:,::,\""":",: t~~~~?~! f2~i~;::e 
plant and its active ingredient 
should be regulated.' 

A2 - The Natural Health Products Regulations apply to finished natural health products that are ::,:,:,:,::'i,',", ~pressedregardingtheresultsOj 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, the20090nlJlrioStudentDrug 

such as the plant, Salvia divinorum. :',: ':, Use and Health Survey: 'II 

:~i, '(\ !#> The results from the 2009 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum on the ::,::: ~:os:~~:':u~~~:e: on 

market? \::,:,:,"::"',,:,,'\:"',:: ~;:!:~g~*:~~~S~~~!~n 
A3 - Salvia divinorum products that are not in compliance with the Natural Health Products Salviadivinornm at least once in 

Regulations may be subject to compliance and enforcement action by Health Canada. the past year. Health Canada will :::: consider this data in its ongoing 
Comp laints about the illegal sale of drugs containing S. divinorum and! or sal vinorin A can be W: ::: examination of Salvia divinorum 

referred to the Health Products and Food Branch Inspectorate at 1-8-00~26'i~9Kj5:~::::::::::::::::::::::~ \:'\ :,: andsalvinorinA·lI 

Q4 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
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Overall risk to public health and safety posed by the substance. 

Health CanadaJs_~!ll:T~I1~_IX_ !~yi~~~ng_ !h~_ ~~~!J~~}_~ _ !~f~~~~!C!~ _to_ ~~t~l111!I'I:~_ ~h~~he_r _~~g!l!a.t}_0!1_ _ _ _ _ _ Deleted: has only limited 
f S I . d' . d h CDSA' d infonnation on some of the above-o a Vla lvmorum un er t e IS warrante ~_____ ____ _ _ ______ _ ____ _ _ __________ ____ __ mentioned factors, and thus there 

is simply not enough infonnation 

Q5-~-Didn;t-~n-intirnaj-reportfron.--Heaith-Canada-'-s-M~~k~t~dji-~ajth-Products------- ---------\\ "",,>=a=v=ail=ab=le=to=======< 

Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why has Deleted: 'If 

that recommendation not been acted upon? Deleted: 'If 

AS - SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterizeJmLm 
risk of similar reactions to the general population \. 

,. ~ -- - ~ -- - -- ----_. -- --- --- - -- - - - -- - - --- - -- -- - ---- - - -- - - - -- - - - - - - - - - - - - - - - - - - - - -- - - - - -- -- -- ------ - ~-- ~ - ~--- - - - - - ---- -- --- -- -- --~ -~ --- --. - ~ - ~--

/fpressed on whether Health Canada has issued any kind of warning to Canadians about ", 
Salvia divinorum 

A. Health Canada isE_~~~}~l?1I'1:g~_~~~~_y.~_I!~_fJ~_~~!h_(!y'I:-n~!~I_~_~~§~?l!!C!_rj~l!!'!~,:~~_~~_h~}p ______ _ 
inform the general public about the risks associated with the use of this substance. \, 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
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The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum resemble those 
induced by other hallucinogens, such as LSD and phencyclidine, the overall experience appears 
to be quite uniquc:;,, ________________________________________________________________________________________________________________ _ 

Data from the 2008-2009 Youth Smoking Survey indicate that: 
2.6% of students (grades 7-12) reported having used Salvia divinorum in the past year. 
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5.0% of students IS years of age reported using Salvia divinorum in the past year 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year). 
The prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

p~~_a_f~~~_th~_?_OQ~_Q~!~i~_~~~e_t:l~_I:>~g9~~_~~~_~~al~_h_~~~ex_(Q~.Q_~g~)pll~lish~_d_~y._~~_t? ______ ------{,-D_e_letecI_:-'-' ____ ~ 
Centre for Addiction and Mental Health (CAMH) indicate that; 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year. 

5.4% of students (grades 7-12) ever used S. divinorum. 
Use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) in 
2009. 
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Issue 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street 
names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use 
of S. ~i~inorum. a.s a "legal" alternative to .street drugs. As of..s_~!1!~}~:t.l?~&._~9)_~~_t:J..I?_~~~~_l!~!~ ___________ <:---{ Deleted: Januar 

contammg S. dlVlnorum have been authorIzed for use by Health Canada. --of Deleted: y 

Health Canada recommends that you avoid using this plant because very little is known about the 
effects it may have on your body and/or brain functions. There is also no way to predict how it 
will affect you with each use. 

Risks Associated with the Use of Salvia divinorum 

~----~--------~ 

S. divinorum is known to have physical and mental effects. The effects of~:_~~v!!!~':'~~J_~~_i'?h ________ ----{,--De __ leted ___ : __________ ---, 

vary from person to person, are often described as unpleasant and may include the following: 

• hallucinations 

I • dysphoria (feeling anxious, depressed,_o~_~_t!~~l~ss,L ___________________________ _ 
out-of-bodyexperiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 

• lack of physic~l coordination 
• slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product 
how much is used 
the purity of the product (it may be mixed with other substances) 
how it is taken (e.g., chewed, swallowed or smoked) 
the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, salvinorin A, 
very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or 
permanent damage 
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• how it interacts with other substances, including other drugs, natural health products and 
alcohol 

• The potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to predict how 
it will affect you with each use. Just because a drug is plant-based or "natural", does not mean 
that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal drugs, 
such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. See the "Need 
More Info?" section below for links to resources that can help you with this. 

Legal Status of Salvia divinorum 

In Canada 
When S. divinorum is manufactured, sold or represented for use in modifying organic functions 
in humans, and hallucinogens work by modifying~~!~~~_~t:l_~h~ __ br_~!~~_i~~~e~~t~~A~~~i!!9.t:l_~L-_----
a Natural Health Product (NHP) in accordance with the Natural Health Products Regulations \ 
and the definition of a drug under the Food and Drugs Act. It is illegal to sell NHPs in Canada \, 
unless they have been reviewed and approved by Health Canada and labelled with one of the 
following: -

a Natural Product Number (NPN); or 
a Exemption Number; or 
a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

Comment [51]: "organic" 
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Canada. All unauthorized drugs and NHPs are subject to compliance and enforcement actions by . 
the Department. 

Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs and 
Substances Act (CDSA). Health Canada is currently considering available information to i " 

determine~\Vht!th~~_reg!-l!~ti_<?~_~_~_~9.n~!<?_U~~_s~~_s~~e_i~_\V~rr~I?-~~rl:._, ________________________________________ )' 

,------------------------------------------------------------------------------------ --------------------------------------------- -------:~\, 

In Other Countries ~ ':., 
Several countries including but not limited to Australia, Belgium, Germany, Italy, Japan, etc .. , \. \\, 
have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. \. \,' 
In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale and/or 
import. For example, several states have made it illegal to manufacture, distribute, import/export, 
possess, use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, while others 
have placed restrictions on distribution, for example, can not sell to anyone under the age of 18. 
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:Backgroun~ ______________________________________________________________________________________________________________________ _ Comment [52]: Why is this 
section here? Would be better 
placed right after the "Issue" 

The leaves of this plant have been used traditionally by the Mazatec.t?~~pJ~J()~_~_t?~!ci_nllLal!~Lm__ section. 

mystical J?~~()_~~_s,.. ---__ --____ --m __ ----__ -_____ --m __ m_ -------- -- -------- ----- m --m ----- m -------- --------- ----- ----- --- -- <.::--{ Deleted: Indians 

Products that claim to contain S. divinorumJ?~J~~I!lll!ll __ ~~_~ty~_!n_g!.~~iel:t~~_~ll!Y.~I)~~}.I!_A",p~_~!~eJy __ ... " '. 
available on the Internet and are sold in various "head shops" and natural food stores. The \, .... 
products are sold in a number offorms, including fresh or dried leaves, liquids or seeds and plant '\, " 
cuttings for growing purposes. '\, 

In Canada, results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, less than 2% of Canadians age 15 years and older reported having used S. 
divinorum at least once in their lifetime. Youth 15-24 years of age were, however, much more 
likely to have ever used it than adults (7.3% vs 0.5%). Similarly, results from the 2008-2009 

" '-\' 
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Health Canada's Role 

Health Canada continues to collect and consider safety information regarding S. divinorum and 
will continue to consult with key stakeholders including health officials in other countries and 
law enforcement officials here at home. This will assist in determining Health Canada's future 
approach to decision-making regarding regulation of S. divinorum in Canada. 

Need More Info? 

Complaints about illegal sale of drugs containing S. divinorum can be made to the Health 
Products and Food Branch Inspectorate at: http://www.hc-sc.gc.caldhp-mps/compli
conform/prob-report-rapport/gui_ 44_ consumer _ consommateur _ cp-pc-eng.php 
Tel: 1-800-267-9675. 

You can report any adverse reactions to the C~nada Vigilance Program by one of the 
following three ways: 
Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.caldhp
mps/medeff7index-eng.php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 070lC 
Ottawa, ON KIA OK9 
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To have postage pre-paid, download the postage paid label from the MedEffect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at : http://www.hc
sc.gc.caldhp-mps/medeff/report-declaration/ar-eijorm-eng.php 

For information about the Government of Canada's Anti-Drug Strategy. go to: 
www.nationalantidrugstrategy.gc.cal 

The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp
apdltalk -aborder/index -eng. php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.html 
Health Canada's Not4Me youth drug prevention section at: http://www.hc
sc.gc.calhc-ps/drugs-drogues/youth-jeunes/facts-faits/index-eng.php 

Information on natural health products and the Natural Health Products 
Regulations can be found at: www.hc-sc.gc.ca/dhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
www.yss.uwaterloo.calysssite app/controller/index.cfm 
The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: www.hc
sc .gc.calhl-vsl drug-droguesl cadums-esccad -eng. php 
The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.net/ResearchiAreas of researchlPopulation Life Course Studi 
es/OSDUS/~Detailed DrugReport 20090SDUHS Final.pdf 

Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divinorum and Salvinorin A at: 
www.deadiversion.usdoj.gov/drugsconcernlsalviad/salviad.htm 
U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8lhallucinogenslhallucinogens.pdf 

• For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.caliyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 20 I 0 
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Jocelyn Kula/HC-SC/GC!CA 

2010-09-06 06:58 PM 

To ·Stephanie Chandler/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: Final review before formal approval - SALVIA 

.. History: 
~ This message has been forwarded. 

Hi there 

So here is my input on the IYH and media lines; building on the comments from ODARS, which I largely 
agree with. I assume you have also reviewed so perhaps you can compare any comments! thoughts with 
what I have compiled and edit as required. Then we should send back to Lisa Mackay ASAP as I think 
she wanted input by COB tomorrow (Tuesday) ..... 

Both docs saved under PRAD! Salvia in either IYH folder or general folder: 

IYH Salvia d_v16 + DDARS + DeS Sept 2010.doc Media Lines_v12 DDARS + DeS Sept 2010.doc 

Come see me if you have any questions 

JK 

Jocelyn Kula 
Manager! Gestionnaire 
Regulatory Policy Division! Division des politiques reglementaires 
Office of Controlled Substances! Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
---- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-09-06 06:54 PM -----

Suzanne 
Desjardins/HC-SC/GC!CA 

2010-09-02 03:35 PM 
To Lisa MacKay/HC-SC/GC/CA@HWC 

CC Allison Lui/HC-SC/GC/CA@HWC, Angela 
T onary/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC, Bruna 
Brands/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, Christine 
Zaczynski/HC-SC/GC/CA@HWC, Danika 
Painter/HC-SC/GC/CA@HWC, Darrin 
Denne/HC-SC/GC/CA@HWC, Dave 
Stephens/HC-SC/GC/CA@HWC, David 
Cunningham/HC-SC!GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Due 
Vu/HC-SC/GC/CA@HWC, Elizabeth 
Keeping/HC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Helene 
Lacourciere/HC-SC/GC/CA@HWC, Jeff 
Devine/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Karen 
KouassilHC-SC/GC/CA@HWC, Kathy 
Howard/HC-SC/GC/CA@HWC, Ken 
PolklHC-SC/GC/CA@HWC, Kevan 
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DRAFT 12 
September 1, 2010 

Media Lines 
Regulatory Control of Salvia Divinorum 

Issue 
Since 2006, Health Canada has noted ongoing media interest regarding the availability of Salvia 
divinorum in Canada. Health Canada has also received a number of enquiries from various 
municipalities and members of the public asking why Health Canada has not taken steps to 
control the availability of Salvia divinorum, particularly given reports from scientific and media 
sources suggesting that Salvia divinorum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. 

Key Messages: 

I • Health Canada advises Canadians not to use products containing§:_tiivi11~rlll11_I:lIld!0~_ u_u/ {Fonnatted: Font: Italic 
salvinorin A because very little is known about the substance and its potential effects on 

• 

the brain and/or body, and its impact on physical and mental functions. 

Because of its hallucinogenic properties, products containing S. divinorum and/or 
salvinorin A_meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed and approved by 
Health Canada and labelled with a Natural Product Number (NPN) or Exemption 
Number or a Drug Identification Number - Homeopathic Medicine (DIN-HM). The 
illegal sale of products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action under the Food and Drug Ac~. 

Health Canada will continue to collect and study information about S. divinorum as it~ (. r_ .., ~ 0.& _ r 
becomes available, and to consult with law enforcement and health officials domestically l-AA\It~ l() ''[ CIt {, _ 
and internationally in order to determine the best way to manage the risks associated with d.L U'cSl'wt l' '"' ~~h e~ 
its availability in Canada. 

Supplementary Messages: 

Salvia divinorum as a controlled substance: 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). 

• Salvia divinorum is not listed under the United Nations Drug Control Conventions and 
does not have to be regulated as a controlled substance in any of the countries (including 
Canada) that are signatories to these Conventions. 
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Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. Although some individual U.S. states have implemented 
laws restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
federally regulated under the Controlled Substances Act in the United States. 

Questions and Answers: 

Ql - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

Al - Because S. divinorum meets the definition of an NHP under the Natural Health Product 
Regulations, it is illegal to manufacture, sell or provide products containing S. divinorum ~and/()~ .... 
salvinorin A without their being authorized by Health Canada prior to sale. J:Iealt~c;!lIl!:l~a is . 
.qlll!ent1x.re:vi.e~i.nK~llthe::J.\f~i}.a~le inforrn~tion reg.ar~iI1g Sl1lv.zq.~ivin()rtll11._inclu.dil1g.the _, , .:: 
prevalence of its use in Canada, to determine whether it should be controlled under th<:.. _. ___ '. 
Controlled Drugs and Substances AC~mm . . m_ ••• mm.. __ m ••• _ 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but not the 
sale of Salvia divinorum itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 

~ such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A3 - Salvia divinorum products that are not in compliance with the Natural Health Products 
Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum .a:I).d/()rs!:lly:inori~.J\:.c!lll.!Jt! 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675 .•. _ .......... . 

Q4 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
• International requirements and trends in international control; 

Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
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Overall risk to public health and safety posed by the substance. 

Health Canadajs ~curr~ntly revie\VinKthe <lyailable inf<:'rrn_ation to determine\Vhether reg\llation _ 
of Salvia divinorum under the CDSA is warranted ... __ 

't ______ _ ___ "____ _ ___________ • __ . ____ _ 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why has 
that recommendation not been acted upon? 

AS- See A4 

Q6 - What is the significance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize ~ n 

risk of similar reactions to the general population 
'I!: _____ • _______ • __ •• ____ ". __ " _____ _ __ ._ _. ___ _ 

/fpressed on whether Health Canada has issued any kind o/warning to Canadians about 
Salvia divinorum 

A. Health Canada is F.e,,~l~<?l'il1g~lll1~I~~~_ XO~':l!f:Iealth-<!XJD ~icl~_ <:,n ~~lvi(Jclivil1~1]!,!, _to~ heJp 
inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec ~in}v1~}{i~c(): _ ~~ __ ~_~ _ ~ ~~ __ ~ ~_ ~~~~ _~~~~~~~~_ ~~~~~~~ _~~~_ ~_ 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

While some users have reported that the psychotropic effects of Salvia divinorum resemble those 
induced by other hallucinogens, such as LSD and phencyclidine, the overall experience appears 
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Data from the 2008-2009 Youth Smoking Survey indicate that: 
:2.6% of students (grades 7-12) reported having used Salvia Jivinorwn in the past year. 
7.0% of studentsJgrades 10-12) reported having used Salvia divinorum in the past yea~_ ------- { Deleted: 
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5.0% of students 15 years of age reported using Salvia divinorum in the past year 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year). 
The prevalence of lifetime use among vouth 05-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

pata from the 20q90I1t~i() Stu<ient. Dl1lgUsean<i Healt.h Survey. «)SDUHS) Pll~lished by the . 
Centre for Addiction and Mental Health (CAM H) indicate that; 

, .. 

4.4% of students (grades 7-12) used Salvia divinorum in the past year. 
5.4% of students (grades 7-12) ever used S. divinorum. 
Use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) in 
2009. 
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Leitch HPFB/MHPD, Collin Pinto, HPFB/HPFBI 

Approved by: 
[NAME] Director, Bureau of Policy and Regulatory Affairs, NHPD (pending) 
[NAME] Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, 
MHPD (pending) 
[NAME] Director, HPFBI (pending) 
Diane Allan, Director, OCS, CSTD, HECS (pending) 
Suzanne Desjardins, Director, ODARS, CSTD, HECS (pending) 
Cathy Saoiston, DO, CSTD, HECS (pending) 
[NAME], DO, MHPD (pending) 
[NAME], DO, NHPD (pending) 
[NAME] DO, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Kathleen Malone, Senior Media Relations, PACCB (pending) 
Warren Braun, Director, Strategic Communications, PACCB (pending) 
Peter Yendall, Director, Public Affairs, P ACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 
Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, PACCB (pending) 
DMO (pending) 
MO (pending) 
PCO (pending) 

001189 

. (Deleted: 1[ 

. . f Deleted: , 
I Data from the 2007 report on 
i Alcohol and Other Drugs 
I published by the Addictions 
i Foundation of Manitoba indicate 
I that, 
I <#>3.7% of males vs. 2.2% of 
I females (grades 7·12) used S. 

I
I C:::: ::: ::i:::':urvey 

on Drug Use and Health Report, 
published by the U.S. Substance 

1 

Abuse and Mental Health Services 
Administration estimated that1f 

I <#>0.3% of persons aged 12 or 

1 

older used S divinorum in 2006·11 
<#>0.6% of persons between the 

I ages of 12 and 17 used S. 
, divinonlm in 2006.1[ 
II <#>L7%ofpersons between the 

ages of 18 to 25 used S. divinorum 
I in 2006.' 
I <#>Youngadults(18·25)were 
i nearly three times more likely than 
'1 youths aged 12·17 to have used S. 

divinorum m 2006.' 
I <#>Males between the ages of 12· 
I 25 were three to four times more 

[

likely than females in the same age I 
range to have used S. divinonlm in 

. 2006.'11 ' 

Fonnatted: Indent: First line: 
1.27 em 



, 
___ _ ___ ___ ___ ___ _ _ _ _ ___ { Formatted: Font: Italic 

Issue 

Salvia divinorum (s. divinorum) is a species of sage belonging to the mint family. Some street 
names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use 
of S. divinorum as a "legal" alternative to street drugs. As of.septembe&lOl_9;1~()J)r()du(;ts _________ < --(Deleted: Januar ) 

containing S. divinorum have been authorized for use by Health Canada. ------{ Deleted: y --=:J 
Health Canada recommends that you avoid usin this lant because very little is known about the 
effects it may have on your body and/or brai nctions. here is also no way to predict how. it 
will affect you with each use. ~ '41m ti.1 if j! a L-aE 
Risks Associated with the Use of Salvia d;v;norum 

S. divinorum is known to have physical and mental effects. The effects of~:4i~!1l()rllrnJ_\\,hich ______ /-{ Oeleted: 
~--------------~ 

vary from person to person, are often described as unpleasant and may include the following: 

I • 
hallucinations 
dysphoria (feeling anxious, depresse'i()r restI(!ss)n 
out-of-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product 
how much is used 
the purity of the product (it may be mixed with other substances) 
how it is taken (e.g., chewed, swallowed or smoked) 
the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, salvinorin A, 
very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or 
permanent damage 
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how it interacts with other substances, including other drugs, natural health products and 
alcohol 
The potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to predict how 
it will affect you with each use. Just because a drug is plant-based or "natural", does not mean 
that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal drugs, 
such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. See the "Need 
More Info?" section below for links to resources that can help you with this. 

Legal Status of Salvia divinorum 

In Canada 
When S. divinorum is manufactured, sold or represented for use in modifying organic functions 
in humans, and hallucinogens work by modifying fun(;tio.ll~in tllebrain,it llleets. tll~detiIliti()n ()f 
a Natural Health Product (NHP) in accordance with the Natural Health Products Regulations 
and the definition of a drug under the Food and Drugs Act. It is illegal to sell NHPs in Canada 
unless they have been reviewed and approved by Health Canada and labelled with one of the 
following: 
• a Natural Product Number (NPN); or 
• a Exemption Number; or 
• a Drug Identification Number - Homeopathic Medicine (DIN-HM). 

As of Septembe~20 1 Q 110 pro~llcts.c()l1taiIlil1g f):divinorunzllavt! .lJeel1allth.orizedpxflea.ltll .. 
Canada. All unauthorized drugs and NHPs are subject to compliance and enforcement actions by 
the Department. 

Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs and 
Substances Act (CDSA). Health Canada is currently considering available information to 
iletermine .whetllj!r reglliationasa controll~<lsllbstanc.e is \Val'faIlt~d .•.. 

'~~'~(IJ:\.w.W'-\...;;.s~~~ ..... ~.. ....... ... ..... ... . 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Italy, Japan, etc .. , 
have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 
In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale and/or 
import. For example, several states have made it illegal to manufacture, distribute, import/export, 
possess, use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, while others 
have placed restrictions on distribution, for example, can not sell to anyone under the age of 18. 
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Backgroundl. 

The leaves of this plant have been used traditionally by the Mazatec.peopI~f()rme~icil1~laTl~ 
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In Canada, results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, less than 2% of Canadians age 15 vears and older reported having used S. 
divinorum at least once in their lifetime. Youth 15-24 years of age were, however, much more 
likely to have ever used it than adults (7.3% vs 0.5%). Similarly, results from the 2008-2009 

. I hallucinogenic experience 
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Health Canada's Role 

Health Canada continues to collect and consider safety information regarding S. divinorum and

J 
~~",lt'v-'1 

will continue to consult with key stakeholders including health officials in other countries and ~ Ol ~ 
law enforcement officials here at home. This will assist in determining Health Canada's future lJ\oJA\ 
approach to decision-making regarding regulation of S. divinorum in Canada. ~~ii "" 

Need More Info? 

• Complaints about illegal sale of drugs containing S. divinorum can be made to the Health 
Products and Food Branch Inspectorate at: http://www.hc-sc.gc.caldhp-mps/compli
conformlprob-report-rapportlgui_ 44_ consumer _ consommateur _ cp-pc-eng. php 
Tel: 1-800-267-9675. 

• You can report any adverse reactions to the Canada Vigilance Program by one of the 
following three ways: 
Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.caldhp
mps/medeff/index-eng.php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 0701C 
Ottawa, ON KIA OK9 
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To have postage pre-paid, download the postage paid label from the MedEffect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at: http://www.hc
sc.gc.caldhp-mps/medeff/report-declarationiar-eiJorm-eng.php 

• For information about the Government of Canada's Anti-Drug Strategy. go to: 
www.nationalantidrugstrategy.gc.cal 

The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp
apd/talk-aborder/index-eng.php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.htmI 
Health Canada's Not4Me youth drug prevention section at: http://www.hc
sc.gc.calhc-psl drugs-drogues/youth-jeunes/facts-faits/index-eng. php 

Information on natural health products and the Natural Healtlt Products 
Regulations can be found at: www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
www.yss.uwaterloo.calysssite app/controller/index.cfm 
The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: www.hc
sc.gc.calhl-vs/drug-drogues/cadums-esccad-eng.php 

• The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.net/Research/Areas of research/Population Life Course Studi 
es/OSDUS/~Detailed DrugReport 20090SDUHS Final.pdf 

Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divinorum and Salvinorin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 
U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8Ihallucinogenslhallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.caliyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
'©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 20 I 0 
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Jocelyn Kula/HC-SC/GC/CA 

2010-09-0704:02 PM 

To Daniel Galarneau/HC-SC/GC/CA@HWC 

cc ·Stephanie Chandler/HC-SC/GC/CA@HWC 

bcc 

Subject Re: Fw: Final review before formal approval - SALVIA!] 

I will look at consolidated input tonight but I think the idea was to not be so prescriptive in tlhe IYH just yet 
I will also read text of OP as I actually don't think a OP is where we shld be announcing a policy position. If 
we are truly going to proceed to schedule Salvia, we shld be working on a comms plan to tlell the universe 
as there will be Cdns who are very interested in said decision. 

Stephanie, pis let Lisa Mackay know that our input will be delayed until tomorrow. 

JK 
Sent by blackberry 

Jocelyn Kula 
Managerl Gestionnaire 
Policy and Regulatory Affairs Divisionl Division des politiques et affaires reglementaires 

Daniel Galarneau 

----- Original Message ----
From: Daniel Galarneau 
Sent: 2010-09-07 03:48 PM EDT 
To: Jocelyn Kula 
Cc: Stephanie Chandler 
Subject: Re: Fw: Final review before formal approval - SALVIA 

I quickly read both documents. I would suggest that the message from Health Canada should reflect the 
decision to schedule it under the CDSA. This is how the OP note was re-designed, so both the media lines 
and IYH should reflect this decision. 

Head, Regulatory Affairs Section - Chef, Section de la reglementation 
Office of Controlled Substances -- Bureau des substances controlees 
Controlled Substances and Tobacco Directorate - Direction des substances controlees et de la lutte au tabagisme 
Healthy Environments and Consumer Safety Branch -- Direction Generale de la Sante Environnementale et de la 
Securite des Consommateurs 
Tel: (613) 946-6521 
Fax: (613) 946-4224 

Stephanie Chandler/HC-SC/GC/CA 

Hi Daniel, 

Stephanie 
Chandler/HC-SC/GC/CA 

2010-09-07 09:45 AM 
To Daniel Galarneau/HC-SC/GC/CA@HWC 

cc 

Subject Fw: Final review before formal approval - SALVIA 

Please see the revisions for Salvia IYH and ML. This is a combination of the revisions I sent you earlier, 
as well as those sent to me by Jocelyn yesterday. 
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[attachment "Media Lines_v12 ODARS + OCS Sept 2010.doc" deleted by Jocelyn Kula/HC-SC/GC/CA] 
[attachment "IYH Salvia d_v16 + ODARS + OCS Sept 2010.doc" deleted by Jocelyn Kula/HC-SC/GC/CA] 

Please note these must be forwarded to Lisa Mackay by COB today. 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branchl Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-09-07 09:43 AM -----

Jocelyn Kula/HC-SC/GC/CA 
2010-09-0606:58 PM To Stephanie Chandler/HC-SC/GC/CA@HWC 

cc 

Subject Fw: Final review before formal approval- SALVIA 

Hi there 

So here is my input on the IYH and media lines; building on the comments from ODARS, which I largely 
agree with. I assume you have also reviewed so perhaps you can compare any comments/ thoughts with 
what I have compiled and edit as required. Then we should send back to LIsa Mackay ASAP as I think 
she wanted input by COB tomorrow (Tuesday) ..... 

Both docs saved under PRADI Salvia in either IYH folder or general folder: 

[attachment "IYH Salvia d_v16 + ODARS + OCS Sept 2010.doc" deleted by Stephanie 
Chandler/HC-SC/GC/CA] [attachment "Media Lines_v12 ODARS + OCS Sept 2010.doc" deleted by 
Stephanie Chandler/HC-SC/GC/CA] 

Come see me if you have any questions 

JK 

Jocelyn Kula 
Managerl Gestionnaire 
Regulatory Policy Divisionl Division des politiques reglementaires 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
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Hi Lisa, 

'Stephanie 
Chandler/HC-SC/GC/CA 

2010-09-0801:10 PM 

To Lisa MacKay/HC-SC/GC/CA@HWC 

cc Allison Lui/HC-SC/GC/CA@HWC, Angela 
Tonary/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC, Bruna 

bec 

Subject Re: Final review before formal approval - SAL VIAl] 

Our apologies for the delay. Here are OCS' comments (including the revisions made by ODARS) . 
... ~ ~ 

~~ ~ 
Media Unes_v120DARS +OC5 Sept 2010.doc IYH Salvia d_v16+ ODARS +OCS Sept 2010.doc 

Thanks, 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Lisa MacKay/HC-SC/GC/CA 

Lisa MacKay/HC-SC/GC/CA 

2010-09-0203:49 PM To Suzanne Desjardins/HC-SC/GC/CA@HWC 

cc Allison LuilHC-SC/GC/CA@HWC, Angela 
Tonary/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC, Bruna 
Brands/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, Christine 
Zaczynski/HC-SC/GC/CA@HWC, Danika 
Painter/HC-SC/GC/CA@HWC, Darrin 
Denne/HC-SC/GC/CA@HWC, Dave 
Stephens/HC-SC/GC/CA@HWC, David 
Cunningham/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Due 
Vu/HC-SC/GC/CA@HWC, Elizabeth 
Keeping/HC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Helene 
Lacourciere/HC-SC/GC/CA@HWC, Jeff 
Devine/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Karen 
Kouassi/HC-SC/GC/CA@HWC, Kathy 
Howard/HC-SC/GC/CA@HWC, Ken 
PolklHC-SC/GC/CA@HWC, Kevan 
Burrows/HC-SC/GC/CA@HWC, Kevin 
Bernardo/HC-SC/GC/CA@HWC, Laura 
Francis-Lamb/HC-SC/GC/CA@HWC, Lindsay 
Blaney/HC-SC/GC/CA@HWC, Mano 
Murty/HC-SC/GC/CA@HWC, MBBNHPB Assistants, 
MBBNHPB Management, Melinda Lee 
Choon/HC-SC/GC/CA@HWC, Robert 
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DRAFT 12 
September 1, 2010 

Media Lines 

Issue 
Since 2006, Health Canada has noted ongoing media interest regarding the availability of Salvia 
divino rum in Canada. Health Canada has also received a number of enquiries from various 
municipalities and members of the public asking why Health Canada has not taken steps to 
control the availability of Salvia divinorum, particularly given reports from scientific and media 
sources suggesting that Salvia divinorum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. 

Kev Messages: 

I • Health Canada advises Canadians not to use products containing§:_~i"':'!!l9.~~_~~<i!5?~h _____ h_/-{ Formatted: Font: Italic 

salvinorin A because very little is known about the substance and its potential effects on 
the brain and/or body, and its impact on physical and mental functions. 

Because of its hallucinogenic properties, products containing S. divino rum and/or 
salvinorin A_meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed and approved by 
Health Canada and labelled with a Natural Product Number (NPN) or Exemption 
Number or a Drug Identification Number - Homeopathic Medicine (DIN-HM). The 
illegal sale of products containing S. divino rum and/or salvinorin A may be subject to 
compliance and enforcement action under the Food and Drugs. Act. 

Health Canada will continue to collect and study information about S. divino rum as it 
becomes available, and to consult with law enforcement and health officials domestically 
and internationally in order to determine the best way to manage the risks associated with 
its availability in Canada. 

Supplementary Messages: 

Salvia divino rum as a controiled substance: 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). 

Neither Salvia divinorum nor salvinorin A ar~!is~~clu!lcl~!tJ?~_~.t!!!~d}~-a~j5?Il~p~R_hh ___ h_-
Control Conventions and thus, do.not ha:ve to ~e regulatedas.contr:ollt!cls\lb_sta.nce~ in any 
of the countries (including Canada) that are signatories to these Conventions. 
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Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. Although some individual U.S. states have implemented 
laws restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
legulated under the federal Controlled Substances Act in the United States. ,.: ,:' _________________________________________________ ~ ____________________________________ ~ ___ ~ ________________________ ~ ___________ .J ,/ /' 

" " I ~ __________________________________________________________________________________________________________________________________________ / 
Questions and Answers: 

Ql - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

.ID~i;t;;;f~d~;~ii~- .. --·-·J 
Comment [51]: Now that we 
have the results from CADUMS 
and YSS, I don't think that this 
will be an issue 

Deleted: If pressed 011 tile lack 
of statistics 011 Salvia divillorlll" 
lise ill Callada:~ 

11 
<#>Health Canada is taking steps 
to address the paucity of data. 
Questions about the use of Salvia 
rlivillorum were included in the 
2008-2009 Youth Smoking 
Survey, and the 2009 Canadian 
Alcohol and Drug Use Monitoring 

Al - Because S. divinorum meets the defmition of an NHP under the Natural Health Product Survey (CADUMS). TIle results 

R l ' "'11 I f: II 'd d ,. d d/ from the Youth Smoking Survey egu atlOns, It IS 1 ega to manu acture, se or provl e pro ucts contammg S. ivinorum .afl or. were released on May 31, 2010 

salvinorin A without their being authorized by Health Canada prior to sale . .r!~_~!!h_~~n_~~~_~~ ________ : and the 2009 CADUMS results are 
, scheduled to be released in late 

.sll~~_n_tJ)'_~~V.i_€?~.v:in_g_ ~ll_th~ _~ .':~~l~~!~ __ ~f0!'fIl~t~o~ _ ~~g~~~~g ,sCill'ia_ (/ i~j1!~!'!!!!l._ .in<:llld~g. n~€? ________ --.i June 20 1 o~ 
prevalence of its use in Canada, to determine whether it should be regulated J}n~e_~_~_s._~~~~~~??~_4_1\\: ~ 
Drugs and Substances Act I::" <#>It is anticipated that the data 

~ ••••• - •••• - •• _ •••• m •••••••• - •••••• ..--.. - .---..... • ••••••• ••• ••• • ••••••• "'\::,: ;~oZ~~~s:e~::~: t~!~IHc~a~~bute 

,\i:: Canada may make about how this 
Q2 - How can Health Canada regulate a product containing Salvia {/ivinorum, but not the 
sale of Salvia divino rum itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divino rum on the 
market? 

A3 - Salvia divinorum products that are not in compliance with the Natural Health Products 
Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum .and/{)r salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at I-800~267~967.5.,. ....... . 

Q4 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
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'\\ :.~ plant and its active ingredient 
:\: :', should be regulated,11 
,i:i' 11 
:i: :. If pressell reg(/rtlillg tIre resrrlts of 
\: ',: tile 1009 Ontario Strrdellt Drllg 

:\ ":':, Use alld Healtll Srrrvey: ~ 

\\ \': ~#>The results from the 2009 
'I: :: Ontario Student Drug Use and 
:\: \:; Health Survey were published on 
,\::' November 18, 2009 and indicate 
:\~:; that among responding students in 
',: ',' Ontario, 4.4% reported using 
:\\:: Salvia divinorum at least once in 
:':: the past year. Health Canada will 
" " c~nsider this data in its ongoing 
I,' , examination of Sa/via divinorum 

" . and salvinorin A.11 

.',:: ':'r For~~tt~d;F~~t:'N~t:B~ld .......... J 
';', :\\ " Deleted: With respect to adverse 

:'::; effects, there are insufficient 

:'\ ""l,:,"" controlled scientific studies 
looking into the physical and 

",', 'i'; psychotropic effects of Sa/via 
':,: divinorum on humans, As such, it 

is difficult to predict the potential 
for addiction and abnse associated 

.:: with Sa/via divinorum, Based on 
::':', the available evidence, 

, 'J Deleted: not proceeding to regu 

", ::,( Deleted: controlled 
:71 

Deleted: late it as a controlled 
substance at this point in time 

Deleted: . 

Formatted: Font: Not Bold 

Deleted: , 



.' 

Overall risk to public health and safety posed by the substance. 

Health Canada.js~ cllrr~n5h'~r~vie~iI1~g!he~~v~n~~I~~ illf~~~!i~I1 ~~<?~~~~t~f!!1!~~~~h~!h~~rE~J~1l!~5~i~~~~~J/ 
of Salvia divillorum under the CDSA is warranted .. 

t __________________________________________________________________________________________________________________________________________ _ 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divino rum be scheduled under the CDSA? Why has 
that recommendation not been acted upon? 

AS - See A4 

Q6 - What is the significance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

Deleted: has only limited 
infonnation on some of the above-
mentioned factors, and thus there 
is simply not enough infonnation 
available to 

Deleted: 11 - _. __ ...... __ .. _ .. __ . 
~ .. 

Deleted: 11 

Deleted: It is anticipated that the 
data from the 2008~2009 Youth 
Smoking SUlVey and the 2009 
Canadian Alcohol and Drug Use 
Monitoring Survey in addition to 
the results from the 2009 Ontario 
Student Drug Use and Health 
Survey will help address some of 
the infomlation gaps about this 
substance. Data from the Youth 
Smoking SUlVey has just been 
released and data from the 2009 
edition ofCADUMS will be 
available in late June 2010. [need 
to state how these survey 
infonnation will be used from a 

A6 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divino rum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterizeJ!¥; 
risk of similar reactions am.ongJ.~~ .. g~_~.~~~Lp~p.~~~.~~_~P: "'_'.,,'" ..... _ ...... _ ...... _, ... ----------, ~',,~ regulatory perspective I'll 

"'-------------------------------------------------------------------------------------~-----------------------------------------------------

Ifpressed on whether Health Canada has issued a/ly kind of warning to Canadians about ' 
Salvia divino rum 

AJIealth Canada is .de"elopi[lgall It's X our I-It:a1th (IXI-I) artic:le~n S(llvJadivin()rtl11lt~11~lp~.~ 
inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 

Mazatec ~in~M~~~~(): ~~ ~~~ ~~~~ ~~~~~~~ ~ ~~ ~ ~ ~ ~ ~ ~~~~~~~~~~ ~ ~ ~ ~~~ ~~~~~ ~ ~ ~~~~~~~~~~~~~~ ~ ~ ~~~~~~~ ~~~~~~~ ~~~ ~ ~~~~~~~~~~~~~~ ~~~ ~~. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

,Some users have reporte~ thattl1epsycl1()tropic effectsoJ ~alvia ciivjll()rll11t Fes.e~~!eJl1()~~ ~ ~ 
induced by other hallucinogens, such as LSD andJiliel1c:y.c!idi~le;.I~()~~v~~terth~~~h~~~I1~~J).~.t.:~~~ __ ~~ ___ / 
contirmed through scientific study. YHi/ 

- - - - __ - - - - _. • - - - - - - __ - - - - - - __ - - - - ______ - - - - ~_ - - - _____ - __ ~ - ___ - - __ - - - - - _____ ~ ____ - __ - - ___________ - - - - _~ ____________ ~ ______ ..,1 

Data from the 2008-2009 Youth Smoking Survey indicate that: 
2.6% of students (grades 7-12) reported having used Salvia divinorum in the past year;.. 
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Deleted: any 

Deleted: to 
\,. ... -. - _.M .. __ ._.____ .. _. ._ .... _ 

Deleted: . In particular, Health 
Canada does not have any 
infomlation about the number of 
individuals in Canada using or 
who have used Salvia divinorum. 
[what about extrapolation from the 
surveys cited above?11l 

~ .. _- . --.- .~ 

Formatted: Font: Not Bold 
". --... 

l Deleted: . 

I'"~ Formatted: Font: Not Bold ~J - ._.M .- --_ .. . --_ .. 
\'.. ( Deleted: J ,~. .. __ ..... _._ •• __ .M •• __ ·_ 

" Formatted: Font: Not Bold 
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I Formatted: Font: (Default) 
Times New Roman 

~ ( Deleted: Indians 

Deleted: While some 

ii Deleted: phencyclidine, 

I Deleted: the overall experience 
:' appears to be quite unique. [this is 
I subjective and does not gIve 

infonnation1 
\._-- .. - -_.. -- --- - . 

.1 Comment [HC2}: I have 
suggested some text to respond to 
the previous comment re the text 
being subjective and not providing 
infonnation as I agree that the 
previous sentence was not helpful. 
Alternatively. the sentence could 
just be removed altogether as it 
really does not add much at this 
point ..... 

.... --...... -... • M •• ___ ._ ...... _ ••••• _ •• . -.. - ._ .. . -.. 'J t Deleted:. 



7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; • 
anck 
5.0% of stUdents ·IS·Yearsof age reported using Salvia divinorunl in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year)~ and . 
tJ~~J~revalence oflifetime use am()~lg youth (15-24 years of age) was 7.3% while ()Illy-· ... 
0.5% ofaduits-reportc-d-havlng-ever -u-scci"iilis-substance:---

m

---

m 

---- ______ mm _______ mmm 

, Formatted: Indent: Left: 0 
, em, Hanging: 1.27 em 

====)' r Deleted: 

l Deleted:. 

I Deleted: T 

p~_t_'!_f~~~_~~_~_?_9g~g~!~~~_~_tE~~tl~_~~gI!~~_~~~_~~~}_~~_~~~~x_{9~RI!~_~}I?~~E~h~_~_~y:_t}~_~ _____ -... -' {~.'= D~e='e=te=d:~"====~ 
Centre for Addiction and Mental Health (CAMH) indicate that~ .. ......... .................. .............. (D~'~ted:; 

4.4% of students (grades 7-12) used Salvia divinorum in the past year~.__________________________. i Deleted:. 

5.4% of students (grades 7-12) ever used S divinorum: ancl, _. . _ r Deleted:. ====== 
the u,;>e ofS. divinorum was significantly higher in males than infeinales(6~2% vs.2.3% ) 'f Deleted: U in 20b9~-------- .....- -- ................. ..---..- ...... ......... ... ..... .............. ...... ...........- =--------

if _ _ ___ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ ___ _ __________________________ - ____________ - -- - - - - -- _______ - - - - - - - ----- - - - - -- - --- -- - - - -- - - - - - - - - - - - - - - -- - - - - - ~ --

Prepared by: Cheryl Tremblay and Denis Arsenault, OCS, CSTD 

Input by: Lisa Mackay IYHlPACCB, Hanan Abramovici HECSB/ODARS, Jocelyn Kula, 
HECSB/OCS,Robin Maries HPFBINHPD, Mano Murty HPFB/MHPD" Robert Leitch 
HPFBIMHPD, Collin Pinto, HPFB/HPFBI ........ . .......... . 

Approved by: 
[NAME] Director, Bureau of Policy and Regulatory Affairs, NHPD (pending) 
[NAME] Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, 
MHPD (pending) 
[NAME] Director, HPFBI (pending) 
Diane Allan, Director, OCS, CSTD, HECS (pending) 
Suzanne Desjardins, Director, ODARS, CSTD, HECS (pending) • 
Cathy Sabiston, DO, CSTD, HECS (pending) 
[NAME], DO, MHPD (pending) 
[NAME], DO, NHPD (pending) 
[NAME] DO, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Kathleen Malone, Senior Media Relations, P ACCB (pending) 
Warren Braun, Director, Strategic Communications, PACCB (pending) 
Peter Yendall, Director, Public Affairs, PACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 
Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, PACCB (pending) 
DMO (pending) 
MO (pending) 
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Deleted: ~ 
Data from the 2007 report on 
Alcohol and Other Drugs 
published by the Addictions 
Foundation of Manitoba indicate 
that:" 
<#>3.7% of males vs. 2.2% of 
females (grades 7-12) usedS. 
divinorum during that year.'1 

" Data from a 2006 National Survey 
on Drug Use and Health Report, 
published by the U.S. Substance 
Abuse and Mental Health Services 
Administration estimated that" 
<#>0.3% of persons aged 12 or 
older used S. divinornm in 2006." 
<#>0,6% of persons between the 
ages of 12 and I 7 used S. 
divillornm in 2006.~ 
<#> L 7% of persons between the 
ages of 18 to 25 used S. divinornm 
in 2006." 
<#>Young adults (18-25) were 
nearly three times more likely than 
youths aged 12-17 to have used S. 
divinornm in 2006.~ 
<#>Males between the ages of 12-
25 were three to four times more 
likely than females in the same age 
range to have used S. divinorum in 
2006.~ 

':'" Deleted: (31/08/10) 1 
('~ormatted: Indent: First line: -1 
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§alvia divillorJUII 

Issue 

Salvia divinorum (s. divino rum) is a species of sage belonging to the mint family. Some street 
names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff, incense special, and salvia, 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use 

{ Formatted: Font: Italic 

of S. divinorum as a "legal" alternative to street drugs. As ofJanuaryi 2010, no products ... .-- i Comment [51]: September? 
containing S. divillorum have been authorized for sa Ie ~y_g~~l~I?:._~~~cla:::::::::_::::::::::::::::::::::::::~ .. __ --' (comme~t [52}: Is it for ''use'; 

';:-', or for "sale"? 

Health Canada recommends that you avoid using this plant because very little is known about the "\····l-comm~.~t[HC3. ];.AgreedbY 

f~ 'h b d d/ b . fu ' Th . I d' h' 'OCS. This definitely should read elects It may ave on your 0 yan or ram nctIOns. ere IS a so no way to pre Ict ow It .... "forsale",notusei', 

will affect you with each use. '( Deleted: use . 

Risks Associated with the Use of Salvia clivinorul1I 

S. divinorw/l is known to have both physical and mental effects. The effects o~§cl.ivirt()rtl11l, __ ._ .. ' '_--[LD_e_let_ed_: _____ _ 
which vary from person to person, are often described as unpleasant and may include the 
following: 

I . 
hallucinations 
dysphoria (feeling anxious. depressect.,()r r~stlessL .. 
out-of-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack 0 f physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product 
how much is used 

Deleted: Wlwell, Wleasy or 
unhappy 

I • the purity of the product (products may contain~_~ivil!O~~_J11i?,:e.4.~iJl.1_()!hC?~ __________________ <:--{>=D~e~let~ed=: 1='1 ======< 
substances) --{ Deleted: maybe 

~:ewu~~~~st~~~:t~~d~\7!~fitl~~sRr()duc;t}S_Cl1~~~~'-_S~-'~!!~~~~-<?!,_S.D)-<?~~_d. ___ h ________ -- __ ~h ___ <:::1>=~=:~:===: ),,;,( ======< 

While scientists know which brain receptors are targeted by the active ingredient, salvinorin A, 
very little is known about the following: 
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how it affects the brain overall, including whether there are any long-term effects or 
whether it can cause permanent damage 

,( Deleted: T 

how it interacts with other substances, including other drugs, natural health products and 
alcohol , 

Comment [HC4]: Just think the 
whole sentence about "when 
manufactured .. represented for lise 
in modifying organic functions ... " 
sentence is very long and 
technical, and certainly not at a 
Great 8 reading level. And since 
the sentence 1 have suggested is 
similar to text in the media lines, I 
think we can nm with it here. 

I • ~~_R()~(!!!!!~t()K§:_4.~V.!!"f!-'Y!--'!!_~()_R~()~~~~_RhY_~!~-'!!_~e:2e:}-?-~~115~~_''!!!~!~!_'!~~_~~!!()~ ______ '_' ________ J/ 

Minimizing Your Risk 

Hallucinogens like S. divinontm work by modifying functions in the brain. Health Canada 
recommends that you avoid using S. divino rum because very little is known about the effects it 
may have on your body andlor brain functions. _There is also no way to predict how it will affect 
you with each use. Just because a drug is plant-based or "natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal drugs, 
such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. See the "Need 
More Info?" section below for links to resources that can help you with this. 

Legal Status of Salvia divinorum 

rC'omme~t [55]: "organic" "\ 
:1 should be removed as the "brain" II 

, is specified for hallucinogens; 
! I there is no such as thing as an J 
: ! "organic" function in the brain 
i ,{ Deleted: When 1 
• i( Deleted: is J 

, 'i=============< 
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: :':,' represented for use in modifying 

.: //:, organic functions in humans, and 
:':' :':/ hallucinogens 1V0rk by modifying 
:::-': { 1 :: ::': ,Deleted: organic 

In Canada !i':,-:,-',{ Deleted: functions in the brain, it J 

IBecauseofits hallucinogenic properties, products containing~_~i!,j!!Q~~_~E_~~J_,!j!!~rtr!_~(!~tmL,::,'{ Deleted: s J 

the definition of a Natural Health Product (NHP) in accordance with the Natural Health ( Comment [56]: September? I 
Products Regulations and the definition of a drug under the Food and Drugs Act. Jt is illegal to l Deleted: 1 
sell ~rugs or NHPs in Canada unles~ they have been rev~ewed and approved by Health Canada::( Deleted: All ) 
and m the case ofNHPs, labelled WIth one of the followmg: ',' Comment [HC7]: Just trying to 

a Natural Product Number (NPN); or ':: i make this more consistent with 
an Exemption Number; or • .:/i >=me=d=ia=h='ne=s="=,, ======< 

a Drug Identification Number - Homeopathic Medicine (DIN-HM). :'.;::.:' ..( Deleted: are J 
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The leaves of this plant have been used traditionally by the Mazatec peopltO' forl11e4icinaLaIl<l_ 
mystical purpose~ 

Products that claim to contain S. divinorump~ its mainactiveingre4ientsalvillorin Alrare_\Vi~~ly '- ( Deleted: Indians -, 
available on the Internet and are sold in various "head shops" and natural food stores. The " 

'~'. 
products are sold in a number of forms, including fresh or dried leaves, liquids or seeds and plant '.:, 

Deleted: uses like chewing the 
leaves or using them to make a tea, 
and other '.' 
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.:.\ Deleted: like smoking the 

In Canada. results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that. in 2009. less than 2% of Canadians age 15 years and older reported having used S. 
divillorllfll at least once in their lifetime. Youth 15-24 years of age were however much more 
likely to have ever used it than adults (7.3'% vs 0.5'?'(»). Similarly, results from the 2008-2009 
Youth Smoking Survey show that 5% of 15 vear olds reported using S. divinorum in the past 
vear. 

See the Need Jl-tore Into? section below for more information on these surveys. 

Health Canada's Role 

Health Canada continues to collect and consider safety information regarding S. divinorum and 
will continue to consult with key stakeholders including health officials in other countries and 
law enforcement officials here at home. This will assist in determining Health Canada's future 
approach to decision-making regarding the regulation of S. divinorum in Canada. 

Need More Info? 

I • Complaints about the illegal sale of drugs containing S. divinonlm can be made to the 
Health Products and Food Branch Inspectorate at: http://www.hc-sc.gc.ca/dhp
mps/ compli-conform/prob-report-rapport/gui _ 44_ consumer _ consommateur _ cp-pc
eng.php 
Tel: 1-800-267-9675. 

You can report any adverse reactions to the Canada Vigilance Program by one of the 
following three ways: 
Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.caldhp
mps/medefflindex-eng.php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Repoliing Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL0701C 
Ottawa, ON KIA OK9 
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• 

To have postage pre-paid, download the postage paid label from the MedE((ect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at:J!~lR:[/'Y:~,:".l1c:-_ 
sc.gc.ca/dhp-mps/medeff/report-declaration/ar-ei_fonn-eng.php 

For infonnation about the Government ofCanada'sAllti-Drug Strategy. go to: 
www.nationalantidrugstrategy. gc. cal 

The Prevention section on this site has a number of helpful resources for parents, +------
including: 

. Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp-+-----
apd/talk -aborder/index -eng. php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.ca/parents/pubs/talking-aborder/talking
aborder.html 
Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/youth-jeunes/facts
faits/index -eng. php 

Infonnation on natural health products and the Natural Health Products 
Regulations can be found at: www.hc-sc.gc.ca/dhp-l11ps/prodnatur/index-eng.php 

.. -------

~or more on/th~.S~tveysJhat arecollectmg infonnation about Salvia diviriorul11 
use inCanad~se~'l ________________________________________________________________________________________ _ 

The 2008-2009 Youth Smoking Survey, at: +-, 

www.yss.uwaterloo.ca/ysssite app/controller/index.cfm 
The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
www.hc-sc.gc.calhl-vs/drug-drogues/cadums-esccad-eng.php 
The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.netiResearch/Areas of research/Population Life Cours 
e Studies/OSDUS/~Detailed DrugReport 20090SDUHS Final.pdf 

Additional Resources: 
I • U.S. Drug Enforcement Administration Fact Sheet: Drugs and Chemicals of 

Concern: Salvia divinorum and Salvinorin A at: 
www.deadiversion.usdoj.gov/drugs concern/salvia d/salvia d.htl11 
U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8lhallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's YOlll' Health web 
section at: www.healthcanada.gc.ca/iyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Salvia divinorum 

Issue 

Sa/via divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street 
names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use of 
S. divinorum as a "legal" alternative to street drugs. As ofSeptembeJ;.}QJ~~_Il_oR~~<l.l:l~~S __________________ -----{ Deleted: January 

containing S. divinorum have been authorized for use by Health Canada. 

Health Canada recommends that you avoid using this plant because very little is known about the 
effects it may have on your body and/or brain functions. There is also no way to predict how it 
will affect you with each use. 

Background 

S. divinorum is known to have physical and mental effects. [see list below] 

The leaves of this plant have been used traditionally by the Mazatec Indians for medicinal 
(chewing the leaves or using them to make a tea) and other purposes (smoking the leaves to 
induce a "mystical" or hallucinogenic experience). 

Products that claim to contain S. divinorum - or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of forms, including fresh or dried leaves, liquids or seeds and plant 
cuttings for growing purposes. 
Risks Associated with the Use of Salvia divinorum 

The effects 0~§:_d.i~!'?~~!l111J_~~i~h_Y!lryJr~~J?~~s()~_~0_Q~t:S~~, __ a~~_()_~~~Ae~~ri~~_g_(ls_~nQ_l~~_s~!!! ______ -_---{~D_e_let_ed_: _____ ~ 
and may include the following: 

hallucinations; 
dysphoria (feeling unwell, uneasy or unhappy); 
out-of-body experiences; 

• uncontrollable laughter; 
loss of consciousness; 
short-term memory loss; 
lack of physical coordination; and 
slurred speech and awkward sentence patterns. 

There is no way to predict what effect this substance may have on you. In addition, the effects 
may differ from one use to the next, depending on factors such as: 
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the potency of the product; 
how much is used; 
the purity of the product (it may be mixed with other substances); 

• how it is taken (e.g., chewed, swallowed or smoked); 
• the user's mood and expectations. 

While scientists know which brain receptors are targeted by the active ingredient, salvinorin A, 
very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or 
permanent damage; 

• how it interacts with other substances, including other drugs, natural health products and 
alcohol.,. 
The potential of S. divinorum to produce physical dependence and/or addiction. 

Minimizing Your Risk 

Health Canada recommends that you avoid using S. divinorum. Just because a drug is plant-based 
or "natural", does not mean that it is safe. 

• Deleted: ~ 

Deleted: , such as ..... . 

Deleted: ~ 

" Deleted: January 
Also, if you have children, talk to them about peer pressure and the risks of using illegal drugs 

.p_n~_~~l:t~r_~~~~~~c~s_th~~_~i~~~~_r~~_litx:_(~~_~_!h~_~'1'J~~~_M~~~ __ ~K<!T~~(;!!<?_Il_~~-'_<!~X~~_I~~~_~~ _______ ,: ';: ::::, 
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"'---------------------------------------------------------------------------------------------------.--------------------------------------_..' 

Legal Status of Salvia divinorum ',' :>=========( r 
In Canada 

I', ',', '.', ',', 
:~ :: 

When S. divinorum is manufactured, sold or represented for use in modifying organic functions in :::'i 
I', 

humans, and hallucinogens work by modifying organic functions in the brain, it meets the Ii,: 

definition of a Natural Health Product (NHP) in accordance with the Natural Health Products Ii! 
Regulations and the defmition of a drug under the Food and Drugs Act. It is illegal to sell NHPs Ii! 
in Canada unless they have been reviewed and approved by Health Canada and labelled with one ;Ii! 
of the following: !! 

a Natural Product Number (NPN); or I:: 
a Exemption Number; or i! 

" I • a Drug Identification Number - Homeopathic Medicine (DIN-HM). Iii 
" 
" 
" /
:-

I ~:::d;~~~Ir:~:~7~~~~::!%!~~~~~~~~nl~!-~~~~lff:~~;:1~~!~~~n~~!~~~:~~~~r:ttt~s-by---J / 
the Department. ,, ________________________________________________________________________________________________________________ ;' 

._------------------------------------------------------------------------------------------------------------------------------------¥-----.: 
Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs and 
Substances Act (CDSA). Health Canada is continuing to analyze information regarding S. 
divinorum as it becomes available in order to determine the most appropriate way of managing j 
the potential risks associated with this substance. JI)_a~_~ffottJ~_~_o'_!~ct_~~~~ __ il1f~~~_t_i~l1_a_b~~L __ ' 
the use of S. divinorum in Canada, questions relating tC!._~t'vV~re_il1cll:'~t!d __ il1!he}9.0_8~~()O_9_y0l:'~h ___ 
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Smoking Survey, the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) and 
the 2009 Ontario Student Drug Use and Health Survey (OSDUHS). The results from the 2009 
OSDUHS were published on November 18,2009 and indicate that among responding students in 
Ontario, 4.4% reported using Salvia divinorum at least once in the past year. Data from the Youth 
Smoking Survey was published on May 31,2010 and indicate that 4.9% of responding students in 
Grades 7-12 have used Salvia divinorum at least once in the past year. 

I pat!lXro_'!I_!hese __ su}.:v~Xs_~_~~_ti1t?_~99<)_~.~.i~~~!l_oX.Q~Q~MS_JJ:eJ~~.se<ti!l}~.e}9.IQ)'Y.i)J. ..... _._ ...... <- .. -· >=De=leted=:=Qe!a======< 
contribute to future decisions that Health Canada may make regarding the regulation of S.···.:· Deleted: 

divinorum and/or its active ingredient in Canada. See the Need More Info? section below for Deleted: to be 

more information on the surveys that are collecting information about Salvia divinorum use in 
Canada and for more detailed findings from the 2009 OSDUHS. 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Italy, Japan, etc., 
have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 

In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale and/or 
import. For example, several states have made it illegal to manufacture, distribute, import/export, 
possess, use, buy and/or sell S. divinorum and/or salvinorin A to various degrees, while others 
have placed restrictions on distribution, e.g., no sales to anyone under the age of 18, etc. 

I ,Background 

S. divinorum is known to have psychotropic effects, which means it affects the mind and mental 
processes. The leaves of this plant have been used traditionally by the Mazatec Indians for both 
medicinal (chewing the leaves or using them to make a tea) and other purposes (smoking the 
leaves to induce a "mystical" or hallucinogenic experience). 
Products that claim to contain S. divinorum -' or its main active ingredient, salvinorin A - are 
widely available on the Internet and are sold in various "head shops" and natural food stores. The 
products are sold in a number of forms, including fresh or dried leaves, liquids or seeds and plant 
cuttings for growing purposes. l ___________ . _______ .. _______ ._. ______ . _______ .... _. _______ ._. ____ . ___ . __________ ... ______ ._ 
Health Canada's Role 

Health Canada continues to collect and consider safety information regarding S. divinorum and 
will continue to consult with key stakeholders including health officials in other countries and law 
enforcement officials here at home. This will assist in determining Health Canada's future 
approach to decision-making regarding regulation of S. divinorum in Canada. 

Complaints about illegal sale of drugs containing S. divinorum can be made to the Health 
Products and Food Branch Inspectorate at 1-800-267-9675. 

Reporting Adverse Reactions 
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You can report any adverse reactions to the Canada Vigilance Program by one of the following 
three ways: 
Report online at the MedEffect™ Canada Web site 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 070lC 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ Canada Web 
site. The Canada Vigilance Reporting Form and the adverse reaction reporting guidelines may 
also be obtained via this Web site. 

Need More Info? 

• For information about the Government of Canada's Anti-Drug Strategy, go to: 
www.nationalantidrugstrategy.gc.caJ . 
The Prevention section on this site has a number of helpful resources for parents, including: 
• Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp-apdltalk
aborder/index-eng.php 
• What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.caJparents/pubs/talking-aborder/talking-aborder.html 

• Information on natural health products and the Natural Health Products Regulations can be 
found at: www.hc-sc.gc.caJdhp-mps/prodnatur/index-eng.php 

For more on the surveys that are collecting information about Salvia divinorum use in Canada, 
see: 
• The 2008-2009 Youth Smoking Survey, at: 
www.yss.uwaterioo.caJysssite app/controller/index.cfm and 

• The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: www.hc-sc.gc.calhl
vsl drug-drogues/cadums-esccad-eng.php 

• The 2009 Ontario Student Drug Use and Health Survey, at: 
www.camh.net/Researchlosdus.html 

Additional Resources: 

• U.S. Drug Enforcement Administration: Drugs and Chemicals ofConcem: Salvia divinorum 
and Salvinorin A at: www.deadiversion.usdoj.gov/drugsconcem/salviadlsalviad.htm 

• U.S. Department of Health & Human Services, National Survey on Drug Use and Health: 
Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8/hallucinogens/hallucinogens.pdf 
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• For additional articles on health and safety issues go to the It's Your Health Web section at: 
www.healthcanada.gc.caliyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Tiffany 
Thornton/HC-SC/GC/CA 

To 'Stephanie Chandler/HC-SC/GC/CA@HWC 

2010-09-09 03:36 PM 
cc 

bcc 

Subject Re: CSS-WG re Salvia!] 
"~''''>'''''>''~'''''_~_'''"' ~"",v,-",_,~","" ~'''''''''~o~>,,,,,,,.,,,,,,,,.,,,,,,,,_,",,,,,,~,",~w,,,,,,.,",,,,~,,,"",~,,, _""",,~~~,~, "=~'"" ___ "".0","""",",' '" 

History: .. ' .• .... '. ~~!~l~.~e~!~~7:.~~~:.~~~~~eplr~~.~~lY' ....•..• 

Hi Stephanie, 

Sorry for the delay in getting back to you. I was away on holidays. Here is the ROD for thEI last meeting. 

CSS-WG.Aug 2010 Meeting RODt.doc 

Here is the info from Robin - he sent a detailed email that I have attached below. 

Draft Salvia Divinorum lAS_July 12 2010 ed by NHPD RMarles.doc 

Regarding the question of other uses of Salvia divinorum, here is what I was able to find: 

Salvia divinorum has traditional medicinal uses among the native peoples of Mexico, e.g. for the treatment 
of topical ulcers of the feminine organs (Diaz 1976), to help normalize eli minatory functions (diarrhoeal 
constipation and urination), anemia, headaches, rheumatism, and alcohol addiction, in addition to its use 
as a hallucinogen in divination rituals (Valdes et al. 1983). The method of-preparation is always an 
infusion of 4 to 120 pairs (10 to 300 g) of fresh leaves crushed and added to boiling water (a tea) -- low 
doses of fresh or dried leaves for medicinal purposes and doses of 50+ grams of only fresh leaves for 
divination/hallucination (Valdes et al. 1983). 

There is no record in the scientific literature of a history of use of Salvia divinorum as an incense. Burning 
was not an established method of preparation in traditional uses as a medicine or as a hallucinogenic. 

There are a few herbs where burning the leaves produces a very characteristic fragrance (Ie.g. cured 
tobacco, Artemisia, cedar). However, most aromatic plants lose their characteristic fragrance when 
burned and simply smell like burned leaves. Gum-resins from trees, e.g. frankincense, myrrh, and copal, 
are much more common incense ingredients because they gradually release their volatile oils into the 
smoke (Simpson and Ogorzaly 2001). 

Therefore, I believe that the production of "incense" from Salvia divinorum leaves or extracts is a recent 
invention to try to avoid compliance and enforcement actions. Nevertheless, it may be difficult to argue in 
court that, in the absence of any claims regarding hallucinogenic or other actions in humans, use as 
incense is not "legitimate" even if there is no history of such use and it just smells like bumed leaves. 

References: 

Diaz JL. 1976. Propriedades Terapeuticas Atributas a Plantas Mexicanas, Primera Parte: Nombre 
Botanico y Usos. Instituto Mexicano para el Estudio de las Plantas Medicinales, Mexico. 

Simpson BB and Ogorzally MC. 2001. Economic Botany: Plants in Our World, third edition. New York, NY: 
McGraw-Hili Co. 

Valdes LJ, Dias JL, Paul AG. 1983. Ethnopharmacology of Ska Maria Pastora (Salvia divinorum, Epling 
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and Jativa-M.). J. Ethnopharmacology 7(3): 287-312. 

With respect to the sale of Salvia divinorum as a cultivated plant in Canada, yes, it is available from 
legitimate Canadian garden supply companies, e.g., 

• RICHTERS HERBS, 357 Highway 47, Goodwood, ON LOC 1AO Canada, Tel. +1.905.640.6677 Fax. 
+1.905.640.6641.http://www.richters.com/. Note the promotional statements explicitly rellated to its 
use as a hallucinogen in the attached web site pdf. 

Richters Product Listing Salvia divinorum.pdf 

It is also available from more questionable suppliers, such as: 
• Vancouver Seed Bank http://www.vancouverseedbank.ca/catalog/index.php?cPath=90 

~ 
Salvia divinorum Vancouver Seed Bank. pdf 

and 
• http://www.Salvia.ca 

-m 
Salvia D ivinofum from Salvia ca. pdf 

Bruna's info from NIDA can be found here: 
http://drugabuse.govlinfofacts/salvia.html 

International Use? I imputed the CND data in the text from the CADUMS and the OSDUHS but I don't 
have any other info. 

Let me know if there is anything else you need. 

Tiffany 
Stephanie Chandler/HC-SC/GC/CA 

", .. " Stephanie 
~.jj;" ". . Chandler/HC·SC/GC/CA 
~ 2010-08-3002:43 PM 

To Tiffany Thornton/HC-SC/GC/CA@HWC 

cc 

Subject CSS-WG re Salvia 

Hi Tiffany, 

I was just wondering if you would be sending out a Record of Decision or minutes from the last CSS-WG 
meeting re: Salvia divinorum. There were a few items that members were going to look into, or revisions 
which they were going to pass along. I wasn't sure if you would be receiving these items and passing 
them along, or if I should contact the members directly? 

According to my notes: 
- Robin has revisions re: Natural Health Product Regs 
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" 

- ODARS may have stats on international use 
- Bruna had a NIDA publication re: Salvia and its effects 
- Evelyn would provide some info on the status decision of cyclazocine, if available 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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1. APPROVALS 

This Issue Analysis Summary is approved. 

Diane Allan, Director 
Office of Controlled Substances 
Tobacco and Drugs Directorate 

[DD/MMl201O] 

2. ISSUE 

July 12. 2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of S. 
divinorum and/or its main active ingredient salvinorin A, neither of which are currently regulated 
under the Controlled Drugs and Substances Act (CDSA). These requests are further to reports 
from scientific and media sources suggesting that S. divinorum is being used by adolescents and 
young adults specifically for its hallucinogenic properties. Health Canada has also noted an 
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ongoing media interest regarding the availability of S. divinorum in Canada. 

3. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one ofthe Schedules to the CDSA, and determine whether one or both should be regulated as 
controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stems. 1 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as controlled substances. This 
recommendation was maintained when the lAS was updated in November 2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia d/salvia d.htm Nov 2008 
1 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 
HPFBI to discuss S. divinorum. HPFBI was to determine appropriate compliance activities 
regarding S. divinorum and consult with the Canada Border Services Agency (CBSA) regarding 
the movement of products containing S. divinorum into and out of Canada. 

On September 13,2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals ofDSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that a 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention ofa disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of July 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 
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4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, !! 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada further to the submission of a product 
licence application in which the applicant attests to all of the conditions set out in a natural 
health product monograph prepared and published by the Natural Health Products Directorate or 
submission of a product licence application that provides sufficient~~~j~~Il_~I! __ <?fg~~Jj!XL~~fl!~ ______ -------{ Deleted: of other 

and efficacy that is assessed and approved by NHPD by the non-compendial route. The NHPR 
also require that all manufacturers, packagers, labelers, and importers be licensed which in turn 
requires the presence of procedures respecting distribution records, product recalls, product 
~andling, storage and delivery, and all other aspects of Good ~_~fac~~!1g11~!!9_es_~_~~t ()ll.t ___ <::-{;=D=e=le=ted=: m=========< 
In the NHPR. -{ Deleted: p 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must be substances set out in.:?~~_~~1l1eJ_~()J.h~_~tIP~L~.h!9_~j~_~Jis~_()f!~c_I_~~1!_4 ___________ _ 
substances, substances that are traditional medicines or that are homeopathic medicines. and that 
none of the ingredients are substances set out on Schedule 2 which is a list of excluded 
substances, e.g. any substance listed on Schedules I toY ofthe Controlled Drugs and Substances 
Act. Section 2(2) of the NHPR excludes those substances (except homeopathic medicines) whose 
sale is required to be pursuant to a prescription as per Section C.O 1.043 and thus Schedule F to 

the F&DR.A~_R~~_~_~~~i()!1_~~Dl(~l(yit()D~~_~_li~&_~Y~rx_Il_~!~~t~~~J~.hJl~()~~~~_~_~~~ __ ~~ _________ -------
labeled with its authorized recommended use or purpose. In the case of S. divinorum, it is 
generally marketed for its hallucinogenic properties which are considered a modification of an 
organic function. Therefore products containing it and manufactured, sold or represented for that 
pumose meet the definition of an NHP. 

As of July 2010, no products containing S. divinorum have been reviewed and approved by 
Health Canada and no NPNs or DIN-HMs have been issued. Therefore sales of S. divinorum are 

4 
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illegal under the NHPR if it is represented for use as a hallucinogen or if other health claims such 

as .. w:~~~regat:<\~()l11o~if)'ing_(~rgaI1i~_furlcti()n_~_at:e~a~~. _______ h ___ m ___ _ __________________________ <:::::~:=~=:=::=:=: :='n=======< 
4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule ofthe CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in the control and/or scheduling of the substance; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability of the substance; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling of the Substance 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Although both S. divinorum and salvinorin A are listed in 
Schedule 9 of Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the 
basis of "high potential for abuse and risk to public health and safety", no substantiation ofthis 
risk was provided at the time of this scheduling decision.3 Schedule 9 is Australia's most 

3 http://www.tga.gov.auindpsc/record/rr200111.pdf 
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restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus.5 

Denmark 

[n 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11,2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group ofthirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

.\ http://www.cognitiveliberty.org/news/salvia_australia.htm 
; 

http://eldd.emcdda.europa.eulhtml. cfmlindex5176EN .html?pluginMethod=eldd.shownewsdetails&id=20/1212006BE 
LGIUM:%20New''1020substances%20controlled%20include%20mCPP%20and%20khat 
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On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 
possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern" which has no legal implications. In addition, some individual states have 
implemented laws restricting its use, sale and/or distribution. As of July 20 I 0, a number of states 
have enacted legislation placing regulatory controls on S. divinorum and/or salvinorin A 
including Delaware, Georgia, Florida, Hawaii, Illinois, Kansas, Kentucky, Maryland, 
Mississippi, Missouri, Nebraska, North Dakota, Ohio, Oklahoma, South Dakota, Wisconsin, 
Virginia, California, Louisiana, Maine, North Carolina, and Tennessee. More details regarding 
the regulation of S. divinorum in these last five states are provided below. 

California 

As of January 1,2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
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but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1,2009, the North Carolina State Legislature brought a new law into force 
which made Salvia divinorum and salvinorin A illegal. The only legal S. divinorum 
activities are the growing for aesthetic, landscaping, or decorative purposes or university
affiliated medical or pharmacological research. 

Tennessee 

On July I, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession ofthe active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and if) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances listed in the Schedules to the 
CDSA 

The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wormwood) and Cannabis sativa. Salvinorin 
A is considered by some as the most potent natural hallucinogen ever isolated.6 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a way that is quite unique.7 Recent pharmacological screenings of receptors have found it to 
be a highly potent and selective K-opioid receptor (KOR) agonist.8 

The use of S. divinorum or salvinorin A can lead to a number of effects with variable onset and 
duration. These effects are generally accepted to be: sensation of becoming an object, visions of 

6 Ott 1. Ethnopharmacognosy and human pharmacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.org/ott2.htrni 

7 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
lun;43( 1):53-6. 
8 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Nat! Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 
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various two-dimensional surfaces, films and membranes, revisiting places ofthe past 
(particularly childhood), perceived loss of the body and/or identity, various sensations of motion 
(being pulled or twisted by a force of some kind), uncontrollable hysterical laughter, and 
overlapping realities (perceptions of being in more than one place).9 Laughter, happiness, sense 
of well-being and dissociative effects were deemed the best aspects of S. divinorum by users, 
second only to the "trip" that the drug elicits. lo Depersonalization, speaking gibberish, widening 
of consciousness and subjective illusions of rapid movement, flying or hovering have also been 
reported. II 

The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin.15 Its strong dissociative effects are often compared to those of 
ketamine. Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms.16 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 

11 ' ., 17 
overa expeTlence are qUite umque. 

In addition, the psychedelic effects of S. divinorum are similar to those of classical psychedelics 
regarding changes in perception and somatic sensations. S. divinorum causes an unusually high 
degree of sedation, weakness and fatigue, while the increased de-realization is not commonly 
reported for classical psychedelics. 18 The combination of these effects seems to correlate with 

9 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 Jun;43( I ):53-
6. 
10 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
II Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorurn (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38( I): 1-5 and Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43(1):53-6. 
14 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
15 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
16 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
17 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
18 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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that of other KOR agonists such as pentazocine.'9 

4.2.3 Legitimate Use of the Substance, including Therapeutic, Scientific, Industrial or 
Commercial Uses 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico,20 where an infusion of the leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 
stomach?' Its main use today is, however, for its psychoactive properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rituals.22 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use.23 In addition, while it has been speculated that KOR agonists 
may prove to be useful in the treatment of certain psychiatric disorders including Alzheimer's 
disease, schizophrenia, dementia and bipolar disorder,24 much more research is needed in order 
to substantiate these hypotheses. Similarly, another study has suggested that chemical analogues 
of salvinorin A may be a useful treatment for those suffering from addiction to other 
substances?5 That said, there are presently no legitimate medical uses for S. divinorum in 
Canada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. The 
plant is a semi-tropical perennial that can only grow outdoors in a humid climate where it will 
not encounter frost. Most websites offering S. divinorum cuttings and seeds for sale appear to do 
so in the context of growing the plant in order to utilize its psychoactive properties, rather than 
out of horticultural interest or for its esthetic appeal. 

4.2.4 Potential for Abuse and/or Addiction Liability of the Substance 

19 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2): 117-25. 
20 Gonzalez D, Riba J, Bouso JC, Gomez-larabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
21 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http;!/eprints.infodiv.unimelb.edu.aularchive/00002327 10 l/Munr02006thesis. pdf February 2007. 
22 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
23 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
24 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3): 107- \09. 
25 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
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Salvinorin A is a potent, selective agonist of the K-opioid receptor (KOR), and in contrast to the 
euphoria produced by ~-opioid receptor (MOR) agonists, KOR agonists are negatively 
reinforcing and aversive?6 In addition, KOR agonists have analgesic properties but are not 
associated with respiratory depression like MOR agonists. Finally, while MOR agonists increase 
the release of dopamine, the activation ofKOR decreases dopamine release in the nucleus 
accumbens.28 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. 

Traditional uses generally produce mild effects because the leaves are rolled and chewed or crushed 
and prepared as a foamy infusion whereby the salvinorin A is degraded in the gastrointestinal system 
before being absorbed into the bloodstream. Hence, the level of effect relates quite closely to the 
length of time the material spends in the mouth, with the onset of effect generally taking 5-10 
minutes. The effects build over the next hour and last for another hour before they begin to 
subside.29 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) are the quickest and most intense.3o Salvinorin A can be 
isolated from the plant to make a powder which can be vaporized and inhaled. The onset of 
effects felt from vaporizing salvinorin A powder occurs in about 30 seconds and effects last for 
about 5-10 minutes and then subside over the next 30 minutes.31 

Smoking is by far the most popular method of administration32 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 

26 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R, Stein C. 
Conditioning of opioid reinforcement: neuroanatomical and neurochemical substrates. Ann N Y Acad Sci. 1992 Jun 
28;654:347-56. 
28 Gustein HB & Aldl H. Opioid Analgesics. In: Goodman and Gilman 's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
29 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
30 Wolowich WR, Perkins AM, Cienki J1. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
31 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
32 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, 8arbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
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be fortified with a concentrated extract of salvinorin A. A concentrated extract can also be used 
sub lingually. Neither S. divinorum nor salvinorin A can be injected because the powder is 
insoluble in water.33 

The aversive effects of previously studied KOR agonists predict that the risk of addiction to S. 
divinorum is negligible. However, very few controlled scientific studies of the physical and 
psychotropic effects of S. divinorum on humans have been carried out. Therefore, it is difficult 
to predict its potential for addiction and abuse. In studies that have been conducted, there is 
conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect arid the stimulated cerebral KOR may act as a mechanism of 
tolerance.37 Further studies in this area and on the mediated decrease of dopamine as well as the 
impact of dose on effects are also required. 

While concerns for the potential of abuse were once minimal because 1 kg of dried leaves yields 
only 3 to 6 human doses of salvinorin A, it was discovered that vaporizing and inhaling 200-500 
micrograms had profound hallucinogenic effects.38 The extraction of salvin orin A from the plant 
is very easy, and with care, approximately 1.5 grams of pure salvinorin A per kilogram of dried 
leaves (8kg of fresh leaves) can be isolated. This is enough substance to provide for 2000 human 
d 39 oses .• 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

In Canada, the extent of actual abuse of Salvia divinorum and/or salvinorin A is relatively 
unknown. There is, however, some data regarding the use of Salvia divinorum in Canada, 
despite the lack of legitimate uses for this plant. Questions about the use of S. divinorum were 

33 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
37 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38( I): 1-5. 
38 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1):53-6. 
39 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
44 Turner OM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 
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included in the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Drug Use 
Monitoring Survey and the 2009 Ontario Student Drug Use and Health Survey. 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11 th 

graders (8.6%) and 12th graders (8.4%); and 
• There are significant regional variations, with students in Northern Ontario (9.2%) most 

likely to use Salvia divinorum. 

The results of the 2008-2009 Youth Smoking Survey were published on May 31, 2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. In this regard, it is difficult to speculate 
on the causality of such differences. 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined Salvia for the 
first time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they 
had used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%. 
1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% had used 
ecstasy and 0.7% used illicit hallucinogens. 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, as shown in the following table. 

NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Year Count 
2006 9 
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2007 8 
2008 4 
2009 20 

2010 (as of May 7) 8 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SALVIA DIVINORUM or SALVINORIN A SEIZURES 

(Number of Items/Exhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 
NFLIS- 0 0 0 0 I 8 12 

State/Locall 

STRIDE2 0 0 I I 1 0 0 
TOTAL 0 0 1 I 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data queried 11124/08, updated 06/10/2010 
I NFLIS reported seizures of Salvia divinorum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - May data in 2009. 

2007 2008 2009* 
12 70 34 

0 N/A N/A 
12 70 34 

It is difficult to determine the extent of actual abuse of S. divinorum in Canada or elsewhere as 
there appear to be inconsistencies in the literature regarding risk aversion. For example, one 
author states: "Many who have used salvinorin A find the experience extremely unnerving, 
frightening and overly intense and most have no desire to repeat the experience.,,44 However, 
another study suggested that this is not the experience of all recreational users of S. divinorum.45 

Over eighty percent of users surveyed on a web-based questionnaire about their S. divinorum use 
said that they would probably or definitely use S. divinorum again.46 Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 
experience, persisting negative effects (most often anxiety),47 sweating, chills, increased diuresis, 
impaired vigilance,48 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 

45 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, 8arbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorurn among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Biicheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38( I): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
46 8aggot MI, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
47 8aggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004 . 
.\8 8iicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance tor public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(\): 1-5. 
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4.2.6 Risk to Personal and Public Health and Safety 

The increase in both the number of enquiries from various municipalities and members ofthe 
public and the amount of media interest regarding the availability of Saliva divinorum in Canada 
may be an indication that the recreational use of S. divinorum as a hallucinogen is on the rise. 
However, there are no available statistics tha~ indicate there has been a significant increase in S. 
divinorum use in the Canadian population and, in comparison to the use of other drugs such as 
alcohol and cannabis, the actual use of S. divinorum is quite low. 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. Users may get up and walk around without apparent 
awareness of their movements, behaviour or surroundings, and distinction between self and 
surroundings is often lost. At doses greater than I mg of salvinorin A, out of body experiences 
are frequent and loss of consciousness has been reported. 50 There is little information regarding 
the social behaviours of persons under the influence of S. divinorum products, and what risks 
their activities such as operating a motorized vehicle may pose to the general public. There is 
also very little data regarding the toxicity, teratogenicity or other long-term effects of S. 
divinorum use.51 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding the use of S. divinorum have been published in the academic 
literature. One report was an international case report in which a young man (19 years of age) 
described his perceptions after inhaling smoke from S. divinorum. The peak psychotropic 
effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.52 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use. 53 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 

-19 Gonzalez 0, Riba J, Bouso Ie, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorurn among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
50 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
lun;43( I ):53-6. 
51 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 lun;73: 1039-\046. 

53 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
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substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. iri which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period of time. 54 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by W olowich et al. (2006)55, showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 

Health Canada has only anecdotal information about the use and abuse of S. divinorum in Canada 

s.21(1)(a) 
s.21(1)(b) 

as well as the threat S. divinorum may pose to the health and safety of Canadians. J'h~_~'?_~~ __________ ... ·-" >=De=Ieted==:=A=lth=ou.;;;gh=====< 
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received through the Canada Vigilance database. However. this does not reflect true incidence 
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possible to adequately characterize the risk to the general population. 

5. ASSESSMENT OF RISKS AND BENEFITS 

54 http://www.kvbc.comlGlobai/story.asp?S=4893692 
55 Wolowich WR, Perkins AM, Cienld JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 

The KOR-mediated aversive and dysphoric effects of Salvia divinorum do not appear to be 
hampering its use as young adults have begun smoking the leaves and leaf extract recreationally.56 It 
can be purchased through online botanical companies and other drug promotion sites and is often 
touted as a legal alternative to substances such as cannabis and mescaline. 57 Interestingly, after being 

;6 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
57 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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widely available for over a decade, the drug does not appear to have had the same social impact as 
LSD or ecstasy. 58 

While there has been an increase over the past few years in the number of enquiries from various 
municipalities and members of the public regarding the availability of Salvia divinorum as a 
hallucinogen, the reported use of S. divinorum by young Canadians is much lower than that of 
alcohol or cannabis, according to available statistics. 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
labeling ofthe product indicates that it is to be used for human consumption and can modify an 
organic function. 

The previous HPFB recommendation to schedule S. divinorum under the CDSA was likely based 
on a misunderstanding of the (previously-described) criteria upon which scheduling decisions are 
made within the Healthy Environments and Consumer Safety Branch (HECSB). In particular, it 
did not consider a number of factors, including potential for abuse and risk to public health and 
safety. The Office of Controlled Substances (OCS) was also not consulted by HPFB at the time 
this recommendation was made. In addition, among countries who have decided to control S. 
divinorum in some way, very little or no substantiation ofthe risks of S. divinorum upon which 
the decision was based are available .. 

Neither Salvia divinorum nor salvinorin A meet the criteria for scheduling a substance under the 
CDSA. Despite being regulated in some jurisdictions, neither the plant nor salvinorin A are 
scheduled under any of the UN Drug Control Conventions. S. divinorum and salvinorin A are 
not structurally or pharmacologically similar to other substances included in the schedules to the 
CDSA. There are also currently no legitimate therapeutic or industrial uses for S. divinorum. 
The abuse liability and potential for dependence of S. divinorum is not known as very few 
controlled scientific studies of its physical and psychotropic effects have been carried out on 
humans. The extent of actual abuse of S. divinorum is also largely unknown. Evidence of a risk 
to public health and safety is anecdotal in nature and not quantified in any way as there is a lack 
of information regarding abuse in Canada. 

8. RECOMMENDATIONS 

9. CONSULTATIONS 

;8 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv. unimelb.edu.aularchive/00002327 /0 I /Munro2006thesis. pdf February 2007. 
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The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that though S. divinorum is 
readily available, it does not appear to pose a threat to public safety. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products that modify organic functions can be refused for import under the NHPR. 

10. IMPLEMENTATION AND EVALUATION 
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Tiffany 
Thornton/HC-SC/GC/CA 

2010-09-09 04:02 PM 

To Colette Strnad/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC, Evelyn 
Soo/HC-SC/GC/CA@HWC, Hanan 

cc Isabel Shanahan/HC-SC/GC/CA@HWC, Laura 
Cooney/HC-SC/GC/CA@HWC, Valence 
Nebie/HC-SC/GC/CA@HWC, Bruna 

bcc 

Subject CSS-WG Meeting Agenda & ROD~ 

Hi everyone, 

Please find attached the draft agenda for the CSS-WG meeting on Wednesday SeptembElr 15th from 
10-11 :30 in Rm 405A, 123 Slater Street. 

I have also attached the ROD from the meeting in August and supporting documentation for your review. 
Thanks very much to Robin for providing the revisions for the lAS and the background information on 
Salvia - much appreciated! 

Should you wish to participate in the meeting via teleconference please give me advance !notice (1 day) so 
that I can make arrangements .. 

Thanks, 
Tiffany 
946-3590 

Draft Agenda - September 15th: 
1- Members' introduction 
2- Approval of Agenda 
3 - Approval of ROD from August 2010 

-recommendation on scheduling Salvia 
4- Update on GDSA Scheduling Process 

- ADM briefing scheduled? (Jocelyn) 
5- Update 

- updates on any emerging issues relevant to the WG's activities 
6- Next steps i.e next meeting scheduled for October 13th 

August 2010 ROD: 

CSS·WG Aug 2010 Meeting RODtdoc Media Monitoring.doc 

Media Monitoring Attachment (Item #5 on ROD) 

Comments from Robin regarding Salvia lAS & other background info: 

Draft Salvia Divinorum lAS_July 12 2010 ed by NHPD RMarles.doc 

~ :j;;] 
8ackground Info Sa/via.doc Richters Product Listing Salvia divinorum.pdf 

~ 
.. \ .. ,.,' 
.~ 

Salvia divinorum Vancouver Seed Bank. pdf 
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ongoing media interest regarding the availability of S. divinorum in Canada. 

,2, •... PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules tg,the CPSA,. anddetel111ine whethefJ?l1e.orb()th.si1oul<lberegulated~s. 
controlled substances in Canada. 

!- ... CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stems. I 

S. divinorum is widely touted as a "legal" ,balillcinogenon.tile Inte.rtle~,a.n<l.has.als.o~eeluep()rted 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops..% lllterTllltiv.e lifest)'le st()re.s, etc~ . .. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
[n 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as controlled substances. This 
leco~!llel1<latJoIl.~as ll1!lintllill~~t \Vhe.fl the. .If\§. ~as.uj)<latt!<i in. l\I()Yt!tl1b.er. ~00(j ~ ..... . 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products.wolll<ic()llstittltellType.... .. 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39( 10): 1634-9. 
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Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 
.HPFB~ t()discuss§. 4ivino~urrz .. ,flJ:>fBI\Vas t() determine aRPropriate c()lllplh:mc~ a<;tivities 
regarding S. divinorum and consult.witltthe Catladll.B()rder Servicl!~J\geI1c)'(GBS.t\) .. ,regarding. 
the movement of products containing S. divinorum jnto and out ofCanada~ \ 

- "'~\ 
,1.\ 

On September \3,2007, a further meeting .!?eh\fet!I1[)~GS[)!rv1HmNHPDaI1dI:lJ>FBIJedt() .. 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, Jhe pirect()rGenerllls off)S<:~D,J~1JIJ?DJJP[) anq .the HJ>F~If1grl!edthat. 
media lines and fln "It's Y oUff-ft!alth" article. ()n §.4illinorurrz .\Volllcibt! p.reparecl~ . 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
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information carefully and, ifthe review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of J illy2()10, it is illegal. to lllarketS: ,diviflorum \Vhel1 it is reRresellied llS a, . 
drug. 

001239 

3 

. ',',',', 
Deleted: also met on September 
26, 2008 to discuss an update on 
issues relating to S. divinorum and 
to determine an 

Deleted: upon approach for 
subsequent steps. It was decided 

" 

Deleted: a proposal for 

":""~ Deleted: 3 

:',' Fonnatted: Font: Bold 

Deleted: for Drug Control 

Deleted: 3 

Deleted: of 

(Deleted: ' 

( Deleted: ty 

[ Deleted: efficacy 

i Deleted: anuar 



~1.2 ,. NaturalHealth Products Regulations (undertheFood and Drugs,ActL. (Deleted: 3 

The Natural Health Products Regulations (NHPR),f!imto provide Canadians with ready access , . 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPRI(lqui.r<;that ~ll1icense4 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, ~ 
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(a) the diagnosis, treatment, mitigation or prevention ofa disease, disorder or abnormal 

(b) 

(c) 

physical state or its symptoms in humans; 

restoring or correcting organic functions in humans; or 

modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 
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substances, substances that are traditional medicines or that are homeopathic medicines, and that medicinal'ingredient therein is safe 
none of the ingredients are substances set out on Schedule 2 which is a list of excluded for consideration as 00 oveNhe-. counter product, coo be avrulable 
substances, e.g. any substance lIsted on Schedules I to V of the Controlled Drugs and Substances for self-care ood self-selection, ood 
Act. Section 2(2) of the NHPR excludes those substances (except homeopathic medicines) whose ~:; not require a prescription to be 
sale is required to be pursuant to a prescription as per Section C.O 1.043 and thus Schedule F to 
the F &D R. A.s p~r s~9.~io~. ~3.o l(b l{ y.i) .~Lt.~(l.~RrR.-,. ~.v(lrx .na~!ll:~J, h-~.a!!h .p'~~.d~~~ .t:l!Il~tJ?~ .... m m u.' .' / Deleted: To be considered a 
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Health Canada and no NPNs or DIN-HMs have been issued. Therefore sales of S. divinorum are 
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illegal under the NHPR ifit is represented for use as a hallucinogen or if other health claims such 
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The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

, 
J . t Deleted: J 

• Jl1tern.ational~equ~re~ents and tr~ll~_s in_the c()l1trol _and/or ~chedulil1goft~~ subs!anc:e; ____ +« ? D=e=Ieted==:="=. ======< 

Chemical and/or pharmacological similarity to substances listed in the Schedules to the Formatted: Bullets and 
CDSA; , Numbering 

• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 
uses; 

• Potential for abuse and/or addiction liability of the substance; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 
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At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 1\," . Potential for abuse and/or 
. h c: d h :.:, addiction liability of the substance;~ 

Nations Drug Control Conventions and t ere lore 0 not ave to be regulated as controlled (::," Extent of actual abuse in Canada 

substances in any of the countries (including Canada) that are signatories to these ~tl"enti()lls.:,:. and internationally; and,' 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
arS. divinorum and salvinorin A. Although both S. divinorum and salvinorin A are listed in 
Schedule 9 of Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the 
basis of "high potential for abuse and risk to public health and safety", no substantiation of this 
risk was provided at the time ofthis scheduling decision.3 Schedule 9 is Australia's most 

3 http://www.tga.gov.auindpsc/recordirr200111.pdf 
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restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 

~~~:t~l~ea~:~~:tances .. This list includes substan~esstlch~ psilocybin I11tlshr()()m~'ukhat~d. 

Denmark 

( Deleted: which 

In 2003, Denmark addec1.s':a'ivin()rllln ~d. sal"!l1o.rinA ~o.th~ir .list ()f "cat~gory I3"colltr0lle.d u u. _ . / Deleted: prohibited 

substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and Deleted: by adding them 

several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11,2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupe/acenti 0 Psicotrope. 

Japan 

On November 9, 2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 

~t!yon~.rn.e~ic~ltre.atltlent. ()f re.sear<:~P~l"fl()ses~.'Yill~e ~llbjt!c~t()~P. to fi"e Y(!ar~ .... ...... .. .{ Deleted: ( 
imprisonment or a fine of up to five million yen. .. ··t Deleted: that 

Spain 

~ http://www.cognitiveliberty.orglnews/salvia_australia.htm 
5 

http://eldd.emcdda.europa.euihtml. cfinlindex51 76EN.html ?pluginMethod=eldd.shownewsdetails&id=20/12/2006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%20and%20khat 
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On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinoru!lL..:.The regulation went into effect on May 6L :?004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. [n Russia it is illegal to grow or sell S. divinorum, but it is legal to 
possess it. In Estonia, Finland, lceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules !Q.tl1eYIliteclStat,esCol1troll~£i 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern" which has no legal implications" IIl,a~dition,_s()meillcliyidllalstateshave 
implemented laws restricting its use, sale and/or distribution. As of July.201O,,.a numiJerof states,~.:· . 
have enacted legislation placing regulatory controls on S. divinorum and/or salvinorin A 
including,.pt!lawar:c;_(}~orgi'b,florida"Ha\\,aii,_IlliIlois,J.(11rIs~~_J.(tlnt11~ky"l\1<lryla[)d". 
Mississippi, Missouri, Nebraska, North Dakota, Ohio, Oklahoma, South Dakota, Wisconsin, 
.Virgini~C:lllifornia, JJ()uisian~ Nlaine, N ()rtI1Car:oliIlll., ~~l J enIle~see~ .l\1{)~e_ detail~ ,reSllrding _ , 
the regulation of's. divinorum in these last five states are provided below. 

California 

As of January 1, 2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age iut_l11is_dtlrn_ellrlorJltlIlishaiJltlbyjmpri~()ml1tln_t i Illl C()llllty jailfor_n()trn()!e ___ ' 
than six months, JlfiIle_ ()f flO_ tl1()retlllllllI,09Q, _()~ ,~otll~, __ ,. __ .,' 

Louisiana 

JIl20Q?_~L_ollisi_atla_l'~stl<la bill\Vl1ich,l'r()llibitstht!Posstlssi()Il" prodllctioll, _ tIlaIltlfllc!tlrtl .. ~/ 
tmd _ clistri~tltio,ll_ ()flll11llteri.al, c()tIlP_()Il11<l,l11i,,!tlre,_ ()r I'rt!P<lrl:ition iT!teIlded_ for I1Urn~T! __ , ___ ~' 
,consu111l'tion and tha~ contains ,1lhallucinogtll1ic,l'l1U1t. __ 1\ "h,alltlcillogellic I'Il:int".is __ 
defined,fis "all)' P_art ()r J)O,rtioll"of _aQ la[)t o_n II Jist _ ()t f()rty I'I~ts .. \Vhich illclu<ie~, ~ 
divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in ,the same wax as tobacco 
product~~lllts eighteen years of age ()rover call legally purchase and use the material, 
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but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

OnJ2ece.l11be_r-,,)()09,llteNorthC_ar()liIl~ StateL~gislature ~roughta n~\V 1:i\V into fo_rc~._< . (Deleted: February II 

which"mllfiS,§alviadivil1orlim and salvil10rin A illegal. ~rhe ot}b:}egaJ§. _«~viflorum .. i
l 

Deleted: Senate BiD 138 was JI 
acti vities are the growing,foraesthetic, laIldscaping, ()r dec()ra.tivt!purp()ses ,QUlniversity-. :=in~tr~od~u~ce~d~to=====~ 
affiliated medical or pharmacological research.:.. ( Deleted: which sought to J 

Tennessee 

On July I, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and iQ it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

________ ._____ ______ _ ________ - __ 0_-

l.t~.2. _ c::hemi.~al_al1d!or_ J>..h:irrn_a~oIog!c_a!. S if!1:iIari!x.!()S.l,Ibs_trlnce~_lis_te~)fltJ1~S_ched~les_ to _th~ 
CDS!\u 

The psychoactive ingredient in Salvia divinorum is salvinorin A. Other plants which contain 
psychotropic terpenoids are Artemisia absinthium (wormwood) and Cannabis sativa. Salvinorin 
A is considered by some as the most potent natural hallucinogen ever isolated.6 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. It thus affects the 
brain in a way that is quite unique.7 Recent pharmacological screenings of receptors have found it to 
be a highly potent and selective K-opioid receptor (KOR) agonist.s 

A _" _____ _ _ _ ___ _ _ _______________ " _____ ~_ _____________ _____ _____ _ _________________ " 

The use of S. divinorum or salvinorin A can lead to a number of effects with variable onset and .. 
duration. These effects are generally accepted to be: sensation of becoming an object, visions of 

6 Ott J. Ethnopharmacognosy and human pharmacology of Salvia divinorum and salvinorin A. Curare. 1995 18: 103-
129. Unofficial transcription available online. URL http://www.sagewisdom.orglott2.html 

7 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
8 Roth BL, Baner K, Westkaemper R, Siebert 0, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Nat! Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 
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various two-dimensional surfaces, tilms and membranes, revisiting places of the past 
(particularly childhood), perceived loss of the body andlor identity, various sensations of motion 
(being pulled or twisted by a force of some kind), uncontrollable hysterical laughter, and 
overlapping realities (perceptions of being in more than one piace).9 Laughter, happiness, sense 
of well-being and dissociative effects were deemed the best aspects of S. divinorum by users, 
second only to the "trip" that the drug elicits. 10 Depersonalization, speaking gibberish, widening 
of consciousness and subjective illusions of rapid movement, flying or hovering have also been 
reported. II 

'l: . ~ _ .. _ _ _ _ _ _ ~ _ _ _ _ _ _ _ . _ 

The psychomimetic effects of S. divinorum closely resemble schizophrenia symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. 15 Its strong dissociative effects are often compared to those of 
ketamine. Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 16 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 

II ' .. 17 
overa experIence ~q~lteurllqu.e: .. 
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regarding changes in perception and somatic sensations. S. divinorum causes an unusually high 
degree of sedation, weakness and fatigue, while the increased de-realization is not commonly 
reported for classical psychedelics. 18 The combination of these effects seems to correlate with 

9 Siebert OJ. Salvia divinorurn and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 Jun;43( I ):53-
6. 
10 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
II Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(l): 1-5 and Siebert OJ. Salvia divinorum and salvinorin A: new pliarmacologic 
findings. J Ethnopharmacol. 1994 Jun;43(1):53-6. 
14 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorurn (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
15 Siebert OJ. Salvia divinorurn and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
16 Gonzalez D, Riba J, Bouso JC, Gornez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
17 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6 and Gonzalez 0, Riba J, Bouso JC, Gornez-Jarabo G, Barbanoj MJ. Pattern of use and SUbjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
18 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157·62. 
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that of other KOR agonists such as pentazocine. 19 

.p.3 ,_ .,Legitimate_ Use of the Substllnce",i,ncludi l1s Iherapeutic, S.cientifI(;,Industrial_()r_ 
Commercial U.?e§. 

palvia divinorurtlhas trll~itiollally ~eell used for spiritual and me4icillal purposes by the Mazatec 
Indians in Oaxaca, Mexico,20 where an infusion of the leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 
stomach.2t Its main use today is, however, for its psychoactive properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rituals.22 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use.23 In addition, while JthliS beeIlspe.clllat€)dJh~tK9R ag()Ilist~ 
may prove to be useful in the treatment of certain psychiatric disorders including Alzheimer's 
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of sal vinorin A may be a useful treatment for those suffering from addiction to other -. ( Deleted: However, 

substances.25 That said, there are presently no legitimate medical uses for S. divinorum in ( Deleted: A 
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plant is a semi-tropical perennial that can only grow outdoors in a humid climate where it will 
not encounter frost. Most websites offering S. divinorum cuttings and seeds for sale appear to do 
so in the context of growing the plant in ordeq:()utilize itspsych()a<;;tivel'rop~rti€)sL~~~h~r ,tilan ____ / "~Ieted: for its 

out of horticultural interest or for its esthetic appeal. 
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t9 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short fonu of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 lun 1;55(1-2): 117-25. 
zo Gonzalez 0, Riba l, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
Zt Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327 10 l/Munr02006thesis.pdf February 2007. 
22 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
23 Barker RL, Fawcett J, Barkin S1. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5\ 02. 
24 Sheffler OJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3): \07- \09. 
25 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
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iialvinorin A isap()teIlt, sele(;tive ag()Ilist of the J(-opioi~receptor (KOR),a,nclinc()Iltr~tto the 
euphoria produced by !l-opioid receptor (MOR~ag()nists~[(.oR agonists are_Ilega,tivel)'u _ 
reinforcing and aversive?6 Tn addition, KOR agonists have analgesic properties but are not 
associated with respiratory depression like MOR agonists.]iIla,lly, ~hil~M()R_ag()nists_ iIlcreliSC; 
the release of dopamine, the activation of KOR decreases dopamine release in the nucleus 
accumbens?8 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. 

Traditional uses generally produce mild effects because the leaves are rolled and chewed or crushed 
and prepared as a foamy infusion whereby the salvinorin A is degraded in the gastrointestinal system 
before being absorbed into the bloodstream. J:!ence,JheJeyel()f~fft!ctrela,tesquite __ clos~IYJothe 
length of time the material spends in the mouth. with tPe onset of effect generaU)' takin& 5-10 
minutes. The effects build over the next hour and last for ~~oth~~ho~~ befo~eth~ybegi~ to\ 
subside.29 

' 

?: - " - - - - - - ~ - . - - - - - - - . - . - - - - - . - .. - - - - - - - - - - - ~ - - - - - - - _. - - -

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation. intravenous, 
intramuscular and sublingual use) are the quickest and most intense.3o Salvinorin A can be 
isolated from the plant to make a powder which can be vaporized and inhaled .• 1'he()~~et()r_ 
effects felt from vaporizing salvinorin A powder occurs in about 30 seconds and effects last for 
about 5-10 minutes and then subside over the next 30 minutes.3

! 

Smoking is by far the most popular method of administration32 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 

26 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590, Cooper S. Interactions between endogenous opioids and dopamine: Implications for reward and aversion. In: 
The Mesolimbic Dopamine System: From Motivation to Action. Willner P and Scheel-Kruger J (editors) Wiley, 
Chester, England, 1991, pp. 331-366, and Shippenberg TS, Herz A, Spanagel R, Bals-Kubik R; Stein C. 
Conditioning ofopioid reinforcement: neuroanatomical and neurochemical substrates. Ann NY Acad Sci. 1992 lun 
28;654:347-56. 
28 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman 's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL,Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
29 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1):53-6. 
30 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
31 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
32 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and 8aggot MJ, Erowid E, 
Erowid F and Mendelson lE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
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be fortified with a concentrated extract of salvinorin A. A concentrated extract can also be used 
sublingually. Neither S. divinorum nor salvinorin A can be.injecte~be~ause the.p()\V~erisu . 
insoluble in water.33 

.Th~aversive effects of previously studied KOR ag()ni~ts pre.dict .that. the risk ()f ~dicti()n to 8.. 
divinorum is negligible. However, very few controlled scientific studies of the physical and 
psychotropic effects of S..,divinorll11l on hUIl1~s ha"e b~en carrieciollt .. Therefore,. it is difficult .... 
to predict its potential for addiction and abuse. In studies that have been conducted, there is 
conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.

37 
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.Whil~. concerns for the. pot\,!nti~lo(a~us\,!\<Vere onc~ .rninil11alJ?ec~lls\,! .1. ~g .0Kdried leaves yiel~ .. , 
only 3 to 6 human. cl0.ses oK salvil1()rill ~jt\<Vas. cli~~ov\'!red that vapori;zing ~l1d illhl:lling20()-5~~ .. ,\:. 
micrograms had profound hallucinogenic effects.3 The extraction of salvinorin A from the plant \::,:
is very easy. and with care, approximately 1.5 grams of pure salvinorin A per kilogram of dried \:,:::.\ 
leaves (8kg offresh leaves) can be isolateci This is.~nollgh.sllb~tat1cetopr:ovi~eJor)~~OhulTlal1 {,:", 
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[n Canada, the extent of actual abuse of Salvia divinorum and/or salvinorin A is relatively 
unknown. There is, however....?-oll1edata..,rega.rdillg.the..lls~ of§l1[via ~ivil1()r1l11lj.nC.al1a.dfu ... u. 
despite the lack oflegitimate uses for this plant. .Q..u\,!sti()ns abolltthe use of S.udivil1o!1I11lwere. 

33 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
37 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1): 1-5. 
3~ Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
39 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
44 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 
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included in the 2008-2009 Youth Smoking Survey, the 2009 Canadian Alcohol and Drug Use 
Monitoring Survey and the 2009 Ontario Student Drug Use and Health Survey. 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once inthe past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia [ 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among II th 

graders (8.6%) and 12th graders (8.4%); and 

Deleted: Given the lack of 
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• There are significant regional variations, with students in Northern Ontario (9.2%) most 
likely to use Salvia divinorum. 

The results of the 2008-2009 Youth Smoking Survey were published on May 31, 2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

,',' ,',' 
I',' 

The scope of the previously mentioned studies did not provide for any explanations regarding : ii! 
" ", ~ 

differences in usage between ages, genders and regions. J!1_~~_isx~g~rci,jti~difticlllttC>._sl'e~ulatt!.J ,:: 
on the causality of such differences. :' 

,';: 
,', ' 
','1 : 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examjned.~~ly_ja t~~_tlI~_ i:i: 
first time in 2009 .. l\n estitn_a!~d L(j'Yo gf~~I1a~,ianSL3:g~~_ 1~_y_e3:~~_antold~r, r(;!port_~ci_tl1at they ___ .:!, 
had used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, ~_j , 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%. 
1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% had used 
ecstasy and 0.7% used illicit hallucinogens. 

t' _____ ~ _ _ _ _ _ " ______ ~ ~ . __ ~ _ _ c _ _ _ _ _ _ _ _ _ _ _ _ _ _ • _ _ _ _ _ _ _ _ _ _ _ _____ _ 

Health Canada's Drug Analysis Services (DAS) hasj.d~!1titie<i-?alvinorin i\:in itrlllIllber of 
samples seized by law enforcement, as shown in the following table" ... 
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The National Forensic Laboratory Information System (NFLlS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States ~DrllgEnKorcement Agetl<;Y 
(DEA) database~ that collects<;ielltificallyverified dataollatlflly~ed samples in state~c.i l()c:al 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SALVIA DIVINORUM or SALVINORIN A SEIZURES 

(Number of,!tems/Exhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009* 
NFLIS- 0 0 0 0 1 8 12 12 70 34 

State/Local1 

STRIDE2 0 0 1 1 1 0 0 0 N/A N/A 
TOTAL 0 0 1 1 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data quened 11124/08, updated 06/10/2010 
I NFLIS reported seizures of Salvia divinorum and/or salvinorin A 
2 STRIDE reported items of §.a/via dil'-~no!ul1l' __ 
* Includes only January - May data in 2009. 

12 70 34 

'f ~ _ _ _ _ _ _ _ _ _ _ _ _____ . __ ~ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ ~ _ _ _ _ _ _ _______ ~ _ _ _ _ _ _ _ _ _ + _ _ _ _ _ _ _ _ _ _______ • _ _ _ _ _ _ _ _ _ __ .... 

It is difficult to determine the extent of actual abuse of S. divinorum in Canada or elsewhere as 
there appear to be inconsistencies in the literature regarding risk aversion. For example, one 
author states: "Many who have used salvinorin A find the experience extremely unnerving, 
frightening and overly intense and most have no desire to repeat the experience.,,44 However, 
another study suggested that this is not the experience of all recreational users of S. divinorum.45 

Over eighty percent of users surveyed on a web-based questionnaire about their S. divinorum use 
said that they would probably or definitely use S. divinorum again.46 Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 
experience, persisting negative effects (most often anxiety),47 sweating, chills, increased diuresis, 
impaired vigilance,48 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 

45 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Biicheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38(l): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
~6 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
~7 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
48 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
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In addition to the above-mentioned 
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unknown period of time." \I 
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J.2.6 ,Risk to. Personal and. PlIbl Ie Health and Safet~ 

The increase in both the number of enquiries from various municipalities and members of the 
public and. the amoul1t ofm~clia interest rega!dingthe availability of §aliva ciivinorum in Cal1~d!l 
may be an indication that the recreational use of S. divinorum as a hallucinogen is on the ris~ .. 
However, there are no available statistics that indicate there has been a significant increase in S. 
divinorum use in the Canadian population and, in comparison to the use of other drugs such as 
alcohol and cannabis, the actual use of S. divinorum is quite low. 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. Users may get up and walk around without apparent 
awareness of their movements, behaviour or surroundings, and distinction between self and 
surroundings is often lost. At doses greater than 1 mg of salvinorin A. out of body experiences 
are frequent and loss of consciousness has been reported. 50 There is little information regarding 
the social behaviours of persons under the influence of S. divinorum products, and what risks 
their activities such as operating a motorized vehicle may pose to the general public. There is 
also very little data regarding the toxicity, teratogenicity or other J()ng~tertlll!fft!cts of~....u .. u ./ 
divinorum use. 5 

I 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none of these have advised 
that the use of S. divinorum poses any threat to public safety. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available. it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding the use ofS. divinorum have been published in the academic 
literature. One report was an international case report in which a young man ( 19 years of age) 
described his perceptions after inhaling smoke from S. divinorum. The peak psychotropic 
effects. including prickling of the skin, fever-like hot flashes. muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.52 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use. 53 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 

~9 Gonzalez D, Riba I, Bouso Ie, Gomez-Jarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
50 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. I Ethnopharmacol. 1994 
Jun;43l1 ):53-6. 
51 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 lun;73: 1039-1 046. 

53 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
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substantiate this finding. 

s.21(1)(a) 
s.21(1)(b) 

In addition to the above-mentioned reports, in 200~a case was reported in the U.S. in which a 
17-vear-old boy committed suicide after smoking S. divinorum tor an unknown period of time. 54 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was repolted, the state of Delaware passed a law which classified S. divinorum as 
~l Schedule I controlled substance along with other hallucinogenic substances .. 

J.-ike many ~rllgs of abusi;!, ,users are ()ften unaware~fthepotellc)' an<i adulteraJlts_ ill the rroquct __ 
they fltlrc4~. A study by \\' olowich ~tal. (2006i ,sh()\Ved t_hat the salvin()rill/\ 90ntellQn tlve 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (Le. vitamin E, caffeine). 

Health Canada has only anecdotal information about the use and abuse of S. divinorum in Canada 
as weIl as the threat S, divinorum may pose to the health and safety of Canadians. TcThe_re_~~ ______ ___ 
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<). CONSULTATIONS 

58 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327/0 I/Munr02006thesis. pdf February 2007. 
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The Drug Analysis Services WAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by Jaw enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
~vith respect to S. divinorum use in Canada. The ReMP advised that though S. divinorum is 
readilv available, it does not appear to pose a threat to public safety. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) ~-p

ofticers concerning a lack of information regarding the status of S. divinorum and how the plant 
Formatted: Indent: Lett: 0 "I 
em, First line: 0 em, Tabs: Not 
at 0 em + 1.36 em + 2.46 em \ 
+ 5.08 ern ) should be treated at the border. CBSA officers have also expressed concern regarding the plant's 

hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products that modify organic functions can be refused for import under the NHPRL 

.ill- __ _ IMPLEMENTATION AND EVALUATION 
-. --- --_ ... --

s.21(1)(a) 
s.21(1)(b) 
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The various modes of administration of S. divinorum lead to the variable onset and 
duration of its effects. These effects are generally accepted to be: sensation of becoming 
an object, visions of various two-dimensional surfaces, films and membranes, :revisiting 
places of the past (particularly childhood), perceived loss of the body and/or identity, 
various sensations of motion (being pulled or twisted by a force of some kind), 
uncontrollable hysterical laughter, and overlapping realities (perceptions of being in more 
than one place). \ Laughter, happiness, sense of well-being and dissociative effects were 
deemed the best aspects of S. divinorum by users, second only to the "trip" that the drug 
elicits.2 Depersonalization, speaking gibberish, widening of consciousness andl subjective 
illusions of rapid movement, flying or hovering have also been reported.3 

Page 12: [2] Deleted STCHANDL 2010-07-05 1:37:00 PM 

More controlled systematic research in this area is needed. 

Page 12: [3] Deleted STCHANDL 2010-07-089:15:00 AM 

the rewarding and aversive 
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Another aspect of the S. divinorum abuse potential sterns from its availability. As 
previously mentioned, it is widely available for purchase on the Internet through drug 
promotional sites and it is also sold in various "head shops" and comer stores. In 
addition, the potential for high yields and ease of extraction may make buying and selling 
this substance quite affordable and attractive. Originally, t 

Page 12: [5} Deleted STCHANDL 2010-07-05 1:39:00 PM 

Therefore, a gram of salvinorin A is enough 

Page 12: [6] Deleted STCHANDL 2010-07-05 1:40:00 PM 

It is also believed to be easier to obtain salvinorin A than to extract LSD or produce PCP 
derivatives.4 

Page 12: [7] Deleted STCHANDL 2010-07-05 11:09:00 AM 

Extent of Actual Abuse in Canada and Internationally 
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1 Siebert DI. Salvia divinorum and salvinorin A: new pharmacologic findings. I EthnopharmacOlI. 1994 
Jun;43( 1 ):53-6. 
2 Gonzalez 0, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective t:ffects of 
Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
3 BUcheler R, Gleiter CH, Schwoerer P, Gaertner L Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum 
(Diviner's Sage). Pharmacopsychiatry. 2005 Ian;38(l): 1-5 and Siebert OJ. Salvia divinorum and salvinorin 
A: new pharmacologic tindings. I Ethnopharmacol. 1994 Jun;43(l):53-6. 
~ Bucheler R, Gleiter CH, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum 
(Diviner's Sage). Pharmacopsychiatry. 2005 Ian;38(l):1-5. 
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across the Canadian population 
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ProtactadB 
Draft 

Record of Discussion (ROD) 
Controlled Substances SChedulin~ (CSS) Working Group Meeting 

Wednesday August 18 h, 2010, 10-12:00am 
123 Slater Street, Rm 405A 

Present: 

• Suzanne Desjardins, Office of Drugs 
and Alcohol Research and 
Surveillance (ODARS), Controlled 
Substances and Tobacco Directorate 
(CSTD), Healthy Environments 
Consumer Safety Branch (HECSB) 
(Chair) 

• Bruna Brands, ODARS, CSTD, 
HECSB via phone 

• Colette Strnad, Office of Science, 
Therapeutic Products Directorate 
(TPD), HPFB via phone 

• Robin MarIes, Bureau of Clinical 
Trials and Health Sciences, Natural 
Health Products Directorate (NHPD), 
HPFB 

• Evelyn Soo, OCS, CSTD, HECSB 

• Stephanie Chandler, OCS, CSTD, 
HECSB 

• Daniel Garlarneau, OCS, CSTD, 
HECSB 

• Ishrad Mulla for Colin Pinto, Drug 
Compliance and Investigations Unit, 
Health Products and Food Branch 
Inspectorate, HPFB. via phone 

• Hanan Abramovici, ODARS, CSTD, 
HECBS 

• Tiffany Thornton, (Secretariat) 
ODARS, CSTD, HECSB 

Regrets: 

• Jocelyn Kula, OCS, CSTD, I-lECSB 

• Tanja Kalajdzic, Marketed 
Pharmaceuticals & Medical Devices 
Division, Marketed Health Products 
Directorate, Health Products and Food 
Branch (HPFB) 

• Tiana Branch, OCS, CSTD, lIECSB 
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1. Welcome & Introductions 
Suzanne welcomed the working group members and invited guests Stephanie Chandler 
and Daniel Galarneau from OCS. 

2. Approval of Agenda Items 
Agenda approved with the additional update items added by Bruna and Robin 

3. Approval of ROD from June, 2010 
The ROD for Wednesday, July 18th meeting was approved. 

4. Issue Analysis Summary: Salvia 

s.21(1)(a) 
s.21(1)(b) 

Stephanie noted that this was the most recent version of the lAS on Salvia produced by 
OCS with input from various groups/branches. Robin noted some inaccuracies within the 
lAS that needed to be revised. 
Actions: 

• Robin to send revisions to sections 4.1 and 4.2 as well as other comments to 
Tiffany 
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6. Next Steps 
The next meeting scheduled for Wednesday, September 15th from 1O-11:30am in Room 
405A. 
Actions: 

• Tiffany to circulate the invitation, agenda and ROD for the next meeting. 
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Attention a I'ecstasy "legale" 
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Fortin, Pierre-Olivier 
342 
81820 

On I'appelle "miaow mioaw" ou "m-cat" parce qu'elle provient du khat, une plante afric:aine. En 
depit de son surnom sympathique, des personnes sont mortes en Europe apres avoir consomme 
de la mephedrone. Une femme qui s'en serait procure en vente libre a Quebec et qui a ete 
severement intoxiquee, un premier cas au Quebec, a incite la sante publique a faire une mise en 
garde. La substance est consommee pour ses effets euphorisants semblables a ceux de 
I'ecstasy, "pour etre de bonne humeur, pour passer la nuit debout", explique Ie Dr Pierre Auger, 
medecin-conseil a la Direction de sante publi- que. Cette drogue est toutefois consideree 
comme "tres dangereuse" par I'organisme, qui conseille de I'eviter. 

"C'est considere comme une substance moins puissante que I'ecstasy ou les amphetamines. 
Certains n'ont presque pas d'effets secondaires; pour d'autres, ils sont importants : nCiusee, 
paranoIa, convulsions, coma, atteinte musculaire avec insuffisance renale", cite Ie Dr Auger. 

Les effets a long terme sont meconnus parce que la substance est sur Ie marche deplUis trop peu 
de temps. II est toutefois possible que cette drogue entralne des depressions majeure!s chez 
certains, des hallucinations, et provoquede la dependance. Des personnes qui en onlt consomme 
sont decedees en Suede et en Grande-Bretagne. 

A Quebec, une jeune femme a ete hospitalisee aux soins intensifs apres avoir consomme de la 
mephedrone. II s'agit du premier cas rapporte au Quebec. "Cette substance est faussE~ment 
vendue comme etant un produit naturel et legal, utilise notamment comme engrais, selon les 
commen;ants", stipule Ie communique de presse publie par la sante publique. La mephedrone 
est iIIegale dans plusieurs pays, alors qu'iI s'agit d'une substance contr61ee au CanadCl. 

II a ete impossible de savoir, hier, OU la jeune femme s'etait procure la drogue, pas plus que Ie 
nom de la boutique, OU elle est pretendument vendue au public. L'agence precise qu'elle est aussi 
vendue sur Ie Web. Effectivement, il semble assez facile d'en commander sur les sites; qu'a 
consultes Le Solei!. 

La sante publique a contacte la police de Quebec, qui a ouvert une enquete. 

pofortin@lesoleil.com 
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Salvia divinorum has traditional medicinal uses among the native peoples of Mexico, e.g. for the 
treatment of topical ulcers of the feminine organs (Diaz 1976), to help normalize eliminatory 
functions (diarrhoea/ constipation and urination), anemia, headaches, rheumatism, and alcohol 
addiction, in addition to its use as a hallucinogen in divination rituals (Valdes et al. 1983). The 
method of preparation is always an infusion of 4 to 120 pairs (10 to 300 g) of fresh le;aves 
crushed and added to boiling water (a tea) -- low doses of fresh or dried leaves for medicinal 
purposes and doses of 50+ grams of only fresh leaves for divination/hallucination (Valdes et al. 
1983). 

There is no record in the scientific literature of a history of use of Salvia divinorum as an incense. 
Burning was not an established method of preparation in traditional uses as a medicine or as a 
hallucinogenic. 

There are a few herbs where burning the leaves produces a very characteristic fragralnce (e.g. 
cured tobacco, Artemisia, cedar). However, most aromatic plants lose their characteristic 
fragrance when burned and simply smell like burned leaves. Gum-resins from trees, E~.g. 
frankincense, myrrh, and copal, are much more common incense ingredients beCaUSj3 they 
gradually release their volatile oils into the smoke (Simpson and Ogorzaly 2001). 

Therefore, I believe that the production of "incense" from Salvia divinorum leaves or e~xtracts is a 
recent invention to try to avoid compliance and enforcement actions. Nevertheless, it may be 
difficult to argue in court that, in the absence of any claims regarding hallucinogenic or other 
actions in humans, use as incense is not "legitimate" even if there is no history of suclh use and it 
just smells like burned leaves. 

References: 

Diaz Jl. 1976. Propriedades T erapeuticas Atributas a Plantas Mexicanas, Primera Parte: 
Nombre Botanico y Usos. Instituto Mexicano para el Estudio de las Plantas Medicinal1es, Mexico. 

Simpson BB and Ogorzally Me. 2001. Economic Botany: Plants in Our World, third eclition. New 
York, NY: McGraw-Hili Co. 

Valdes LJ, Dias JL, Paul AG. 1983. Ethnopharmacology of Ska Maria Pastora (Salvia divinorum, 
Epling and Jativa-M.). J. Ethnopharmacology 7(3): 287-312. 

With respect to the sale of Salvia divinorum as a cultivated plant in Canada, yes, it is available 
from legitimate Canadian garden supply companies, e.g., 

RICHTERS HERBS, 357 Highway 47, Goodwood, ON LOC 1AO Canada, Tel. 
+1.905.640.6677 Fax. +1. 905.640.6641,http://www.richters.com/. Note the promotional 
statements explicitly related to its use as a hallucinogen in the attached web site pdf. 
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Richters Product listing 

i~l1t~r.§J-lornE2 . RICHTERS CATALOG I Catalo~~~:~ 

Diviners Sage 
Sa/via divinorum 
Uses: Medicinal Duration: Perennial (hardy in zones 11+) 

Sacred sage of the Mazateca Indians of Mexico used to induce divinatory visions. To help find lost items, or to 
solve problems of a material or spiritual nature, the Mazateca Indians would chew the fresh leaves. The leaves alre very 
bitter when chewed but are slightly more palatable taken as a cold infusion of fresh crushed leaves, or smoked. 
Psychotropic effects similar to mescaline are attributed to compounds called salvinorins. Prefers humid, shaded 
conditions and humus-rich, moist soil. Rangy plant, reaching 2m17ft. unless pruned. 

Currency: Canadian Dollar 

Order in Confidence 
with Richters 

Online Shopping System! 

.-
SafeSecure 

Copyright 0 2010 Otto Richter and Sons Limited. All rights reserved. 
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Salvia products 
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" UI Products" 

Salvia Extract 

Salvia Leaves 
Wild Dagga 
Kratom 
Amanita Muscaria 

Buy salvia divinorum fOl' sale. 
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Welcome to Salvia. 
cal 

We are the exclusive 
destination of choice 
j:or all your salvia 
divinorum needs. 
Being a rare sage as 
salvia is, the 
demand for our 
products have never 
been higher. We 
offer a broad range 
of extract including 
lOx as well as a 
selection of dried 
leaves which have 
proven to be very 
p10pular within the 
salvia community. 
Our very rare seeds 
and high quality 
plants allow for the 
freshest salvia 
possible. 

We have taken our 
time in developing 
this site for the use 
o1F everyone. We 
hope to make this 
much more than a 
place to buy salvia 
divinorum by 
offering interesting 
articles and stories 
from salvia users. 
It"s our way of 
hf~lping to increase 
.1. ... __ ••• _ ..... ______ J! 



Salvia.ca - Buy Salvia Divinorum I Salvia Extract I Kratom I Wild Dagga I Amanita Muscaria 

products. If you are 
new to Salvia and 
would like to learn 
more about it, check 
out this exelent 
Salvia Resource 

To order or with questions call toll free: 1-800-920-1847 

All prices quoted are in United States Dollars (USD) 

Salvia Divinorum Extract lOx 

Our 10 x Salvia Divinorum Extract contains 36mg of 
pure salvinorin-A per gram of extract which is 
extracted from the plant and then redeposited back 
onto dried leaves. Our skilled chemists use a 
standardized method, which costs a little more than 
non-standardized methods, but means you will find 

'-_____ ..... no extra plant matter which can be harmful to your 
lungs. Salvia Extract is not a liquid. Twice as potent 
as the 5x salvia extract. 

o Salvia Divinorum Extract lOx, 19 $26.62 

o Salvia Divinorum Extract lOx, 3g $66.55 

o Salvia Divinorum Extract lOx, 109 $181.50 

o Salvia Divinorum Extract lOx, 25g $326.70 

® Salvia Divinorum Extract lOx, 50g $544.50 
,. //. v ~ 

Buy Now 

Salvia Divinorum Extract l5x 
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Salvia.ca - Buy Salvia Divinorum I Salvia Extract I Kratom I Wild Dagga I Amanita Muscaria 

Our 15x salvia extract contains 54mg of pure 
salvinorin-A per gram of extract which is extracted 
from the plant and then redeposited back onto dried 
leaves. Our skilled chemists USI~ a standardized 
method, which costs a little more than non
standardized methods, but means you will find no 

'-_____ --1 extra plant matter which can bl~ harmful to your 
lungs. Salvia Extract is not a liquid. This dosage 
has been described as very potent, and we 
recommend that you exerdse caution when 
using this product. 

o Salvia Divinorum Extract 15x, 19 $36.30 

o Salvia Divinorum Extract 15x, 3g $84.70 

o Salvia Divinorum Extract 15x, 109 $235.95 

o Salvia Divinorum Extract 15x, 25g $424.71 

® Salvia Divinorum Extract 15x, SOg $707.85 

Buy Now 

Salvia Divinorum Extract 20x 

Our 20x extract is extremely rarE! and hard to find 
and contains 72mg of pure salvinorin-A per gram of 
extract which is extracted from tlhe plant and then 
redeposited back onto dried leav1es. Our skilled 
chemists use a standardized method, which costs a 
little more than non-standardized methods, but 

'-_____ -' means you will find no extra plant matter which can 
be harmful to your lungs. Salvia Extract is not a 
liquid. This dosage has been described as very 
potent, and we recommend that you exercise 
caution when using this prodtLlct. 
Experienced salvia users only. 
Use with caution 

o Salvia Divinorum Extract 20x, 19 $48.40 

o Salvia Divinorum Extract 20x, 39 $108.90 

o Salvia Divinorum Extract 20x, 109 $302.50 

o Salvia Divinorum Extract 20x, 25g $550.55 

C!) Salvia Divinorum Extract 20x, 50g $919.60 
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Salvia.ca - Buy Salvia Oivinorum I Salvia Extract I Kratom I Wild Oagga I Amanita Muscaria 

Buy Now 

Salvia Divinorum Extract 30x 

Our 30 x salvia divinorum extract contains 108mg of 
pure salvinorin-A per gram of extract which is 
extracted from the plant and the!n redeposited back 
onto dried leaves. Our skilled ch~emists use a 
standardized method, which costs a little more than 
non-standardized methods, but means you will find 

'-______ no extra plant matter which can be harmful to your 
lungs. Salvia Extract is not a liquid. This dosage 
has been described as very p1otent, and we 
recommend that you exercisle caution when 
using this product. 
Experienced salvia users only. 
Use with caution 

o Salvia Divinorum Extract 3Ox, 19 $65.34 

o Salvia Divinorum Extract 3Ox, 3g $169.40 

o Salvia Divinorum Extract 30x, 109 $435.60 

® Salvia Divinorum Extract 30x, 2Sg $877.25 

Buy Now 

Salvia Divinorum Extract 5x 

Our 5x salvia divinorum extract contains 18mg of 
salvinorin-a per gram of extract which is extracted 
from the plant and then redeposited back onto dried 
leaves. Our skilled chemists use al standardized 
method, which costs a little more than non
standardized methods, but means you will find no 

~ _____ ....I extra plant matter which can be harmful to your 
lungs. Salvia Extract is not a liqUid. 

o Salvia Divinorum Extract 5x, 19 $13.31 

o Salvia Divinorum Extract 5x, 3g $32.67 

o Salvia Divinorum Extract 5x, 109 $93.17 

o Salvia Divinorum Extract 5x, 25g $181.50 

® Salvia Divinorum Extract 5x, 50g $326.70 
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BEST AVAILABLE COpy 

Salvia divinorum 

Issue 

Salvia divinorum (s. divinorum) is a species of sage belonging to the mint family. Some street 
names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use 
of S. divinorum as a "legal" alternative to street drugs. As of_ 2010 Health Canada has 
not authorized for sale any products containing S. divinorum. 

Health Canada recommends that you avoid using this plant because very little is known about the 
effects it may have on your body andlor brain functions. There is also no way to predict how it 
will affect you with each use. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of S. dlvinorum, 
which vary from person to person, are often described as unpleasant and may include the 
following: 
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• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-bodyexperiences 
• uncontrollable laughter 
• loss of consciousness 
• short-tenn memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

• the potency of the product 
• how much is used 
• the purity of the product (products that contain S. divinorum may be mixed with 

other substances) 
• how it is taken, for example, whether the product is chewed, swallowed or 

smoked 
• the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 

• how it affects the brain overall, including whether there are any long-term effects 
or if it can cause pennanent damage 

• how it interacts with other substances, including other drugs, natural health 
products and alcohol 

• the potential of S. divinorum to produce physical dependence and/or add.iction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divinorum 

In Canada 
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Because of its hallucinogenic properties, products containing S. divinorum or sa!lvinorin 
A meet the definition of a Natural Health Product (NHP) in accordance with the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 
It is illegal to sell drugs or NHPs in Canada, unless they have been reviewed and 
authorized for sale by Health Canada. In the case ofNHPs, they need to be label:1ed with 
one of the following: 
• a Natural Product Number (NPN); or 
• an Exemption Number (EN); or 
• a Drug Identification Number - Homeopathic Medicine Number (DIN-HM). 

As of_ 2010 no products containing S. divinorum or salvinorin A have be€m 
authorized by Health Canada for sale. The sale of unauthorized drugs and NHPs: is illegal, 
and may be subject to compliance and enforcement actions by the Department. 

Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs 
and Substances Act (CDSA). Health Canada is currently considering the available 
information to determine whether regulation as a controlled substance is warranted. 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Italy, Japan, 
etc .. , have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 
In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on thdr sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution, for example, it is megal for 
S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUM'S) reveal 
that, in 2009, less than 2% of Canadians age 15 and older reported having used S. 
divinorum at least once in their lifetime. Young adults, ages 15-24 were much more likely 
to have used it than adults. The results from the Canadian 2008-2009 Youth Smoking 
Survey show that 5% of 15yr olds have used S. divinorum in the past year. For more 
information on these surveys, see the Need More Info section below. 

Health Canada's Role 
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Health Canada continues to collect and consider safety information regarding S. 
divinorum and will continue to consult with key stakeholders including health officials in 
other countries and law enforcement officials here at home. This will assist in 
determining Health Canada's future approach to decision-making regarding the 
regulation of S. divinorum in Canada. Health Canada also continues to monitor the sale of 
unauthorized health products, including those that contain S. divinorum or its main active 
ingredient salvinorin A, and will take appropriate action when the department bc~comes 
aware of any unauthorized health products that may pose a risk to Canadians. 

Need More Info? 

• Complaints about the illegal sale of drugs containing S. divinorum can he made to 
the Health Products and Food Branch Inspectorate at: http://www.hc-
sc. gc.cal dhp-mpsl compli -conformlprob-report-
rapportl gui_ 44_ consumer _ consommateur _ cp-pc-eng.php 
Tel: 1-800-267-9675. 

• You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 
Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.caldhp
mps/medefflindex -eng. php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEfJect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at: http://www.hc
sc.gc.caldhp-mps/medeff/report-declaration/ar-ei_form-eng.php 

• For information about the Government of Canada's Anti-Drug Strategy, go to: 
www.nationalantidrugstrategy.gc.cal 
The Prevention section on this site has a number of helpful resources for parents, 
including: 
• Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp

apd/talk -aborder/index -eng. php 
• What to Do if Your Teen is Using Drugs, at: 

www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.html 

• Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/youth-jeunes/facts
faitslindex -eng. php 
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• Information on natural health products and the Natural Health Product~: 
Regulations can be found at: www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 
• The 2008-2009 Youth Smoking Survey, at: 

http://www.yss.uwaterloo.ca/index.cfm?section=5&page=288 
• The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 

http://www.hc-sc.gc.ca/hc-ps/drugs-drogues/statlindex-eng.php 
• The 2009 Ontario Student Drug Use and Health Survey, at: 

http://www.camh.netlNews _ eventslNews _releases_and _media _advisori,es _and _ b 
ackgrounders/osduhs2009 _ advisory.html 

Additional Resources: 
• U.S. Drug Enforcement Administration: Drugs and Chemicals of Conc:ern: 

Salvia divinorum and Salvin orin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

• U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8Ihallucinogenslhallucinogens.pdf 

• For additional articles on health and safety issues go to the It's Your Hellith web 
section at: www.healthcanada.gc.ca/iyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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DRAFT 13 
September 16,2010 

Issue 

Media Lines 
Salvia divinorum 

Since 2006, Health Canada has noted ongoing media interest regarding the availability of Salvia 
divinorum in Canada. Health Canada has also received a number of enquiries from various 
municipalities and members of the public asking why Health Canada has not taken steps to 
control the availability of Salvia divinorum, particularly given reports from scientiJac and media 
sources suggesting that Salvia divinorum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. 

') 
Key Messages: &tj ftAW\ I 

~t~ \~ { Health Canada advises Canadians not to use products containing S. divinorum £:"or ] ~\~\ A.f P ~~\t 
~ 0'" salvinorin A because very little is known about the substance and its potential effects on '"tOll ~ 
.., ~~t ~ I the brain andlor body, and its impact on physical and mental functions. ~~H ~ • 
~t1-~~~. -<. 
~1J..b • Because of its hallucinogenic properties, products containing S. divinorum andlor \5 IA..Ot ' ;.J.D salvinorin A meet the defmition of a natural health product (NHP) under the Natural 
~~v- Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

• It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing S. divinorum andlor salvinorin A may be subject to 
compliance and enforcement action under the Food and Drugs Act. 

• Health Canada will continue to collect and study information about S. divinorum as it 
becomes available, and to consult with law enforcement and health officials domestically 
and internationally in order to determine the best way to manage the risks associated with 
its availability in Canada. 

Supplementary Messages: 

Salvia divinorum as a controlled substance: 

• 

• 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). 

Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions and thus, do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 
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• Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. Although some individual U.S. states have implemented 
laws restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
regulated under the federal Controlled Substances Act in the United States. 

Questions and Answers: 

Ql - If Health Canada is aware of adverse effects associated with the use of Stllvia 
divinorum, why isn't it illegal? 

Al - Because S. divinorum meets the definition of an NHP under the Natural Health Product 
Regulations, it is illegal to manufacture, sell or provide products containing S. divinorum and/or 
salvinorin A without their being authorized by Health Canada prior to sale. Health Canada is 
currently reviewing all the available information regarding Salvia divinorum, including the 
prevalence of its use in Canada, to determine whether it should be regulated under the Controlled 
Drugs and Substances Act. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but not the 
sale of Salvia divinorum itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A3 - Salvia divinorum products that are not in compliance with the Natural Health Products 
Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q4 - Past media reports have indicated that Health Canada is assessing the po~:sibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
• International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
• Legitimate uses ofthe substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 
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Health Canada is currently reviewing the available information to determine whether regulation 
of Salvia divinorum under the CDSA is warranted. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA?' Why has 
that recommendation not been acted upon? 

AS -SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

Ifpressed on whether Health Canada has issued any kind o/warning to Canadi(ms about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health (IYH) article on Salvia divinorum to help 
inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-bodyexperiences, unconsciousness and short-teml memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 

and. 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
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• the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used S. divinorum; and 
• the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 

in 2009. 
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Hi Daniel, 

·Stephanie 
Chandler/HC-SC/GC/CA 

2010-09-1710:06 AM 

To Daniel Galarneau/HC-SC/GC/CA@HWC 

cc Denis ArsenaultlHC-SC/GC/CA@HWC 

bcc 

Subject Fw: SALVIA - IYH & Media lines 

Here is the final drafts of the Salvia MLs and IYH before formal approvals. I have looked over both 
documents and do not have any additional comments. 

Stephanie 
----- Forwarded by Stephanie Chandler/HC-SC/GCICA on 2010-09-17 10:03 AM -----

Hello all, 

Lisa MacKay/HC-SC/GC/CA 

2010-09-1602:19 PM To Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GCICA@HWC, Suzanne 
Desjardins/HC-SC/GCICA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Bruna 
Brands/HC-SC/GCICA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GCICA@HWC, Valerie 
Hurry/HC-SC/GCICA@HWC, Robin 
Marles/HC-SC/GCICA@HWC, Maggie 
Graham/HC-SC/GC/CA@HWC, Stephanie 
Collins/HC-SC/GCICA@HWC, Scott 
Jordan/HC-SC/GCICA@HWC, Robert 
Leitch/HC-SC/GC/CA@HWC, Mano 
Murty/HC-SC/GCICA@HWC, Shahid 
PerwaizlHC-SC/GC/CA@HWC, Elizabeth 
Keeping/HC-SC/GC/CA@HWC, Blossom 
Leung/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC 

cc Lisa MacKay/HC-SC/GC/CA@HWC 

Subject SALVIA - IYH & Media lines 

I think I have managed to input all the suggested changes and comments into the documents. I wanted to 
give everyone one last look before sending it for formal approval. I will be away Friday - Tw~sday, so if 
possible could you please send me any changes or comments by end of day Tuesday, September 21. I 
will input any additional changes and send the documents for formal approval on Wednesday. 

IYH Salvia divinorum_ v17 clean Sept2010.doc Salvia Media Lines_ v13 clean Sept201 O.doc 

Thank you for all your efforts on this! 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Strategic Communications and Ministerial Services Division I Division des communications strategiques 
et des services ministeriels 
Public Affairs, Consultation and Communications Branch/ Direction generale des affaires publiques, de la 
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consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Fax 613.952.8644 
Lisa_Mackay@hc-sc.gc.ca 
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I 

Salvia divinorum 

Issue 

Salvia divinorum (s. divinorum) is a species of sage belonging to the mint family. Some street 
names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain web sites are also promoting the use 
of S. divinorum as a "legal" alternative to street drugs. As of _ 2010 Health Canada has 
not authorized for sale any products containing S. divinorum. 

Health Canada recommends that you avoid using this plant because very little is known about the 
effects it may have on your body and/or brain functions. There is also no way to predict how it 
will affect you with each use. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of S. dtvinorum, 
which vary from person to person, are often described as unpleasant and may include the 
following: 
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• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
• uncontrollable laughter 
• loss of consciousness 
• short-tenn memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

• the potency of the product 
• how much is used 
• the purity ofthe product (products that contain S. divinorum may be mixed with 

other substances) 
• how it is taken, for example, whether the product is chewed, swallowed or 

smoked 
• the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 

• how it affects the brain overall, including whether there are any long-term effects 
or if it can cause pennanent damage 

• how it interacts with other substances, including other drugs, natural health 
products and alcohol 

• the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divinorum 

In Canada 
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Because of its hallucinogenic properties, products containing S. divinorum or salvinorin 
A meet the definition of a Natural Health Product (NHP) in accordance with the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 
It is illegal to sell drugs or NHPs in Canada, unless they have been reviewed and 
authorized for sale by Health Canada. In the case ofNHPs, they need to be labelled with 
one of the following: 
• a Natural Product Number (NPN); or 
• an Exemption Number (EN); or 
• a Drug Identification Number - Homeopathic Medicine Number (DIN-HM). 

As of 021120 1 0 no products containing S. divinorum or salvin orin A have been 
authorized by Health Canada for sale. The sale of unauthorized drugs and NHPs is illegal, 
and may be subject to compliance and enforcement actions by the Department. 

Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs 
and Substances Act (CDSA). Health Canada is currently considering the available 
information to determine whether regulation as a controlled substance is warranted. 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Italy, Japan, 
etc .. , have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 
In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on the:ir sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution, for example, it is illegal for 
S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, less than 2% of Canadians age 15 and older reported having used S. 
divinorum at least once in their lifetime. Young adults, ages 15-24 were much more likely 
to have used it than adults. The results from the Canadian 2008-2009 Youth Smoking 
Survey show that 5% of 15yr olds have used S. divinorum in the past year. For more 
information on these surveys, see the Need More Info section below. 

Health Canada's Role 
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Health Canada continues to collect and consider safety infonnation regarding S. 
divinorum and will continue to consult with key stakeholders including health officials in 
other countries and law enforcement officials here at home. This will assist in 
detennining Health Canada's future approach to decision-making regarding the 
regulation of S. divinorum in Canada. Health Canada also continues to monitor the sale of 
unauthorized health products, including those that contain S. divinorum or its main active 
ingredient salvinorin A, and will take appropriate action when the department becomes 
aware of any unauthorized health products that may pose a risk to Canadians. 

Need More Info? 

• Complaints about the illegal sale of drugs containing S. divinorum can be made to 
the Health Products and Food Branch Inspectorate at: http://www.h(:
sc.gc.ca/dhp-mps/compli-conform/prob-report-
rapportl guC 44_ consumer _ consommateur _ cp-pc-eng.php 
Tel: 1-800-267-9675. 

• You can report any adverse reactions to the Canada Vigilance Program 1by one of 
the following three ways: 
RepOli online at the MedEffectTM Canada website at: http://www.hc-sc.gc.ca/dhp
mps/medefflindex -eng.php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting FOlm and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedE((ect™ 
Canada website. The Canada Vigilance Reporting Form and the advers(: reaction 
reporting guidelines may also be obtained via this website at: http://www.hc-
sc. gc.ca/ dhp-mps/medeff/report-declarationl ar-ei _ fonn-eng. php 

• For infonnation about the Government of Canada's Anti-Drug Strategy'. go to: 
www.nationalantidrugstrategy.gc.ca/ 
The Prevention section on this site has a number of helpful resources for parents, 
including: 
• Tips on Talking to Your Teenager, at: www.hc-sc.gc.ca/hc-ps/pubs/adp

apd/talk -aborderlindex -eng. php 
• What to Do if Your Teen is Using Drugs, at: 

www.nationalantidrugstrategy.gc.ca/parents/pubs/talking-aborder/talking
aborder.html 

• Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.ca/hc-ps/drugs-drogues/youth-jeunes/facts
faits/index -eng. php 
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• Information on natural health products and the Natural Health Product~~ 
Regulations can be found at: www.hc-sc.gc.ca/dhp-mps/prodnatur/index-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 
• The 2008-2009 Youth Smoking Survey, at: 

http://www.yss.uwaterIoo.ca/index.cfm?section=5&page=288 
• The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 

http://www.hc-sc.gC.Ca/hC-PS/drugs-drogues/statlindeX-eng.php 
.The20090ntarioStudentDrUgUSeandHealthSurVey.at: 

http://www.camh.netlNews _ event sINews _releases_and _media_advisories _and _ b 
ackgrounders/osduhs2009 _ advisory.html 

Additional Resources: 
• U.S. Drug Enforcement Administration: Drugs and Chemicals of COll(:ern: 

Salvia divinorum and Salvin orin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

• U.S. Department of Health & Human Services, National Survey on Drlllg Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8/hallucinogenslhallucinogens.pdf 

• For additional articles on health and safety issues go to the It's Your He,alth web 
section at: www.healthcanada.gc.ca/iyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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DRAFT 13 
September 16, 2010 

Issue 

Media Lines 
Salvia divinorum 

Since 2006, Health Canada has noted ongoing media interest regarding the availability of Salvia 
divinorum in Canada. Health Canada has also received a number of enquiries from various 
municipalities and members of the public asking why Health Canada has not taken steps to 
control the availability of Salvia divinorum, particularly given reports from scientific and media 
sources suggesting that Salvia divinorum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. 

Key Messages: 

• Health Canada advises Canadians not to use products containing S. divinorum and/or 
salvinorin A because very little is known about the substance and its potential effects on 
the brain and/or body, and its impact on physical and mental functions. 

• Because of its hallucinogenic properties, products containing S. divinorum and/or 
salvinorin A meet the definition of a natural health product (NHP) under the: Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

• It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action under the Food and Drugs Act. 

• Health Canada will continue to collect and study information about S. divinorum as it 
becomes available, and to consult with law enforcement and health officials domestically 
and internationally in order to determine the best way to manage the risks associated with 
its availability in Canada. 

Supplementary Messages: 

Salvia divinorum as a controlled substance: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). 

• Neither Salvia divinorum nor salvinorin A are listed under the United Natioll1s Drug 
Control Conventions and thus, do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 
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• Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. Although some individual U.S. states have implemented 
laws restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
regulated under the federal Controlled Substances Act in the United States. 

Questions and Answers: 

Ql -If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

Al - Because S. divinorum meets the definition of an NHP under the Natural Health Product 
Regulations, it is illegal to manufacture, sell or provide products containing S. divinorum and/or 
salvinorin A without their being authorized by Health Canada prior to sale. Health Canada is 
currently reviewing all the available information regarding Salvia divinorum, including the 
prevalence of its use in Canada, to determine whether it should be regulated under the Controlled 
Drugs and Substances Act. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but not the 
sale of Salvia divinorum itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, SalVia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A3 - Salvia divinorum products that are not in compliance with the Natural Health Products 
Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q4 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve land what 
stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
• International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 
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Health Canada is currently reviewing the available information to determine whether regulation 
of Salvia divinorum under the CDSA is warranted. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Prodwcts 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? 'Why has 
that recommendation not been acted upon? 

AS -SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

Ifpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health (IYH) article on Salvia divinorum to help 
inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-teml memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 

and. 
• S.O% of students IS years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
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• the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) pubhshed by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used S. divinorum; and 
• the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 

in 2009. 

Prepared by: Cheryl Tremblay and Denis Arsenault, OCS, CSTD 
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Jocelyn Kula/HC-SC/GC/CA 

2010-09-19 09:38 PM 

To 'Stephanie Chandler/HC-SC/GC/CA@HWC, Daniel 
Galarneau/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: SALVIA - IYH & Media lines 

History: ~ This message has been replied to . 
•• ,,~~ ,>" ' ~ , 

I presume you have both reviewed. Pis let me know your findings and whether we are OK with this 
version. It will be good to have this doc finally out there ...... that said, I would like to be surel there is 
consistency with the QP on salvia (I suggested changes to Diane btw as I just thought it was premature for 
us to be so definitive on our policy position in an anticipatory QP) and with the discussions of the 
CSS-WG ..... 

Pis let me know as we should try to observe Lisa's timelines. 
JK 

Jocelyn Kula 
Manager/ Gestionnaire 
Regulatory Policy Division/ Division des politiques reglementaires 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branchl Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-09-19 09:36 PM ---

Lisa MacKay/HC-SC/GC/CA 

2010-09-1602:19 PM 

Hello all, 

To Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Bruna 
Brands/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC, Valerie 
Hurry/HC-SC/GC/CA@HWC, Robin 
Marles/HC-SC/GC/CA@HWC, Maggie 
Graham/HC-SC/GC/CA@HWC, Stephanie 
Collins/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC, Robert 
Leitch/HC-SC/GC/CA@HWC, Mano 
Murty/HC-SC/GC/CA@HWC, Shahid 
PerwaizlHC-SC/GC/CA@HWC, Elizabeth 
Keeping/HC-SC/GC/CA@HWC, Blossom 
Leung/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC 

cc Lisa MacKay/HC-SC/GC/CA@HWC 

Subject SALVIA - IYH & Media lines 

I think I have managed to input all the suggested changes and comments into the documents. I wanted to 
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give everyone one last look before sending it for formal approval. I will be away Friday - Tuesday, so if 
possible could you please send me any changes or comments by end of day Tuesday, September 21. I 
will input any additional changes and send the documents for formal approval on Wednesday. 

~ 
IYH Salvia divino/urn_v17 clean Sept2010.doc Salvia Media Lines_ v13 clean Sept2010.doc 

Thank you for all your efforts on this! 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Strategic Communications and Ministerial Services Division I Division des communications sitrategiques 
et des services minist9riels 
Public Affairs, Consultation and Communications Branch/ Direction generale des affaires pub/iques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Fax 613.952.8644 
Lisa_Mackay@hc-sc.gc.ca 
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.. 

", / Stephanie 
~_... Chandler/HC-SC/GC/CA 

~ .. 2010-09-2110:06AM 

Hi Lisa, 

To Lisa MacKay/HC-SC/GC/CA@HWC 

cc Blossom Leung/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC, Bruna 
Brands/HC-SC/GC/CA@HWC, Christine 

bcc 

Subject Re: SALVIA -IYH & Media lines~ 

OCS has no other comments with regard to the IYH, but has one minor change to the MLs (which 
probably won't require another round of consultations?). 

g~ 
~ 

Salvia Media Unes_v13 dean Sept2010_0CS.doc 

Thanks, 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances contr61E~es 
Healthy Environments and Consumer Safety Branchl Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Lisa MacKay/HC-SC/GC/CA 

Lisa MacKay/HC-SC/GC/CA 

2010-09-1602:19 PM To Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Bruna 
Brands/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC, Valerie 
Hurry/HC-SC/GC/CA@HWC, Robin 
Marles/HC-SC/GC/CA@HWC, Maggie 
Graham/HC-SC/GC/CA@HWC, Stephanie 
Collins/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC, Robert 
Leitch/HC-SC/GC/CA@HWC, Mana 
Murty/HC-SC/GC/CA@HWC, Shahid 
PerwaizlHC-SC/GC/CA@HWC, Elizabeth 
Keeping/HC-SC/GC/CA@HWC, Blossom 
Leung/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC 

cc Lisa MacKay/HC-SC/GC/CA@HWC 

Subject SALVIA - IYH & Media lines 
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DRAFT 13 
September 16, 2010 

Issue 

Media Lines 
Salvia divinorum 

Since 2006, Health Canada has noted ongoing media interest regarding the availability of Salvia 
divinorum in Canada. Health Canada has also received a number of enquiries from various 
municipalities and members of the public asking why Health Canada has not taken steps to 
control the availability of Salvia divinorum, particularly given reports from scientific and media 
sources suggesting that Salvia divinorum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. 

Key Messages: 

• Health Canada advises Canadians not to use products containing S. divinorum and/or 
salvinorin A because very little is known about the substance and its potential effects on 
the brain and/or body, and its impact on physical and mental functions. 

• Because of its hallucinogenic properties, products containing S. divinorum and/or 
salvinorin A meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

• It is illegal to sell NHPs in Canada unless they have been reviewed by Heallth Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing S. divinorum and/or salvinorin A may be: subject to 
compliance and enforcement action under the Food and Drugs Act. 

• Health Canada will continue to collect and study information about S. divinorum as it 
becomes available, and to consult with law enforcement and health officials domestically 
and internationally in order to determine the best way to manage the risks associated with 
its availability in Canada. 

Supplementary Messages: 

Salvia divinorum as a controlled substance: 

• In Canada, neither the herb Salvia divinorum nor its main active ingredient. salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). 

• Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions and thus, do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 
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• Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. Although some individual U.S. states have implemented 
laws restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
regulated under the federal Controlled Substances Act in the United States. 

Questions and Answers: 

Ql- If Health Canada is aware of adverse effects associated with the use of S(Jrlvia 
divinorum, why isn't it illegal? 

Al - Because S. divinorum meets the definition of an NHP under the Natural Health Product 
Regulations, it is illegal to manufacture, sell or provide products containing S. divinorum and/or 
salvinorin A without their being authorized by Health Canada prior to sale. Health Canada is 
currently reviewing all the available information regarding Salvia divinorum, including the 
prevalence of its use in Canada, to determine whether it should be regulated under the Controlled 
Drugs and Substances Act. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but not the 
sale of Salvia divinorum itselr? 

A2 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers .. They do not apply to raw materials, 
such as the plant, Salvia divinorum. . . 

Q3 - What will Health Canada do if it finds products containing Salvia divinol'um on the 
market? . 

A3 - Salvia divinorum products that are not in compliance with the Natural Health Products 
Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q4 - Past media reports have indicated that Health Canada is assessing the possibility of 
regUlating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
• International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 
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Health Canada is currently reviewing the available information to determine whether regulation 
of Salvia divinorum under the CDSA is warranted. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorumbe scheduled under the CDSA l' Why has 
that recommendation not been acted upon? 

A5 -SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Can:ada has 
received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divino rum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

/fpressed on whether Health Canada has issued any kind of warning to Canadilflns about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health (IYH) article on Salvia divinorum to help 
inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-tenn memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 

and. 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
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• the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) publiished by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used S. divinorum; and 
• the use of S. divinorum was significantly higher in males than in females (6 .. 2% vs. 2.3%) 

in 2009. 
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DRAFT 13 
September 16, 2010 

Issue 

Media Lines 
Salvia divino rum 

Since 2006, Health Canada has noted ongoing media interest regarding the availability of Salvia 
divinorum in Canada. Health Canada has also received a number of enquiries from various 
municipalities and members of the public asking why Health Canada has not taken steps to 
control the availability of Salvia divino rum , particularly given reports from scientific and media 
sources suggesting that Salvia divinorum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. 

Key Messages: 

Health Canada advises Canadians not to use products containing S. divinorum and/or 
salvinorin A because very little is known about the substance and its potentiallong-tenn 
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s~numeroU$. e eels 0 l Salvi;!. the addition of the word 
Because of its hallucinogenic properties, products containing S. divino rum and/or 'long-term' seems more consistent 

salvinorin A meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the defmition of a drug under the Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action under the Food and Drugs Act. 

Health Canada will continue to collect and study infonnation about S. divinorum as it 
becomes available, and to consult with law enforcement and health officials domestically 
and internationally in order to detennine the best way to manage the risks associated with 
its availability in Canada. 

Supplementary Messages: 

Salvia divino rum as a controlled substance: 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). 

Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions and thus, do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

001299 



Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. Although some individual U.S. states have implemented 
laws restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
regulated under the federal Controlled Substances Act in the United States. 

Questions and Answers: 

Ql - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

Al - Because S. divinorum meets the defmition of an NHP under the Natural Health Product 
Regulations, it is illegal to manufacture, sell or provide products containing S. divinorum and/or 
salvinorin A without their being authorized by Health Canada prior to sale. Health Canada is 
currently reviewing all the available information regarding Salvia divinorum, including the 
prevalence of its use in Canada, to determine whether it should be regulated under the Controlled 
Drugs and Substances Act. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but not the 
sale of Salvia divinorum itself? 

A2 - The Natural Health Products Regulations apply to fmished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A3 - Salvia divino rum products that are not in compliance with the Natural Health Products 
Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divino rum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q4 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 
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Health Canada is currently reviewing the available information to determine whether regulation 
of Salvia divinorum under the CDSA is warranted. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why has 
that recommendation not been acted upon? 

A5 - See A4 

Q6 - What is the significance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

IJpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health (IYH) article on Salvia divinorum to help 
inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divino rum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divino rum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divino rum in the past year; 
and. 
5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
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the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinornm in the past year; 
5.4% of students (grades 7-12) ever used S. divinorum; and 
the use of S. divino rum was significantly higher in males than in females (6.2% vs. 2.3%) 
in 2009. 

Prepared by: Cheryl Tremblay and Denis Arsenault, OCS, CSTD 

Input by: Lisa Mackay IYHlPACCB, Suzanne Desjardins HECSB/ODARS, Hanan 
Abramovici HECSB/ODARS, Bruna Brands HECSB/ODARS, Jocelyn Kula, HECSB/OCS, 
Robin MarIes HPFBINHPD, Maggie Graham HPFBINHPD, Stephanie Collins HPFBINHPD, 
Mano Murty HPFBIMHPD, Robert Leitch HPFB/MHPD, Collin Pinto, HPFB/HPFBI 

Approved by: 
[Robin Maries] Director, Bureau of Clinical Trials, NHPD (pending) 
[NAME] Director, Policy and Regulatory Affairs, NHPD (pending) 
[NAME] Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, 
MHPD (pending) 
[NAME] Director, HPFBI (pending) 
Diane Allan, Director, OCS, CSTD, HECS (pending) 
Suzanne Desjardins, Director, ODARS, CSTD, HECS (pending) 
Cathy Sabiston, DG, CSTD, HECS (pending) 
[NAME], DG, MHPD (pending) 
[NAME], DG, NHPD (pending) 
[NAME] DG, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Kathleen Malone, Senior Media Relations, P ACCB (pending) 
Warren Braun, Director, Strategic Communications, PACCB (pending) 
Peter Yendall, Director, Public Affairs, P ACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 
Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, PACCB (pending) 
DMO (pending) 
MO (pending) 
PCO (pending) 
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fyi 

Jocelyn Kula/HC-SC/GC/CA 

2010-09-3011 :39 PM 

Jocelyn Kula 
Managerl Gestionnaire 

To ·Stephanie Chandler/HC-SC/GC/CA@HWC 

cc 

bcc 

Subject Fw: Approval - Salvia ML & IYH 

Regulatory Policy Divisionl Division des politiques reglementaires 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branchl Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0125 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-09-3011 :39 PM -----

Nicole 
Prentice/HC-SC/GC/CA 

2010-09-30 02:38 PM 

Hi Suzanne, 

To Suzanne Desjardins/HC-SC/GC/CA@HWC 

cc Diane Allan/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Valence 
Nebie/HC-SC/GC/CA@HWC 

Subject Fw: Approval - Salvia ML & IYH 

Attached below is the IYH article and media lines on Saliva for your approval by Monday, October 4 COB. 
Jocelyn & Diane have reviewed and approved already. 

Diane - Please note, we accepted all you changes, however, made an addition change to the first key 
message so it would read better. 

Thanks in advance. 

IYH Salvia divinorum_v18 dean Sept2010.doc Salvia Media Unes_Sept30.doc 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications reglementaires 
et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-09-30 02:34 PM ----

Christine 
Roush/HC-SC/GC/CA To Nicole Prentice/HC-SC/GC/CA@HWC 

001303 



2010-09-3002:27 PM cc 

Subject Fw: Approval - Salvia ML & IYH 

I made a change to the first key message. Was there anything else you were concerned about? 

[attachment "MLs - S. divinorum-revcr_Sept30.doc" deleted by Nicole Prentice/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelfTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

----- Forwarded by Christine Roush/HC-SC/GC/CA on 2010-09-30 02:26 PM ----

Diane Allan/HC-SC/GC/CA 

2010-09-29 09:39 AM To Nicole Prentice/HC-SC/GC/CA@HWC 

cc Christine Roush/HC-SC/GC/CA@HWC, CSTD-OCS-DO, 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Re: Fw: Approval- Salvia ML & IYHIJ;] Subject 

Approved with a few minor changes to media lines. 

[attachment "Salvia Media Lines_v14 clean Sept2010.doc" deleted by Nicole Prentice/HC-SC/GC/CA] 

Diane Allan 

Director I Directrice 
Office of Controlled Substances I Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch I Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada I Sante Canada 
Tel: 613-952-2177 
Fax: 613-946-4224 

Nicole Prentice/HC-SC/GC/CA 

Nicole 
Prentice/HC-SC/GC/CA 

2010-09-2802:09 PM 

To Diane Allan/HC-SC/GC/CA@HWC 

cc Jocelyn Kula/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, CSTD-OCS·DO 

Subject Fw: Approval - Salvia ML & IYH 
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Hi Diane, 

Attached below is the IYH article and media lines on Saliva for your approval by Wednesday, September 
29 COB. Jocelyn has reviewed and approved already. 

Thanks in advance. 

[attachment "IYH Salvia divinorum_v18 clean Sept2010.doc" deleted by Nicole Prentice/HC-SC/GC/CA] 
[attachment "Salvia Media Lines_v14 clean Sept2010.doc" deleted by Nicole Prentice/HC··SC/GC/CA] 
[attachment "Approval Slip - Salvia HECSB.doc" deleted by Nicole Prentice/HC-SC/GC/CA] 

Nicole Prentice 
Junior Communications Officer I Agente junior de Communications 
Regulatory Communications and Media Relations Division I Division des communications reglementaires 
et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-09-28 02:04 PM ---

Christine 
Roush/HC-SC/GC/CA 

2010-09-28 01 :55 PM 
To Nicole Prentice/HC-SC/GC/CA@HWC 

cc Bronwyn Cline/HC-SC/GC/CA@HWC 

Subject Re: Approval - Salvia ML & IYH~ 

Nicole - could you please take care of approvals of this It's Your Health article. The article and approval 
slip are below. thx. Jocelyn Kula has already reviewed and approved. 

Christine Roush 
Senior Communications Advisorl 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branchl 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail Icourriel:christine_roush@hc-sc.gc.ca 

Lisa MacKay/HC-SC/GC/CA 

Lisa MacKay/HC-SC/GC/CA 

2010-09-28 01 :40 PM To Christine Roush/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC 

cc Lisa MacKay/HC-SC/GC/CA@HWC 

Subject Approval - Salvia ML & IYH 
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Hello. 

On to the next stage! Could you please send the documents around for approval and return them to me by 
cob Tuesday, Cotober 12. 

Thank you 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Strategic Communications and Ministerial Services Division I Division des communications strategiques 
et des services ministeriels 
Public Affairs, Consultation and Communications Branchl Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Fax 613.952.8644 
Lisa_Mackay@hc-sc.gc.ca 
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DRAFT 13 
September 16, 2010 

Issue 

Media Lines 
Salvia divinorum 

Since 2006, Health Canada has noted ongoing media interest regarding the availability of Salvia 
divinorum in Canada. Health Canada has also received a number of enquiries from various 
municipalities and members of the public asking why Health Canada has not taken steps to 
control the availability of Salvia divino rum , particularly given reports from scientific and media 
sources suggesting that Salvia divinorum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. 

Key Messages: 

I • .<=<1Ila<iia_~~ _s!t~_ll}<i_!1~_~~~_~_p'~9.~~~~~_~<?~~~_~K§.._!!!~~~!?!!:'!!!_~~~9.~_~~~y_i~~~_~_~~<?~l:1_~~m_< / -( Deleted: Health Canada advises 

very little is known about the substance and its potential effects on the brain and/or body,-----{ Deleted: to 
~--------------~ and its impact on physical and mental functions. 

I • Because of.th~i!_~}}~~_~~g~~~~.P!<?P~~~~~1-P!<?<i~<?~_<?~!1~~~g_~:_~~y'~'!!?!!:'11!:_~~~<?! _____ m __ ---_--{,-D_e_leted ___ : _its __________ -' 

salvinorin A meet the defmition of a natural health product (NHP) under the Natural 
Health Products Regulations and the defmition of a drug under the Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action under the Food and Drugs Act. 

Health Canada will continue to collect and study information about S. divinorum as it 
becomes available, and to consult with law enforcement and health officials domestically 
and internationally in order to determine the best way to manage the risks associated with 
its availability in Canada. 

Supplementary Messages: 

Salvia divino rum as a controlled substance: 

In Canada, neither the herb Salvia divino rum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). 

Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions and thus, do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 
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Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. Although some individual U.S. states have implemented 
laws restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
regulated under the federal Controlled Substances Act in the United States. 

Questions and Answers: 

Ql - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

Al - Because S. divino rum meets the defmition of ~N~~~~U~~~J~_~~~9:l:l_'?UN1."!~l!-!!l:9:~~Jh~ _________ -_/{~D_e_leted __ : n _____ ~ 
Natural Health Product Regulations, it is illegal to manufacture, sell or provide products 
containing S. divinorum and/or salvinorin A without their being authorized by Health Canada 
prior to sale. Health Canada is currently reviewing all the available information regarding Salvia 
divino rum, including the prevalence of its use in Canada, to determine whether it should be 
regulated under the Controlled Drugs and Substances Act. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but not the 
sale of Salvia divinorum itself? 

A2 - The Natural Health Products Regulations apply to fmished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A3 - Salvia divino rum products that are not in compliance with the Natural Health Products 
Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divino rum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q4 - Past media reports have indicated that Health Canada is assessing the possibility of 
regUlating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 
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Health Canada is currently reviewing the available infonnation to detennine whether regulation 
of Salvia divinorum under the CDSA is warranted. 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why has 
that recommendation not been acted upon? 

A5- See A4 

Q6 - What is the siguificance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

Ifpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health (IYH) article on Salvia divino rum to help 
infonn the general public about the risks associated with the use of this substance. 

Background 

Salvia divino rum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-tenn memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divino rum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
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the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divino rum in the past year; 
5.4% of students (grades 7-12) ever used S. divinorum; and 
the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 
in 2009. 

Prepared by: Cheryl Tremblay and Denis Arsenault, OCS, CSTD 

Input by: Lisa Mackay IYHlPACCB, Suzanne Desjardins HECSB/ODARS, Hanan 
Abrarnovici HECSB/ODARS, Bruna Brands HECSB/ODARS, Jocelyn Kula, HECSB/OCS, 
Robin MarIes HPFBINHPD, Maggie Graham HPFBINHPD, Stephanie Collins HPFBINHPD, 
Mano Murty HPFBIMHPD, Robert Leitch HPFB/MHPD, Shahid Perwaiz HPFB/MHPD, Collin 
Pinto, HPFB/HPFBI 

Approved by: 
Robin Maries, Director, Bureau of Clinical Trials, NHPD (pending) 
Lindsay Blaney, Director, Policy and Regulatory Affairs, NHPD (pending) 
Due Vu, Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, MHPD (pending) 
Kim Dayman-Rutkas, Director, HPFBI (pending) 
Diane Allan, Director, OCS, CSTD, HECS (pending) 
Suzanne Desjardins, Director, ODARS, CSTD, HECS (pending) 
Cathy Sabiston, DG, CSTD, HECS (pending) 
Chris Turner, DG, MHPD (pending) 
Nancy Richards, DG, NHPD (pending) 
Diana Dowthwaite, DG, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Jean Tessier, Senior Media Relations, PACCB (pending) 
Warren Braun, Director, Strategic Communications, PACCB (pending) 
Peter Yendall, Director, Public Affairs, PACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 
Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, P ACCB (pending) 
DMO (pending) 
MO (pending) 
PCO (pending) 
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Salvia divino rum 

Issue 

Salvia divinorum (s. divinorum) is a species of sage belonging to the min~ family. Some 
street names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria 
pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are 
using S. divinorum for its ability to produce hallucinations. Certain websites are also 
promoting the use of S. divinorum as a "legal" alternative to street drugs. As of _ 
2010 Health Canada has not authorized for sale any products containing S. divinorum. 

Health Canada recommends that you avoid using this plant because very little its known 
about the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

• the potency of the product 
• how much is used 
• the purity of the product (products that contain S. divinorum may be mixed with 

other substances) 
• how it is taken, for example, whether the product is chewed, swallowed or 

smoked 
• the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 
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• how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage 

• how it interacts with other substances, including other drugs, natural health 
products and alcohol 

• the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you avoid using S. divino rum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divinorum 

In Canada 
Because of its hallucinogenic properties, products containing S. divinorum or salvinorin 
A meet the definition of a Natural Health Product (NHP) in accordance with the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 
It is illegal to sell drugs or NHPs in Canada, unless they have been reviewed and 
authorized for sale by Health Canada. In the case ofNHPs, they need to be labelled with 
one of the following: 
• a Natural Product Number (NPN); or 
• an Exemption Number (EN); or 
• a Drug Identification Number - Homeopathic Medicine Number (DIN-HM). 

As of_ 2010 no products containing S. divinorum or salvinorin A have be:en 
authorized by Health Canada for sale. The sale of unauthorized drugs and NHPs is illegal, 
and may be subject to compliance and enforcement actions by the Department. 

Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs 
and Substances Act (CDSA). Health Canada is currently considering the available 
information to determine whether regulation as a controlled substance is warranted. 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Italy, Japan, 
etc .. , have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 
In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
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import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution. For example, in some states 
it is illegal for S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUJIJS) reveal 
that, in 2009, less than 2% of Canadians age 15 and older reported having used S. 
divinorum at least once in their lifetime. Youth, ages 15-24 were much more likely to 
have used it than adults. The results from the Canadian 2008-2009 Youth Smoking Survey 
show that 5% of 15yr olds have used S. divinorum in the past year. For more information 
on these surveys, see the Need More Info section below. 

Health Canada's Role 

Health Canada continues to collect and consider safety information regarding S. 
divinorum and will continue to consult with key stakeholders including health officials in 
other countries and law enforcement officials here at horne. This will assist in 
determining Health Canada's future approach to decision-making regarding thj;: 
regulation of S. divinorum in Canada. Health Canada also continues to monitor the sale of 
unauthorized health products, including those that contain S. divinorum or its main active 
ingredient salvinorin A, and will take appropriate action when the department becomes 
aware of any unauthorized health products that may pose a risk to Canadians. 

Need More Info? 

• Complaints about the illegal sale of drugs containing S. divinorum can !be made to 
the Health Products and Food Branch Inspectorate at: http://www.hc
sc.gc.caldhp-mps/compli-conforrn/prob-report-
rapport/ gui _ 44_ consumer _ consommateur _ cp-pc-eng. php 
Tel: 1-800-267-9675. 

• You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 
Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.caldhp
mps/medefflindex -eng. php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Fonn and either: 
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Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEfJect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at: http://www'.hc-
sc. gc.cal dhp-mps/medefflreport -declaration! ar-ei _form-eng. php 

• For information about the Government of Canada's Anti-Drug Strategy. go to: 
www.nationalantidrugstrategy.gc.cal 
The Prevention section on this site has a number of helpful resources for parents, 
including: 
• Tips on Talking to Your Teenager, at: www.hc-sc.gc.ca/hc-ps/pubs/adp

apd/talk -aborder/index -eng. php 
• What to Do if Your Teen is Using Drugs, at: 

www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.html 

• Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.ca/hc-ps/ drugs-drogues/youth-j eunes/facts
faits/index-eng.php 

• Information on natural health products and the Natural Health Product~~ 
Regulations can be' found at: www.hc-sc.gc.caldhp-mps/prodnaturlindex-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 
• The 2008-2009 Youth Smoking Survey, at: 

http://www.yss.uwaterloo.calindex.cfin ?section=5&page=288 
• The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 

http://www.hc-sc.gC.CalhC-PS/drugs-drogues/stat/index-eng.PhP 
.The20090ntarioStudentDrUgUSeandHealthsurvey.at: 

http://www.camh.netIN ews _ eventslN ews _releases_and _media_advisories _and _ b 
ackgroundersl osduhs2009 _ advisory.html 

Additional Resources: 
• U.S. Drug Enforcement Administration: Drugs and Chemicals of Con1cern: 

Salvia divinorum and Salvin orin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 

• U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.govl2k8/hallucinogens/hallucinogens.pdf 
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• For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.caiiyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Salvia divinorum 

Issue 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street 
names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska 
pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain web sites are also promoting the use 
of S. divinorum as a "legal" alternative to street drugs. As of_ 2010 Health Canada has 
not authorized for sale any products containing S. divinorum. 

Health Canada recommends that you avoid using this plant because very little is known about the 
effects it may have on your body and/or brain functions. There is also no way to predict how it 
will affect you with each use. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of S. divinorum, 
which vary from person to person, are often described as unpleasant and may include the 
following: 
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• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

• the potency of the product 
• how much is used 
• the purity of the product (products that contain S. divinorum may be mixed with 

other substances) 
• how it is taken, for example, whether the product is chewed, swallowed or 

smoked 
• the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 

• how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage 

• how it interacts with other substances, including other drugs, natural health 
products and alcohol 

• the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body andlor brain functions. There is also no way to 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divino rum 

In Canada 
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Because of its hallucinogenic properties, products containing S. divinorum or salvinorin 
A meet the definition of a Natural Health Product (NHP) in accordance with the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 
It is illegal to sell drugs or NHPs in Canada, unless they have been reviewed and 
authorized, for sale by Health Canada. In the case ofNHPs, they need to be lab died with 
one of the following: 
• a Natural Product Number (NPN); or 
• an Exemption Number (EN); or 
• a Drug Identification Number - Homeopathic Medicine Number (DIN-HM). 

As of •• 2010 no products containing S. divinorum or salvinorin A have bc:::en 
authorized by Health Canada for sale. The sale of unauthorized drugs and NHPs is illegal, 
and may be subject to compliance and enforcement actions by the Department. 

Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs 
and Substances Act (CDSA). Health Canada is currently considering the available 
information to determine whether regulation as a controlled substance is warranted. 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Italy, Japan, 
etc .. , have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 
In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A tOi various 
degrees, while others have placed restrictions on distribution, for example, it is illegal for 
S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADU.!\I[Sj reveal 
that, in 2009, less than 2% of Canadians age 15 and older reported having used S. 
divinorum at least once in their lifetime. Young adults, ages 15-24 were much more likely 
to have used it than adults. The results from the Canadian 2008-2009 Youth Smoking 
Survey show that 5% of 15yr olds have used S. divinorum in the past year. For more 
information on these surveys, see the Need More Info section below. 

Health Canada's Role 
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Health Canada continues to collect and consider safety information regarding S. 
divinorum and will continue to consult with key stakeholders including health officials in 
other countries and law enforcement officials here at home. This will assist in 
determining Health Canada's future approach to decision-making regarding the 
regulation of S. divinorum in Canada. Health Canada also continues to monitor the sale of 
unauthorized health products, including those that contain S. divinorum or its main active 
ingredient salvinorin A, and will take appropriate action when the department becomes 
aware of any unauthorized health products that may pose a risk to Canadians. 

Need More Info? 

• Complaints about the illegal sale of drugs containing S. divinorum can be made to 
the Health Products and Food Branch Inspectorate at: http://www.hc
sc.gc.caldhp-mps/compli-conform/prob-report-
rapport/gui_ 44_ consumer _ consommateur _ cp-pc-eng.php 
Tel: 1-800-267-9675. 

• You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 
Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.caldhp
mps/medefflindex-eng.php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEfJect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse: reaction 
reporting guidelines may also be obtained via this website at : http://www.hc
sc.gc.caldhp-mps/medefflreport-dec1arationlar-ei_form-eng.php 

• For information about the Government of Canada's Anti-Drug Strategy. go to: 
www.nationalantidrugstrategy.gc.cal 
The Prevention section on this site has a number of helpful resources for parents, 
including: 
• Tips on Talking to Your Teenager, at: www.hc-sc.gc.ca/hc-ps/pubs/adp

apd/talk -aborderlindex -eng. php 
• What to Do if Your Teen is Using Drugs, at: 

www.nationalantidrugstrategy.gc.calparents/pubs/talking-abordt:rltalking
aborder.html 

• Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.ca/hc-ps/drugs-drogues/youth-jeunes/facts
faits/index -eng. php 
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• Information on natural health products and the Natural Health Product! 
Regulations can be found at: www.hc-sc.gc.ca/dhp-mps/prodnatur/index-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 
• The 2008-2009 Youth Smoking Survey, at: 

http://www.yss.uwaterloo.ca/index.cfm?section=5&page=288 
• The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 

http://www.hc-sc.gc.ca/hc-ps/drugs-drogues/statlindex-eng.php 
• The 2009 Ontario Student Drug Use and Health Survey, at: 

http://www.camh.netINews _ eventslNews Jeleases _and_media _advisories_and _ b 
ackgrounders/osduhs2009 _ advisory.html 

Additional Resources: 
• U.S. Drug Enforcement Administration: Drugs and Chemicals of Com~ern: 

Salvia divinorum and Salvin orin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 

• U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.govl2k8Ihallucinogenslhallucinogens.pdf 

• For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.ca/iyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Response to Docket # 10-122057-968 
To: 

5.19(1) 

Dear 

I am writing in response to your email enquiry dated October 6,2010, in which you have 
requested information concerning the legal status of Salvia. 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). However, when 
S. divinorum is sold or marketed to modify brain function (such as for use as a 
hallucinogen), it meets the definition of a natural health product under the Natural Health 
Products Regulations (NHPR). It is illegal to manufacture, sell or provide natural health 
products without their being authorized by Health Canada prior to sale. As of October 
2010 no such products containing S. divinorum or salvinorin A have been authorized by 
Health Canada for sale. 

Salvia divinorum products that are not in compliance with the NHPR may be subject to 
compliance and enforcement action by Health Canada. Complaints about the illegal sale 
of drugs containing S. divinorum and/or salvinorin A can be referred to the Health 
Products and Food Branch Inspectorate at 1-800-267-9675. 

Health Canada recommends that you avoid using this plant because very little is known 
about the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Health Canada is currently reviewing all the 
available information regarding Salvia divinorum to determine whether it should be 
regulated under the CDSA. 

Please do not hesitate to contact me should you have any further questions. 

Sincerely, 

Jocelyn Kula 
AlDirector 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 
Healthy Environments and Consumer Safety Directorate 
(613) 952-2177 
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Hi Stephanie, 

For action. 

Denis 

Fw: URGENT Follow-up - Salvia (Canadian Press) 
Denis Arsenault to: Stephanie Chandler 
Cc: Daniel Galarneau 

Denis Arsenault, AlManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
TelfTel: (613) 957-6828 
Fax I Telecopieur: (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-10-15 09:34 AM ----

From: 
To: 
Cc: 

Date: 
Subject: 

Christine Roush/HC-SC/GC/CA 
"Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca> 
"Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Nicole Prentice" 
<nicole.prentice@hc-sc.gc.ca> 
2010-10-15 08:35 AM 
Fw: URGENT Follow-up - Salvia (Canadian Press) 

2010-10-1509:35 AM 

A follow up request on Salvia - with a short turnaround time of noon - we will see if we can buy more time. 
Nicole Prentice 

----- Original Message ----
From: Nicole Prentice 
Sent: 2010-10-14 10:36 PM EDT 
To: Christine Roush 
Subject: URGENT Follow-up - Salvia (Canadian Press) 

For your review, 

I have pulled what I can for these. I have French from 8-10 so can you pass this to OCS and HPFB in the 
morning when you get in. I am not sure we will be able to make this deadline, especially if we have to draft 
new responses. 

Context: Every story I've read about this has said that salvia divinorum is perfE!ctly legal 
and has gone on to quote a Health Canada official saying something to the effect that 
there's nothing the government can do to regulate salvia until there's more research or 
evidence of abuse. Many stories quote the pOlice saying there's nothing they cam do because 
it's legal. I've seen it openly for sale in head shops a stone's throw from Parliament Hill as 
recently as yesterday. As recently as today, I've seen websites, some based in Canada, 
offering this stuff for sale online. Yet your Ql answer says it's illegal to sell it. So ... , 
Ql) Is this a recent change? Something to do with changes to the natural health 
products legislation? 
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A1)For OCS/HPFB input? [Suggest: There have been no recent changes to the natural health 
products legislation.] 

Q2) Why isn't the law being enforced? 

A2) The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, Salvia divinorum. 

Salvia divinorum products that are not in compliance with the Natural Health Products 
Regulations may be subject to compliance and enforcement action by Health Canada. Complaints 
about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be referred to the 
Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q3) Why do police seem unaware that they can, in fact, do something about the 
sale of salvia? 

A3) For OCS input? 

Q4) I assume from Ai that while it's illegal to sell products containing salvia 
divinorum or salvinorin A, it's not illegal to possess it or use it? That an~r regulation 
of use and possession would need to be done under the Controlled Substances Act? 

A4) See A2. 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A,· are 
regulated under the Controlled Drugs and Substances Act (CDSA). Neither Salvia divinorum 
nor salvinorin A are listed under the United Nations Drug Control Conventions and thus, do not 
have to be regulated as controlled substances in any of the countries (including Canada) that are 
signatories to these Conventions. 

Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South Korea, 
Spain and Sweden) have placed controls on the import and/or sale of Salvia divinorum and/or 
salvinorin A. Although some individual U.S. states have implemented laws restricting its use, 
sale and/or distribution, Salvia divinorum and salvinorin A are not regulated under the federal 
Controlled Substances Act in the United States. 

Health Canada is currently reviewing the available information to determine whether regulation 
of Salvia divinorum under the CDSA is warranted. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
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Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-10-1410:09 PM -----

From: 
To: 

Cc: 
Date: 
Subject: 

Hi Christine, 

Christelle LegaultlHC-SC/GC/CA 
"Senior Communications Advisor Christine Roush" <christine.roush@hc-sc.gc.ca:>, "Nicole 
Prentice" <nicole.prentice@hc-sc.gc.ca>, Dave Stephens/HC-SC/GC/CA 
Jean Tessier/HC-SC/GC/CA 
2010-10-1406:10 PM 
Urgent Follow-up - Salvia (Canadian Press) 

Please see follow-up question below on Salvia. Reporter will need something by noon tomorrow. 

Thanks, 

c. 

Christelle Legault 
Media Relations Officer I Agente des relations avec les medias 
Health Canada I Sante Canada 
Tel. I Tel.: 613.957.2988 

From: 
Sent: 2010-10-14 05:58 PM AST 
To: Christelle Legault 
Subject: RE: Health Canada - Salvia 

5.19(1) 

Thanks for all that information. Your answer to Q1 raises a couple more questions though, 
which I hope you can answer by noon tomorrow, since I have to write this tomorrow 
(sorry! ). 
Every story I've read about this has said that salvia divinorum is perfectly legall and has 
gone on to quote a Health Canada official saying something to the effect that tlhere's nothing 
the government can do to regulate salvia until there's more research or evidence of abuse. 
Many stories quote the police saying there's nothing they can do because it's le!gal. I've seen 
it openly for sale in head shops a stone's throw from Parliament Hill as recently as 
yesterday. As recently as today, I've seen websites, some based in Canada, offering this 
stuff for sale online. Yet your Q1 answer says it's illegal to sell it. So ... 
1) Is this a recent change? Something to do with changes to the natural health products 
legislation? 
2) Why isn't the law being enforced? 
3) Why do police seem unaware that they can, in fact, do something about the sale of 
salvia? 
4) I assume from A1 that while it's illegal to sell products containing salvia divinorum or 
salvinorin A, it's not illegal to possess it or use it? That any regulation of use and possession 
would need to be done under the Controlled Substances Act? 

Sorry for the new questions but I confess the A1 answer kinda threw me for a loop. Not at 
all what I was expecting, given everything I'd read about the legality of salvia iin Canada up 
to now. 
Thanks again for your help. 
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Joan 

From: Christelle Legault [mailto:christelle.legault@hc-sc.gc.ca] 
Sent: October 14, 20105:32 PM 
To: 
Subject: Health Canada - Salvia 

Hi, 

As requested, please find below information in response to your questions regarding Salvia. 

****** 

Q1 - What is the latest update on Salvia? 

A 1 - Canadians should not use products containing S. divinorum and/or salvinorin A because very little is 
known about the substance and its potential effects on the brain and/or body, and its impact on physical 
and mental functions. Because of their hallucinogenic properties, products containing S. div;norum and/or 
salvinorin A meet the definition of a. natural health product (NHP) under the Natural Health Products 
Regulations and the definition of a drug under the Food and Drugs Act 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and authorized for 
sale. NHPs authorized for sale will have a Natural Product Number (NPN), a Homeopathic Medicine 
Number (DIN-HM) or an Exemption Number (EN). The illegal sale of products containing S. divinorum 
and/or salvinorin A may be subject to compliance and enforcement action under the Food and Drugs Act 

To date, Health Canada has not licensed for sale any drug or NHP which contains salvia as an ingredient. 

Q2 - What does Health Canada need (in terms of evidence) to make a decision on whether it should be 
listed as a controlled substance? 

A2 - A controlled substance is any type of drug that the federal government has categorized as having a 
higher-than-average potential for abuse or addiction. Such drugs are divided into categories based on 
their potential for abuse or addiction. Controlled substances range from illegal street drugs to prescription 
medications. 

Health Canada considers several factors in determining whether regulation of a substance under the 
Controlled Drugs and Substances Act (CDSA) is warranted. 

These include: 

o Overall risk to public health and safety posed by the substance. 

o Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 

001325 

5.19(1) 



Potential for abuse and risk of addiction associated with the substance; 

Extent of actual abuse of the substance in Canada and internationally; and 

International requirements and trends in international control; 

03 - Is Health Canada waiting for people to write in and complain? Are there any studies on this 
currently under way? Are there any pro-active steps being taken to come to a conclusion? Is Health 

Canada conducting research or aware of any research taking place? 

A3 - Health Canada is currently reviewing the available information to determine whether regulation of 
Salvia divinarum under the CDSA is warranted. 

Health Canada is not aware of any groups specifically carrying out research on S. divinarum. It is 
however, continuing to collect and study information about the plant as it becomes available, and will 
consider this information as it moves forward with its scheduling assessment. 

With respect ta Salvia being examined by the Canadian Alcohol and Drug Use Monitoring Survey 2009: 

Health Canada is monitoring the use of this substance, and in fact the release of Canadian Alcohol and 
Drug Use Monitoring Survey 2009 marks the first reporting of the prevalence of use of Salvia 
among the Canadian population. Among Canadians aged 15 years and older, the prevalence of lifetime 
use of Salvia was 1.6% and past year use was 0.2%. When examined by age group only 
lifetime use can be released due to the small numbers of Canadians reporting the use of this substance. 
Among youth (15 to 24 years) 7.3% reported lifetime use and only 0.5% of adults (25 years 
and older) reported having ever used this substance. Because this is a relatively new substance, Health 
Canada will be closely monitoring its use over the next years. 

****** 

Regards, 

Christelle Legault 
Media Relations Officer I Agente des relations avec les medias 
Regulatory Communications and Media Relations Division I 
Division des communications reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I 
Direction genera Ie des affaires publiques, de la consultation et des communications 
Health Canada I Sante Canada 

Tel. I Tel.: 613.957.2988Fax I Telec.: 613.952.7747 
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Fw: URGENT Follow-up - Salvia (Canadian Press) 
Denis Arsenault to: Jocelyn Kula 2010-10-1510:24 AM 
Cc: CSTD-OCS-DO, Stephanie Chandler, Daniel Galarneau "-------------_. ---------

For approval. 

Denis, 

Denis Arsenault, AlManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur : (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-10-1510:23 AM ---

From: 
To: 
Date: 
Subject: 

Hi Denis, 

Stephanie Chandler/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-10-1510:20 AM 
Fw: URGENT Follow-up - Salvia (Canadian Press) 

Please note A 1 requires input from HPFB. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-10-15 09:34 AM ----

From: 
To: 
Cc: 

Date: 
Subject: 

Christine Roush/HC-SC/GC/CA 
"Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca> 
"Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Nicole Prentice" 
<nicole.prentice@hc-sc.gc.ca> 
2010-10-15 08:35 AM 
Fw: URGENT Follow-up - Salvia (Canadian Press) 

A follow up request on Salvia - with a short turnaround time of noon - we will see if we can Ibuy more time. 
Nicole Prentice 
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.-

Re: Fw: Urgent: Sales of hallucinogenic salvia no longer legal in Canada GIl 
Stephanie Chandler to: Denis Arsenault 2010-10-1909:35 AM 

As requested, 

Yes, this is not a recent change. When S. divinorum is marketed with a claim to modify brain function 
(such as for use as a hallucinogen), it meets the definition of a natural health product unde,r the Natural 
Health Products Regulations (NHPR). It is illegal to manufacture, sell or provide natural hl~alth products 
without their being authorized by Health Canada prior to sale. 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Denis Arsenault Could you prepare a blurb in response. Denis 

From: 
To: 
Cc: 
Date: 
Subject: 

Denis ArsenaultlHC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
Daniel Galarneau/HC-SC/GC/CA@HWC 
2010-10-1909:27 AM 
Fw: Urgent: Sales of hallucinogenic salvia no longer legal in Canada 

Could you prepare a blurb in response. 

Denis 

Denis Arsenault, NManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur: (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-10-19 09:26 AM -----

From: Stephanie SzicklHC-SC/GC/CA 

2010··10-19 09:27:26 AM 

To: 
Cc: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
CSTD-OCS-DO, Isabel Shanahan/HC-SC/GC/CA@HWC 

Date: 2010-10-1909:20 AM 
Subject: Urgent: Sales of hallucinogenic salvia no longer legal in Canada 

hi both 

need quick reply before 9:30 today for MO daily call -- per trail below and a from Jesse ---

Can we confirm -- if the products containing these substances (S.divinorum and/or salvinorin) have 
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always been illegal (at least in the recent past). This isn't a change, right? 

I am quite certain the reply is yes, but ask for confirmation. 

Thank you, 
Stephanie 

----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2010-10-19 09: 15 AM ----

From: 
To: 
Date: 
Subject: 

Jesse Arnup-Blondin/HC-SC/GC/CA 
"Stephanie Szick" <stephanie.szick@hc-sc.gc.ca> 
2010-10-19 08:40 AM 
Urgent: Sales of hallucinogenic salvia no longer legal in Canada 

Can you pis get confirmation of answer to my question below before 9:30 MO call in case there are 
questions abt clippings? 

Thanks, 

Jesse 
Jesse Arnup-Blondin 

----- Original Message -----
From: Jesse Arnup-Blondin 
Sent: 2010-10-18 03:38 PM EDT 
To: Christine Roush 
ec: Dave Stephens; Heather Leclerc; Jocelyn Kula; Stephanie Szick 
Subject: Re: Fw: Fw: CP: Sales of hallucinogenic salvia no longer legal in 

Canada 
Thanks, Christine - I was just looking at these. 

While the articles make it sound like this is a new prohibition, my understanding is that products 
containing these substances have always been illegal (at least in the recent past). This isn't a change, 
right? 

Jesse 

Christine Roush Fyi - not sure if you received this CP story on sa ... 2010-10-1803:36:30 PM 
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Fw: Urgent: Sales of hallucinogenic salvia no longer legal in Canada 
Denis Arsenault to: Jocelyn Kula 2010-10-1909:47 AM 
Cc: Stephanie Chandler 

FYI 

Denis 

Denis Arsenault, NManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada / Sante Canada 
Telrrel: (613) 957-6828 
Fax I Telecopieur : (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-10-19 09:46 AM ----

From: 
To: 
Date: 
Subject: 

Denis ArsenaultlHC-SC/GC/CA 
Stephanie SzicklHC-SC/GC/CA@HWC 
2010-10-1909:44 AM 
Re: Urgent: Sales of hallucinogenic salvia no longer legal in Canada 

This is not a recent change. When S. divinorum is marketed with a claim to modify brain function (such as 
for use as a hallucinogen), it meets the definition of a natural health product under the Natural Health 
Products Regulations (NHPR). It is illegal to sell NHPs in Canada unless they have been reviewed and 
approved by Health Canada and labelled with a Natural Product Nimber (NPN) or Exemption Number or 
Drug Identification Number - Homeopathic Medicine (DIN-HM). 

Denis 

Denis Arsenault, NManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
Telrrel: (613) 957-6828 
Fax I Telecopieur : (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 

Stephanie Szick hi both need quick reply before 9:30 today for M ... 

From: Stephanie SzicklHC-SC/GC/CA 

2010-10-19 09:20:55 AM 

To: 
Cc: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
CSTD-OCS-DO, Isabel Shanahan/HC-SC/GC/CA@HWC 

Date: 2010-10-19 09:20 AM 
Subject: Urgent: Sales of hallucinogenic salvia no longer legal in Canada 

hi both 

need quick reply before 9:30 today for MO daily call -- per traif below and Q from Jesse ---
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Can we confirm -- if the products containing these substances (S.divinorum and/or salviinorin) have 
always been illegal (at least in the recent past). This isn't a change, right? 

I am quite certain the reply is yes, but ask for confirmation. 

Thank you, 
Stephanie 

----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2010-10-19 09: 15 AM -----

From: 
To: 
Date: 
Subject: 

Jesse Arnup-Blondin/HC-SC/GC/CA 
"Stephanie Szick" <stephanie.szick@hc-sc.gc.ca> 
2010-10-1908:40 AM 
Urgent: Sales of hallucinogenic salvia no longer legal in Canada 

Can you pis get confirmation of answer to my question below before 9:30 MO call in case there are 
questions abt clippings? 

Thanks, 

Jesse 
Jesse Arnup-Blondin 

----- Original Message -----
From: Jesse Arnup-Blondin 
Sent: 2010-10-18 03:38 PM EDT 
To: Christine Roush 
Cc: Dave Stephens; Heather Leclerc; Jocelyn Kula; Stephanie Szick 
Subject: Re: Fw: Fw: CP: Sales of hallucinogenic salvia no longer legal in 

Canada 
Thanks, Christine - I was just looking at these. 

While the articles make it sound like this is a new prohibition, my understanding is that products 
containing these substances have always been illegal (at least in the recent past). This isn't a change, 
right? 

Jesse 

Christine Roush Fyi - not sure if you received this CP story on sa ... 2010-·10-1803:36:30 PM 
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Re: Salvia Pictures ~ 
Collin Pinto to: Suzanne Desjardins 2010-10-1910:36 AM 

Blossom Leung, Bronwyn Cline, Bruna Brands, Christine Roush, Denis Arsenault, 
C" Elizabeth Keeping, Hanan Abramovici, Jocelyn Kula, Lisa MacKay, Maggie 
JC. Graham, Mano Murty, Robert Leitch, Robin Maries, Scott Jordan, Shahid 

Perwaiz, Stephanie Chandler, Stephanie Collins, Valerie Hurry, Irshad Mulla 
·.··.vH .. ··~ •• _ .. ___ ~.· •• _ ........ M .. • ... • .. ~ ....... ~_ .• MM_." ... __ .. "" .. __ ..... __ ~@_ .. ___ ~ .. __ • _____ . ____ ~ __ . 

Will have a look. 

Collin 

Suzanne Desjardins/HC-SC/GC/CA 

Hi Lisa, 

Suzanne 
Desjardins/HC-SC/GC/CA 

2010-10-1910:30 AM 

To Lisa MacKay/HC-SC/GC/CA@HWC 

cc Blossom Leung/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC, Bruna 
Brands/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Elizabeth 
Keeping/HC-SC/GC/CA@HWC, Hanan 

, Abramovici/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Lisa 
MacKay/HC-SC/GC/CA@HWC, Maggie 
Graham/HC-SC/GC/CA@HWC, Mano 
Murty/HC-SC/GC/CA@HWC, Robert 
Leitch/HC-SC/GC/CA@HWC, Robin 
Marles/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC, Shahid 
PerwaizlHC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Stephanie! 
Collins/HC-SC/GC/CA@HWC, Valerie 
Hurry/HC-SC/GC/CA@HWC 

Subject Re: Salvia Pictures!1J 

While we could find some on the internet, there is copyright issues. Perhaps the Inspectorate would have 
some? 

Suzanne 

Lisa MacKay Hello all, We have changed the format of IYH so ... 2010-10-1910:23:57 AM 

From: Lisa MacKay/HC-SC/GC/CA 
To: Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Suzanne 

Desjardins/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Bruna Brands/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, Bronwyn Cline/HC-SC/GC/CA@HWC, Valerie 
Hurry/HC-SC/GC/CA@HWC, Robin Marles/HC-SC/GC/CA@HWC, Maggie 
Graham/HC-SC/GC/CA@HWC, Stephanie Collins/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC. Robert Leitch/HC-SC/GC/CA@HWC, Mana 
Murty/HC-SC/GC/CA@HWC. Shahid PerwaizlHC-SC/GC/CA@HWC, Elizabeth 
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Keeping/HC-SC/GC/CA@HWC, Blossom Leung/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC 

Cc: 
Date: 
Subject: 

Hello all, 

Lisa MacKay/HC-SC/GC/CA@HWC 
2010-10-1910:23 AM 
Salvia Pictures 

We have changed the format of IYH somewhat and we now try to include pictures when posting all new 
and updated articles. I was wondering if any of you had access to any Salvia pictures that I can use in the 
article? I think it would also be very helpful to parents to know what to watch for. 

Thank you! 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Consumer Information Bureau / Bureau d'information aux consommateurs 
Marketing and Communications Services Directorate/Direction des services de marketing et de 
communications 
Public Affairs, Consultation and Communications Branch/ Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Lisa_Mackay@hc-sc.gc.caa 
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Re: Fw: Urgent: Sales of hallucinogenic salvia no longer legal in Canada I) 
Stephanie Chandler to: Denis Arsenault 2010-10-1909:35 AM 

As requested, 

Yes, this is not a recent change. When S. divinorum is marketed with a claim to modify brain function 
(such as for use as a hallucinogen), it meets the definition of a natural health product under the Natural 
Health Products Regulations (NHPR). It is illegal to manufacture, sell or provide natural h4~alth products 
without their being authorized by Health Canada prior to sale. 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances contrOlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante envimnnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Denis Arsenault .. Could you prepare a blurb in response. Denis 

From: 
To: 
Cc: 
Date: 
Subject: 

Denis ArsenaultlHC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
Daniel Galarneau/HC-SC/GC/CA@HWC 
2010-10-1909:27 AM 
Fw: Urgent: Sales of hallucinogenic salvia no longer legal in Canada 

Could you prepare a blurb in response. 

Denis 

Denis Arsenault, AlManager I Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances! 
Bureau des substances contrOlees, 
Health Canada / Sante Canada 
TelfTel: (613) 957-6828 
Fax I Telecopieur : (613) 946-4224 
E-MaiIiCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-10-19 09:26 AM ----

From: Stephanie SzicklHC-SC/GC/CA 

2010-1 0-19 09:27:26~M 

To: 
Cc: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
CSTD-OCS-DO, Isabel Shanahan/HC-SC/GC/CA@HWC 

Date: 2010-10-19 09:20 AM 
Subject: Urgent: Sales of hallucinogenic salvia no longer legal in Canada 

hi both 

need quick reply before 9:30 today for MO daily call -- per trail below and Q from Jesse ---

Can we confirm -- if the products containing these substances (S.divinorum and/or salvinorin) have 
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always been illegal (at least in the recent past). This isn't a change, right? 

I am quite certain the reply is yes, but ask for confirmation. 

Thank you, 
Stephanie 

----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2010-10-19 09: 15 AM -----

From: 
To: 
Date: 
Subject: 

Jesse Arnup-Blondin/HC-SC/GC/CA 
"Stephanie Szick" <stephanie.szick@hc-sc.gc.ca> 
2010-10-1908:40 AM 
Urgent: Sales of hallucinogenic salvia no longer legal in Canada 

Can you pis get confirmation of answer to my question below before 9:30 MO call in case there are 
questions abt clippings? 

Thanks, 

Jesse 
Jesse Arnup-Blondin 

----- Original Message -----
From: Jesse Arnup-Blondin 
Sent: 2010-10-18 03:38 PM EDT 
To: Christine Roush 
ec: Dave Stephens; Heather Leclerc; Jocelyn Kula; Stephanie Szick 
Subject: Re: Fw: Fw: CP: Sales of hallucinogenic salvia no longer legal in 

Canada 
Thanks, Christine - I was just looking at these. 

While the articles make it sound like this is a new prohibition, my understanding is that products 
containing these substances have always been illegal (at least in the recent past). This isn't a change, 
right? 

Jesse 

Christine Roush Fyi - not sure if you received this CP story on sa ... 

From: 
To: 

Christine Roush/HC-SC/GC/CA 
stephanie.szick@hc-sc.gc.ca 

2010-10-1803:36:30 PM 

Cc: "Jesse Arnup-Blondin" <jesse.arnup-blondin@hc-sc.gc.ca>, "Dave Stephens" 
<dave.stephens@hc-sc.gc.ca>, "Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca>. "Heather Leclerc" 
<heather.leclerc@hc-sc.gc.ca> 

Date: 2010-10-1803:36 PM 
Subject: Fw: Fw: CP: Sales of hallucinogenic salvia no longer legal in Canada 

Fyi - not sure if you received this CP story on salvia. Jocelyn and I will be discussing the issue with HPFB 
Comms and Inspectorate to see if a HC response or statement is warranted. 

Ken Polk 

----- Original Message ----
From: Ken Polk 
Sent: 2010-10-18 02:20 PM EDT 
To: Jean Tessier 
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ec: Elizabeth Keeping; Christine Roush 
Subject: Re: Fw: CP: Sales of hallucinogenic salvia no longer legal in 

Canada 
I checked with Beth. There doesn't seem to be anything more we can say on this one. I am looping in 
Christine for the HECS view. 

Ken Polk 
Senior Communications Executivel Gestionnaire principal des communications 
Strategic Communications Directorate I Direction generale des communications strategiques 
Public Affairs, Consultation and Communications Branch I Direction genera Ie des affaires publiques, de 
la consultation et des communications 
Health Canada I Sante Canada 

Tel: {613} 941-0698 CefJ: (613}219-0903 Fax: {613} 957-8805 

Jean Tessier 

From: 
To: 
Date: 
Subject: 

Hey .... 

Hey .... Any reaction to this ... if there are correctio ... 

Jean Tessier/HC-SC/GC/CA 
Ken PolklHC-SC/GC/CA@HWC 
2010-10-1801:20 PM 
Fw: CP: Sales of hallucinogenic salvia no longer legal in Canada 

2010-10-1801:20:42 PM 

Any reaction to this ... if there are corrections to make to this ... or a statement that might improve our 
position, we still may have a window to get it in. 

HC_Media_SC 

----- Original Message ----
From: HC Media SC - -
Sent: 2010-10-18 12:24 PM EDT 
Subject: CP: Sales of hallucinogenic salvia no longer legal in Canada 

Distribution group/Groupe de distribution: Pharmaceuticals Biologics and Genetic Therapies - Produits 
pharmaceutiques biologiques et therapies genetiques - HPFB/DGPSA, 

Oct 18 201012:03:00 
The Canadian Press 
Sales of hallucinogenic salvia no longer legal in Canada 

OTTAWA _ Canada is no longer a safe legal haven for salvia 
divinorum, the potent hallucinogenic plant that is sold openly 
online and in head shops across the country. 

Yet no one seems aware of the law and **>Health Canada<** is not 
enforCing it. 

Websites and shopkeepers are still advertiSing the plant as a 
perfectly legal head trip for Canadians eager to join the thousands 
of "pschonauts" who've posted videos of their psychedelic salvia 
voyages on YouTube. 

An estimated 1.6 per cent of Canadians aged 15 or older have 
already taken at least one ride on salvia, according to the 2009 
Canadian Alcohol and Drug Use Monitoring Survey, the first to 
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measure use of the plant. 

For those aged 15-24, the number rises to 7.3 per cent. 

Yet the federal government says products containing salvia 
divinorum and its active ingredient, salvinorin A, are considered 
natural health products and, as such, must be authorized by **>Health 
Canada<** before they can be sold. 

"It is illegal to sell NHPs (natural health products) in Canada 
unless they have been reviewed by **>Health Canada<** and authorized for 
sale," Christelle Legault, a spokesperson for **>Health Canada<**, told 
The Canadian Press in an email. 

"To date, **>Health Canada<** has not licensed for sale any drug or 
NHP which contains salvia as an ingredient." 

Legault added: "The illegal sale of products containing S. 
divino rum and/or salvinorin A may be subject to compliance and 
enforcement action under the Food and Drugs Act." 

This comes as news to head shops that are openly selling vials of 
salvia extract _ for $20 to $80 per gram, depending on the potency _ 
within spitting distance of Parliament Hill. 

One shopkeeper, who asked not to be identified, said he's had no 
notification that the plant, also known as diviner's sage and magic 
mint, can no longer be legally sold in Canada. He said he purchases 
the extract from a Canadian supplier. 

It's news to the police as well, who've complained in the past 
that their hands are tied when it comes to salvia, which has been 
known to produce some adverse reactions, including one case reported 
by **>Health Canada<** in 2006 in which a teenage boy became incoherent 
and suicidal and threatened to kill police officers. 

"Until the government makes it illegal, there's nothing we can 
do about it," said Robin Percival, communications strategist for 
drugs and organized crime at RCMP national headquarters. 

Informed that **>Health Canada<** says it is, in fact, illegal to sell 
salvia without authorization under the Natural Health Products 
Regulations, Percival said: '" don't think we have any jurisdiction 
there." 

Indeed, it would appear that enforcement of the regulations is 
entirely up to **>Health Canada<**'s Health Products and Food Branch 
Inspectorate. 

Asked why **>Health Canada<** has not stopped the illegal sale of 
salvia, department spokesman Gary Holub said complaints can be 
referred to the inspectorate by calling 1-800-267-9675. 

However, an open letter from the inspectorate to "all interested 
parties" on Aug. 27 suggests the inspectorate has not yet really 
begun in earnest to enforce the Natural Health Products Regulations. 

The letter recounts that the regulations came into force in 2004. 
Due to the large backlog of products that needed to be assessed for 
safety and quality before they could be licensed by **>Health Canada<**, 
suppliers were given until June 2008 to submit applications for 
licensing. 
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It appears the process took longer than expected and only now is 
the inspectorate preparing to actually enforce the regulations. 

The letter advises that a new compliance and enforcement policy 
has now been adopted, which is to be fully implemented in February. 
In the meantime, suppliers are being given a six-month transition 
period during which those who've taken steps to become compliant and 
have made a submission for licensing will be "considered a lower 
priority for enforcement, unless a risk to health or additional 
non-compliances are identified." 

The chances of salvia ever receiving **>Health Canada<**'s seal of 
approval seem slim, given the department's dim view of the product. 

"Canadians should not use products containing S. divinorum 
and/or salvinorin A because very little is known about the substance 
and its potential effects on the brain and/or body and its impact on 
physical and mental functions," said department spokesperson 
Legault. 

Indeed, she said **>Health Canada<** is currently reviewing available 
information about the plant to determine whether it should be 
included in the Controlled Drugs and Substances Act, which regulates 
or bans drugs deemed to have a higher-than-average risk of abuse or 
addiction. 

Salvia is already banned or regulated in about a dozen countries 
including Australia, Japan, Germany and Belgium, and some dozen 
states in the U.S. 

You are receiving this e-mail because you are subscribed to the distribution group identified at the top of this e-mail 
message. If you wish to unsubscribe from this group, please reply to this message or send a request to 
HC _Media _ SC@hc-sc.gc.ca 
Thank you. 
Media Monitoring Team 
Health Canada 

Vous recevez ce courriel parce que vous faites partie du groupe de distribution qui apparait en haut du present 
courriel. Si vous desirez que votre nom so it retire de ce groupe, veuillez repondre a ce courriel et demander que 
votre nom so it retire ou envoyer une demande a HC_Media_SC@hc-sc.gc.ca 
Merci. 
L'Equipe de surveillance des medias 
Sante Canada 
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f 5.23 

Fw: Urgent: Sales of hallucinogenic salvia no longer legal in Caniada 
Denis Arsenault to: Jocelyn Kula 2010-10-1910:43 AM 
Cc: Stephanie Chandler 

Just saw this. 

Denis 

Denis Arsenault, AlManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
Telrrel: (613) 957-6828 
Fax I Telecopieur: (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
--- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-10-1910:33 AM-

From: Stephanie SzicklHC-SC/GC/CA 
To: 
Date: 

Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn KulalHC-SC/GC/CA@HWC 
2010-10-1910:06 AM 

Subject: Fw: Urgent: Sales of hallucinogenic salvia no longer legal in Canada 

spoke too soon ... please see follow up Q below .... 

Let me know thanks! 

---- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2010-10-1910:05 AM-

From: 
To: 
Date: 

Jesse Arnup-Blondin/HC-SC/GC/CA 
Stephanie SzicklHC-SC/GC/CA@HWC 
2010-10-1910:00 AM 

Subject: Re: Fw: Urgent: Sales of hallucinogenic salvia no longer legal in Canada 

Thanks, Stephanie. One more follow-up question. 

So, if a product doesn't claim to modify brain function (I.e. doesn't make a health claim), thE~y could sell it 
even without an NPN or DIN-HM? 

Stephanie Szick and a little more bumf! ----- Forwarded by Steph ... 

From: 
To: 
Date: 
:Jubject: 

Stephanie SzicklHC-SC/GC/CA 
Jesse Arnup-Blondin/HC-SC/GC/CA@HWC 
2010-10-1909:55 AM 
Fw: Urgent: Sales of hallucinogenic salvia no longer legal in Canada 

2010-10-1909:55:47 AM 
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and a little more bumfl 

-- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2010-10-19 09:55 AM--

From: 
To: 
Cc: 
Date: 
Subject: 

Jocelyn Kula/HC-SC/GC/CA 
stephanie.szick@hc-sc.gc.ca 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-10-1909:51 AM 
Fw: Urgent: Sales of hallucinogenic salvia no longer legal in Canada 

I think the real issue here is a distinction in what the two legislative frameworks govern ..... at the end of the 
day, the FOR don't make anything or drug or product illegal, they make the sale of something illegal if you 
don't meet the reguirements. By contrast, the CDSA prohibits all activities with substances listed in 
Schedules (which salvia is not). ie. makes a substance virtually "illegal" (although we don't use that 
terminology) unless they are authorized by regulation ...... 

JK 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled SubstancesJ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante envircmnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
-- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-10-19 09:47 AM-

From: 
To: 
Cc: 
Date: 
Subject: 

FYI 

Denis 

Denis ArsenaultlHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-10-1909:47 AM 
Fw: Urgent: Sales of hallucinogenic salvia no longer legal in Canada 

Denis Arsenault, AlManager I Gestionnaire p.i. 
Regulatory Policy Division! 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada! Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur: (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-10-1909:46 AM ---

From: 
To: 
Date: 
Subject: 

Denis ArsenauIVHC-SC/GC/CA 
Stephanie SzicklHC-SC/GC/CA@HWC 
2010-10-1909:44 AM 
Re: Urgent: Sales of hallucinogeniC salvia no longer legal in Canada 
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Page(s) 001341 to\a 001341 

Is(Are) exempted pursuant to section(s) 

est(sont) exemptee(s) en vertu de(s)(I')article(s) 

of the Access to Information Act 

de la Loi sur I'acces a I'information 



Fw: Urgent - Salvia 
Stephanie Chandler to: Denis Arsenault 
Cc: Daniel Galarneau 

20"10-10-20 01 :43 PM 

As requested. 

Would you be able to provide me with a little bit more detail that we can share with MO? 
-what are we doing to assess 
OCS is currently finalizing an Issue Analysis Summary which analyzes the potential benefits and risks of 
scheduling Salvia under the CDSA, as well as other mechanisms for the control of this substance. The 
final Summary will be used to determine what action to control Salvia is most appropriate. 

-what factors do we consider 
Health Canada considers several factors in determining whether regulation of a substancEl under the 
Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

• International requirements and trends in the control and/or scheduling; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial uses; 
• Potential for abuse and/or addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

-do we have a sense of what decision will be 
s.21(1)(a) 
s.21(1)(b) 

OCS brought a draft Issue Analysis Summary regarding the potential scheduling of Salvia to the 
Controlled Substances Scheduling Working Group (CSS-WG) for their recommendation. This group 
includes HECSB, HPFB and HPFBI members and is responsible for assessing substances to determine 
whether they should be placed in a Schedule to the CDSA and its Regulations. 

OCSis 
currently working to finalize the Issue AnalysiS Summary in light of this recommendation. This 
recommendation will be approved by the Director of OCS and then sent to the Director General of CSTD 
for concurrence. 

-timing for decision. 
At this time, OCS is unable to provide a timeline as to when the above described approval process will be 
completed. 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-10-20 01 :02 PM -----

From: 
To: 
Date: 
Subject: 

Denis ArsenaultlHC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-10-2012:58 PM 
Fw: Urgent - Salvia 
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Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
TelfTel: (613) 957-6828 
Fax I Telecopieur : (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
--- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-10-20 12:58 PM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jesse 

We are on it. 

Jocelyn Kula/HC-SC/GC/CA 
Jesse Arnup-Blondin/HC-SC/GC/CA@HWC 
stephanie.szick@hc-sc.gc.ca. Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-10-2012:55 PM 
Re: Urgent - Salvia 

Denis- for action pis. Need something by 2:30 so we have time to get through DGO ..... . 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees . 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Jesse Arnup-Blondin Hello - I understand someone from HPFB wa ... 2010-'10-2012:38:50 PM 

From: 
To: 
Date: 
Subject: 

Hello -

Jesse Arnup-Blondin/HC-SC/GC/CA 
stephanie.szick@hc-sc.gc.ca. Jocelyn Kula/HC-SC/GC/CA@HWC 
2010-10-2012:38 PM 
Urgent - Salvia 

I understand someone from HPFB was trying to reach someone from OCS but was unable this morning. 

s.21(1)(a) 
s.21(1)(b) 

I understand from media inquiries earlier this week that we are currently assessing whethef its regulation 
under the CDSA is warranted. 

Would you be able to provide me with a little bit more detail that we can share with MO? 
-what are we doing to assess 
-what factors do we consider 
-do we have a sense of what decision will be 
-timing for decision. 
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A phone conversation or a few lines in an email would be perfect - nothing too detailed needed. 

Thank you! 

Jesse 
9525457 
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To: 
Cc: 
Bcc: 
Subject: Fw: Urgent - Salvia 

.-.. ~." , ,,~,-.~, " --, . ,. 

Would you be able to provide me with a little bit more detail that we can share with MO? 
-what are we doing to assess 

s.21(1)(a) 
s.21(1)(b) 

OCS is currently finalizing an Issue Analysis Summary which analyzes the potential benefits and risks of 
scheduling Salvia under the CDSA, as well as other mechanisms for the control of this substance. The 
final Summary will be used to determine what action to control Salvia is most appropriate at-this tif11'e: 

-what factors do we consider 
Health Canada considers several factors in determining whether regulation of a substance under the 
Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International reqUirements and trends in iAtefAstiQoal..c,ontrol; 
Chemical and pharmacological similarity to other substances already regulated under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

-do we have a sense of what decision will be 
OCS brought a draft Issue Analysis Summary regarding the potential scheduling of Salvia to the 
Controlled Substances Scheduling Working Group (CSS-WG) for their recommendation. This group 
includes HECSB, HPFB and HPFBI members and is responsible for assessing substances to determine 
whether they should be placed in a Schedule to the CDSA and its Regulations. 

OCSis 
currently working to finalize the Issue Analysis sum~~ry in light of this recommendation .. _ 'b ~ ('f'b.J 
-timing for decision. ~-;; . . V \ l c< •• ~, h", \)Cc. Z by xt:crw- a::s: 
At this time, OCS is unable to provide a timeline(as to when this decision will be finalized. 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandfer/HC-SC/GC/CA on 2010-10-20 01:02 PM -----

From: 
To: 
Date: 
Subject: 

Denis 

Denis ArsenaultlHC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-10-2012:58 PM 
Fw: Urgent - Salvia 

Denis Arsenault, AlManager ! Gestionnaire p.i. 
Regulatory Policy Division! 
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Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TelITel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-Mail!Courriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-10-20 12:58 PM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jesse 

We are on it. 

Jocelyn Kula/HC-SC/GC/CA 
Jesse Arnup-Blondin/HC-SC/GC/CA@HWC 
stephanie.szick@hc-sc.gc.ca, Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-10-2012:55 PM 
Re: Urgent - Salvia 

Denis- for action piS. Need something by 2:30 so we have time to get through DGO ..... . 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Jesse Arnup-Blondin Hello - I understand someone from HPFB wa ... 2010-"10-2012:38:50 PM 
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s.21(1)(a) 
s.21(1)(b) 

Re: Urgent - Salvia 
Denis Arsenault to: Jocelyn Kula 2010-10-20 02:09 PM 
Cc: Stephanie Chandler, Daniel Galarneau 

Hi Jocelyn, 
I ,\ ( ./\. 

Below are our proposed responses:-'---
;,C\,., 

Whatarewe dOing to assess? /{,aA-- j oJ <t". ?v<-.. (,LY-,,' k:,~b cA~t/~,,"/1 (.:J';) J, 

OCS:is-cuffentLy.1inallzing..an Issue Analysis Summary which analyzes the potential benefits and risks of r-<:-fcv'<:.l{v 
~cheduling Salvi~ under the CDSA, a~ well as ot~er mechanisms f~r t~e control of thi~ substance. The ?~QJ.if V. .. 
fmaLSumm~e!mmELwh2.t actIon to contraLSal.VlcHs.mostapP.L9jlJ:iata. .\> (.LVLC~(-'./ /., 

"j 1 ,'(-17 \Y""1 

What factors do we consider? 
Health Canada considers several factors in determining whether regulation of a substance under the 
Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

• International requirements and trends in the control and/or scheduling; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial uses; 
• Potential for abuse and/or addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

- ( '-f:.~ ,.j ./ 

! 
~'l_, 

r .1 i ,J " 

j&U:"~h.I-t 
, J'I I ;..)0 ~? ,:,') .. IL_ 

{5~ h dN' ,(~t 
( ! 

'f p' J 1_A.....f;:fl.'L, -v1 I ". f 

Do we have a sense of what decision will be? /1 I--;:A._ I~..( c!z """, /b~ / 
OG&bFOttght-a.dfaft.-t55~ega!ditigitk,potentialschedufu1g-ef-Safvia·te-the ,,' ",.-' 
Controlled Substances Scheduling Working Group ({35SZWGttortheirrecommerreauoft:-.. This-group.. l\...v)A ~ (·t / ~ .~/ 
tncludeS""1''tECSB, RPFB and HPFBI me~an'c:tirt~SiDteforassessit'ig'"StJbstanc~l-to--determffie ;~.yn & )", . 

_' whetRerttTev-slwt:tltH:>e-ofaeed-ffra-8chedttle-to--the-€OOA-afltl-its-RegulatioA&'7 . --t /v0 ,,'-'/ 

~' ~ '~I/-'~l 1 , . ._ ....... ~:'i-fl'!t) ~ 7'-\--'Ji;( .. r~i I ,-~.rr ,;'rtrr., j /. j~e l 
What is the timing for th~ decision? -;rj~, Jut:l.t~ /\ .. .::7\.-~; h.. d I .. 
OCs.ls..curreQll¥~l@t~inc!~~lLthe Iss!J.aAna/¥SiS-SummaI)LinJightoUbaabo.ve..noted·GG8-Wf!t.. l':f 

~-recommendation.. TtTe'IAS and-the-reeommendatHm-eofltatnee-therein-wili be forwarded to the Director of 
OCS for review and approval by the end of October. Once!approved, the recommended course of action 
will be presented to the Director General of CSTD for concurrence. " (JJLvl"::::J 

Denis 

Denis Arsenault, AlManager / Gestionnaiie p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 

, "...oe 

:. L.-(J,../~ 
.~.r' -

I 

Jocelyn Kula Hi Jesse We are on it. 2010 .. 10-2012:55:46 PM 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Jesse Arnup-Blondin/HC-SC/GC/CA@HWC 
Cc: stephanie .szick@hc-sc.gc.ca, Denis ArsenaultlHC-SC/GC/CA@HWC 

: f 
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CTV.ca - Hallucinogenic salvia illegal in Canada, but still sold- ~V~1N~S~iShO:wS:~d<flSJf]tO~agtti<1l!of2 

CilIIIw.ca 
Hallucinogenic salvia illegal in Canada, but still sold 

The Canadian Press 

Updated: Tue. Oct. 1920109:04 AM ET 

OTTAWA - Canada is no longer a safe legal haven for salvia divinorum, the potent hallucinogenic 
plant that is sold openly online and in head shops across the country. 

Yet no one seems aware of the law and Health Canada is not enforcing it. 

Websites and shopkeepers are still advertising the plant as a perfectly legal head trip for 
Canadians eager to join the thousands of "pschonauts" who've posted videos of their psychedelic 
salvia voyages on YouTube. 

An estimated 1.6 per cent of Canadians aged 15 or older have already taken at least one ride on 
salvia, according to the 2009 Canadian Alcohol and Drug Use Monitoring Survey, the first to 
measure use of the plant. 

For those aged 15-24, the number rises to 7.3 per cent. 

Yet the federal government says products containing salvia divinorum and its active ingredient, 
salvinorin A, are considered natural health products and, as such, must be authorized by Health 
Canada before they can be sold. 

"It is illegal to sell NHPs (natural health products) in Canada unless they have been reviewed by 
Health Canada and authorized for sale," Christelle Legault, a spokesperson for Health Canada, told 
The Canadian Press in an email. 

"To date, Health Canada has not licensed for sale any drug or NHP which contains salvia as an 
ingredient. " 

Legault added: "The illegal sale of products containing S. divinorum and/or salvinorin A may be 
subject to compliance and enforcement action under the Food and Drugs Act." 

This comes as news to head shops that are openly selling vials of salVia extract -- Ifor $20 to $80 
per gram, depending on the potency -- within spitting distance of Parliament Hill. 

One shopkeeper, who asked not to be identified, said he's had no notification that the plant, also 
known as diviner's sage and magic mint, can no longer be legally sold in Canada. He said he 
purchases the extract from a Canadian supplier. 

It's news to the police as well, who've complained in the past that their hands are tied when it 
comes to salvia, which has been known to produce some adverse reactions, including one case 
reported by Health Canada in 2006 in which a teenage boy became incoherent and suicidal and 
threatened to kill police officers. 

"Until the government makes it illegal, there's nothing we can do about it," said Robin PerCival, 
communications strategist for drugs and organized crime at RCMP national headquarters. 

Informed that Health Canada says it is, in fact, illegal to sell salvia without authorization under the 
Natural Health Products Regulations, Percival said: "I don't think we have any jurisdiction there." 

Indeed, it would appear that enforcement of the regulations is entirely up to Health Canada's 
Health Products and Food Branch Inspectorate. 

Asked why Health Canada has not stopped the illegal sale of salvia, department spokesman Gary 
Holub said complaints can be referred to the inspectorate by calling 1-800-267-9675. 

However, an open letter from the inspectorate to "all interested parties" on Aug. 27 suggests the 
inspectorate has not yet really begun in earnest to enforce the Natural Health Products 
Regulations. 

The letter recounts that the regulations came into force in 2004. Due to the large backlog of 
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products that needed to be assessed for safety and quality before they could be licensed by Health 
Canada, suppliers were given until June 2008 to submit applications for licensing. 

It appears the process took longer than expected and only now is the inspectorate preparing to 
actually enforce the regulations. 

The letter advises that a new compliance and enforcement policy has now been adopted, which is 
to be fully implemented in February. In the meantime, suppliers are being given a six-month 
transition period during which those who've taken steps to become compliant and have made a 
submission for licensing will be "considered a lower priority for enforcement, unless a risk to health 
or additional non-compliances are identified." 

The chances of salvia ever receiving Health Canada's seal of approval seem slim, given the 
department's dim view of the product. 

"Canadians should not use products containing S. divinorum and/or salvinorin A because very little 
is known about the substance and its potential effects on the brain and/or body and its impact on 
physical and mental functions," said department spokesperson Legault. 

Indeed, she said Health Canada is currently reviewing available information about the plant to 
determine whether it should be included in the Controlled Drugs and Substances Act, which 
regulates or bans drugs deemed to have a higher-than-average risk of abuse or addiction. 

Salvia is already banned or regulated in about a dozen countries including Australia, Japan, 
Germany and Belgium, and some dozen states in the U.S. 

© 2010 CTVglobemedia All Rights Reserved. 
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Cover Letter - The Inspectorate's Natural Health Products ComplllhlelM\dEIkdfu~fitbfit/p:!~)rp{gbofi of 3 

1+1 Heallh Sante 
Canada Canada Canad~ 

Home> Drugs & Health Products> Compliance & Enforcement> Information by Health Product :. Natural Health 
Products 

Cover Letter - The Inspectorate's Natural Health Products Compliance and 
Enforcement Policy (POL-0044) 

Health Products and Food Branch Inspectorate 
Graham Spry Building, 3rd Floor 
250 Lanark Avenue 
Address Locator 2003B 
OTTAWA, Ontario 
K1A OK9 

Date August 27, 2010 

To: All Interested Parties 

I am pleased to inform you that the document entitled "Natural Health Products Compliance and 
Enforcement Policy" (POL-0044) (NHP C&E Poliey) is now available on the Compliance and . 
~nfQrJ;..ement section of Health Canad.a's website. 

This poliey describes the compliance and enforcement approach respecting natural health products 
(NHPs) under the Food and Drugs Act (FDA) and the Natural Health Products RegulatIons (NHPR) and 
is to be used in conjunction with the Compliance and Enforcement Policy (POL-0001}. This poliey 
replaces the previous poliey "Compliance Poliey for Natural Health Products" last revised in 2008 as 
well as the "Compliance Guide for NHPs" (Version 2.1, 2007). 

The implementation of this new NHP C&'E Policy is being followed by a six month compliance 
promotion transition period described in this cover letter. This period of compliance promotion will 
allow for the transition from the old poliey to the new polley regarding the product licensing 
requirements for NHPs. 

This poliey is also being implemented with the "Annex to the NHP Compliance and Enforcement Policy 
for exempt NHPs under the NaturaL HeaLth Products (UnprOcessed Product Licence Applications) 
B.eguL~t1ons(NHP-UPLAID". The annex has been developed in order to provide clarllficatlon on the 
compliance and enforcement approach for products that are exempt under the NHp·'UPLAR. This 
Annex is meant to be used in conjunction with the new NHP C&'E Poliey, and will remain in effect for 
30 months until the NHP-UPLAR are repealed. 

Background 

On January 1st, 2004 the NHPRcame Into force. At that time, it was acknowledged that there would 
be a large number of NHPs already available on the market that may not be In full compliance with 
the NHPR. In particular, products already on the market would not have product licences as required 
by the NHPR as they would first need to be assessed for safety and quality by the Natural Health 
Products Directorate (NHPD). 

To aid in this "tranSitional period" during the existence of the product licensing backlog, the 
Compliance Polley for NHPs was developed. This poliey provided guidance for the prioritization of 
compliance and enforcement actions. It outlined a risk based approach, fI0'01350' . 



category approach which outlined that: if an active submission number was granted by the NHPD for 
a product by a specific deadline, the product would be considered a lower priority for compliance and 
enforcement activities, unless a risk to health was Identified. 

June 1st 2008 was the last deadline for submissions outlined In the previous Compliance Policy for 
NHPs. As such, all regulated parties associated with products currently available on the market 
should have already taken steps to come into compliance with the product licensing reqUirements, in 
obtaining a submission number from the NHPD In order to be considered a lower priority for 
enforcement under the previous Compliance Policy for NHPs. 

Public Consultation 

In November of 2009, Health Canada's NHP Program (the NHPD, the Marketed Health Products 
Directorate and the Inspectorate) conducted workshop sessions across Canada and received 
stakeholder feedback that was taken Into consideration in the development of the new NHP C&E 
Policy. Feedback from these sessions suggested that the Implementation of a new compliance and 
enforcement approach for unlicensed NHPs should be dependant on the pending resolution of the 
product licensing backlog and the establishment of performance targets for product Illcence application 
review. In addition, a period of compliance education and awareness to transition Into a new policy 
was desired as well as enhanced outreach to consumer, retailer and practitioner groups. 

As such, Health Canada Is Implementing the new C&E Policy along with the coming into force of the 
new NHP-UPLAR, as well as the Implementation of the new NHPD Application Manag1ement Policy 
(August 2010), which will both provide predictability In the product licensing process; as well as 
allowing for the legal sale of certain NHPs. As well, the compliance promotion transition period 
described below will allow for the transition from the previous Compliance Policy for NHPs to this new 
policy. In May and June of 2010, Health Canada held Information sessions across Canada Informing 
stakeholders of the new NHP Appr~ach Including the NHP-UPLAR, the new NHP C&E Policy and the 
NHPD Application Management Policy. 

Compliance Promotion Transition Period 

The posting of this new NHP C&E POlicy Is being followed by a six month compliance promotion 
transition period respecting the product licensing requirements which will precede the full 
implementation of the policy. 

During the compliance promotion transition period, regulated parties that have already taken steps to 
come into compliance with the product licensing requirements and have an active submission number 
with the NHPD will be considered a lower priority for enforcement, unless a risk to health or additional 
non-compliances are identified. This position Is consistent with the position which was outlined in the 
previous Compliance Policy for NHPs (2008). During this period, compliance and enlForcement efforts 
will focus on regulated parties that have not taken steps to come Into compliance and/or products 
that pose a risk to health. 

Full Implementation of the new NHP C.E Policy 

Full implementation of the new policy is antiCipated to begin in February of 2011 at which time NHPs 
without a product licence or exemption number may be subject to compliance and enforcement 
activities and should not be available for sale or imported for sale into Canada. 

Inquiries about this document can be addressed to the Drug Compliance Verification and Investigation 
Unit, Fax: (613) 946-5636 or by E-Mail: DCVIU UVCEM@hc-sc.~. 

Original signed by 

----------------------------------------------------------------------------------------------------------001351 



, 

Diana Dowthwalte 
Director General 

Date Modified: 2004-01-01 
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1 

1+1 Health Sante 
Canada Canada 

Our Mandate: 
To promote good nutrition and informed use of drugs, food, medical devices and natural health products, and 
to maximize the safety and efficacy of drugs, food, natural health products, medical devices, biologics and 
related biotechnology products in the Canadian marketplace and health system. 

Health Products and Food Branch Inspectorate 

Natural Health Products Compliance and Enforcement 
Policy 

Disclaimer: 

(POL-0044) 

Supersedes: 
Compliance Policy for Natural Health Products (September 2008) 
and Natural Health Products Compliance Guide (January 2007) 

Date issued: 
August 27, 2010 

Date of implementation: 
August 27, 2010 

This document does not constitute part of the Food and Drugs Act (Act) or its associated Regulations and in 
the event of any inconsistency or conflict between that Act or Regulations and this document, the Act or the 
Regulations take precedence. This document is an administrative document that is intended to facilitate 
compliance by the regulated party with the Act, the RegulatiOns and the applicable administrative policies. 
This document is not intended to provide legal advice regarding the interpretation of the Act or Regulations. 
If a regulated party has questions about their legal obligations or responsibilities under the Act or 
Regulations, they should seek the advice of legal counsel. 

Canad~ 
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Health Canada / Health Products and Food Branch Inspectorate 

1.0 Purpose 
I 

The purpose of this policy is to describe Health Canada's approach to compliance and e:nforcement of 
Natural Health Products (NHPs) under the Natural Health Products Regulations (NHPR) and the Food and 
Drugs Act (FDA). 

The main objective of this policy is to foster fairness, transparency and uniformity in the compliance and 
enforcement approach taken by Health Canada in instances of non-compliance. 

This policy replaces and supersed~s the Compliance Policy for Natural Health Products (implemented in 
2004, and revised in September 2008). It also replaces the Natural Health Products Compliance Guide 
(Version 2.1 Jan. 2008). This policy is to be used in conjunction with Health Canada's Compliance and 
Enforcement Policy (POL-OOO 1) (http://www.hc-sc.gc.caldhp-mpsicompli-confonn/gmp-bpflpoVpoCl_tc
tm-eng.php ). 

2.0 Background 

The NHPR came into force on January 1,2004. These regulations fall under the FDA, and as such, NHPs 
are legally considered to be drugs in regards to the FDA. The FDA and the NHPR apply to all NHPs as 
defined in the NHPR and they set out requirements for the manufacturing, packaging, labelling, importing, 
storing, distributing, selling and advertising ofNHPs. 

The NHPR are intended to ensure that all Canadians have ready access to NHPs that are safe, effective and of 
high quality, while respecting freedom of choice and philosophical and cultural diversity. Compliance with 
the FDA and NHPR helps ensure this mandate is being met and allows consumers to have greater confidence 
in the products they choose. It is essential that the NHP ind~stry, Health Canada, health care practitioners 
and the public all work together to help maintain confidence that NHPs being made available for sale in 
Canada are safe, effective and of high quality. 

Within Health Canada, the NHPR are administered by the Natural Health Products Program which is 
comprised of the Natural Health Products Directorate (NHPD), the Marketed Health Products Directorate 
(MHPD) and the Inspectorate (which has staffwithin the Health Products and Food Branch (HPFB) as well 
as the Regions and Programs Branch (RAPB». Compliance and enforcement activities are primarily led by 
Health Canada inspectors situated within the Inspectorate. 

3.0 Scope 

This policy applies to instances of non-compliance with the FDA and/or the NHPR as they relate to NHPs, 
with the exception ofNHPs used in clinical trials involving human subjects (Part 4 of the NHPR). 

This policy describes Health Canada's compliance and enforcement approach when instances of non
compliance with the FDA and/or NHPR are identified. 

4.0 Definitions 

The source of the definitions has been indicated in parenthesis as follows: 
o Food and Drugs Act (FDA) 
o Natural Health Products Regulations (NHPR) 
o Compliance and Enforcement Policy (POL-OOOl) 

Definitions may have been adjusted from their original source to fit the context of this policy. 
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Adverse Reaction: (NHPR) means a noxious and unintended response to an NHP that oc:curs at any dose 
used or tested for the diagnosis, treatment or prevention of a disease or for modifying an organic function. 

Advertisement: (FDA) includes any representation by any means whatever for the purpose of promoting 
directly or indirectly the sale or disposal of a drug (including an NHP) under the FDA or the NHPR. 

Compliance: (POL-OOOI) the state of conformity of a regulated party (including a corporation, institution, 
individual or other legal entity) or an NHP with the FDA or the NHPR. 

Compliance Verification: (POL-OOOI) actions taken by the Inspectorate to verify compliance in response to 
information regarding a known or suspected non-compliance with the FDA and/or NHPR. 

Distributor: (NHPR) a person who sells an NHP to another person for the purpose of fwther sale by that 
other person. 

Enforcement: (POL-OOOI) actions that may be taken to induce, encourage or compel compliance with the 
FDA and the NHPR. 

Importer: (NHPR) a person who imports an NHP into Canada for the purpose of sale. 

Inspector: (FDA) any person designated as an inspector for the purpose ofthe enforcem4;}nt of the FDA and 
the NHPR under subsection 22(1) of the FDA. 

Label: (FDA) includes any legend, word or mark attached to, included in, belonging to or accompanying any 
drug (including an NHP) or package. 

Manufacturer: (NHPR) means a person who fabricates or processes an NHP for the purpose of sale, but 
does not include a pharmacist or other health care practitioner who, at the request of a patient, compounds an 
NHP for the purpose of sale to that patient. 

Market Authorization: a product licence issued by Health Canada, authorizing the sale of an NHP, issued 
pursuant to section 7 of the NHPR on the basis of information submitted in a licence application to the 
NHPD. The market authorization is in the form of an eight (8) digit numerical code following the acronym 
NPN (Natural Product Number) or DIN-HM (Homeopathic Medicine Number). 

Natural Health Product: (NHPR) a substance set out in Schedule 1 to the NHPR or a combination of 
substances in which all the medicinal ingredients are substances set out in Schedule I, a homeopathic 
medicine or a traditional medicine that is manufactured, sold or represented for use in: 

a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal physical state 
or its symptoms in humans; 

b) restoring or correcting organic functions in humans; or 

c) modifying organic functions in humans, such as modifying those functions in a manner that 
maintains or promotes health. 
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However, a natural health product does not include a substance set out in Schedule 2 to the NHPR, any 
combination of substances that includes a substance set out in Schedule 2 or a homeopathic medicine or a 
traditional medicine that is or includes a substance set out in Schedule 2. Also, in accordance with 
subsection 2(2) of the NHPR, a substance or combination of substances or a traditional medicine is not 
considered to be a natural health product if its sale, under the Food and Drug Regulations (FDR), is required 
to be pursuant to a prescription when it is sold other than in accordance with section C.Ol.043 of the FDR. 

Non-Compliance: a state of nonconformity with a specific regulatory requirement of the FDA and/or the 
NHPR. 

Package: (FDA) includes any thing in which any drug (including an NHP) is wholly or partly contained, 
placed or packed. 

Recommended conditions of use: (NHPR) the recommended use or purpose; dosage form; recommended 
route of administration; recommended dose; recommended duration of use, if any; and i.ts risk information, 
including any cautions, warnings, contra-indications or known adverse reactions of an NHP. 

Sell: (FDA) offer for sale, expose for sale, have in possession for sale and distribute, whether or not the 
. distribution is made for consideration. 

Specifications: (NHPR) means a description of an NHP that contains the information d.~scribed in subsection 
44(2) of the NHPR. 

5.0 Policy 

5.1 Policy Statement 

It is the responsibility of the regulated party to ensure that NHPs being sold, advc;:rtised, 
manufactured, packaged, labelled, imported, distributed or stored comply with the FDA and the 
NHPR. In accordance with Compliance and Enforcement Policy (POL-OOOI) (http://www.hc
sc.gc.ca/dhp-mps/compli-conform/gmp-bpf/poVpol_l_ tc-tm-eng.php), where non-compliance with 
the FDA and/or the NHPR is identified by the Inspectorate, it is brought to the attention of the 
regulated party (ie. the company or individual involved). It is then the regulated party's responsibility 
to take timely and appropriate action to comply with legislative and regulatory requirements. 
Compliance is normally achieved through a cooperative approach among the regulated party, the 
Inspectorate and other relevant organizations within Health Canada. However, a number of 
enforcement options are available if necessary, particularly when the regulated party is unable or 
unwilling to correct non-compliance. The Inspectorate's role is to ensure that the regulated party 
complies with the regulatory decisions. The primary objective of the response strategy is to manage 
the risk to Canadians and use the most appropriate level of intervention to ensure that the responsible 
regulated party brings the product or activity into compliance. In identifying the appropriate 
enforcement action, many factors are considered including the risk to health, the likelihood of 
compliance by the regulated party (considering their history of compliance, intent and degree of 
cooperation being offered) and available resources. 
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S.l Guiding Principles 

This policy is founded on the principles contained in the Inspectorate's Compliam:e and Enforcement 
Policy POL-OOOl. Risk management principles are guided by Health Canada's Decision Making 
Framework (http://www.hc-sc.gc.ca/sr-sr/advice-avisldecisionlindex-eng.php). 

5.3 Responsibilities 

As indicated in POL-OOOl, where non-compliance is brought to the attention of a regulated party it is 
the regulated party's responsibility to take timely and appropriate action to comply with regulatory 
requirements and to ensure that appropriate risk management actions are taken. 

It is the responsibility of the Inspectorate to conduct compliance and enforcement activities related to 
NHPs. Where the Inspectorate identifies or is notified of a potential non-complian.ce, the primary 
objective of the response strategy is to manage the risk to Canadians and use the most appropriate 
level of intervention to help ensure that the regulated party brings the product or activity into 
compliance. 

6.0 Identified Non-Compliance 

The safety of Canadians is the highest priority for Health Canada. Generally, Health Canada becomes aware 
of instances of non-compliance ofNHPs primarily through consumer or trade complaints, and/or referrals 
from internal and external partners. When a complaint is received, the Inspectorate aims to prioritize the 
potential non-compliance according to the possible ~evel of risk it may pose in order to most effectively apply 
departmental resources on a risk based approach. Generally, non-compliances that Health Canada considers 
to be a higher risk are assigned the highest priority for Inspectorate compliance verification, and are expected 
to result in immediate risk management actions by the regulated party as needed. 

This section is intended to provide guidance regarding the initial risk classification of various non
compliances with the NHPR or FDA. Several non-compliances with the FDA or NHPR have been classified 
according to their initial level of risk classification. For the purpose of this policy, these have been defined 
as: 

o Higher risk non-compliances 

o Non-compliances that may pose a risk to health and; 

o Lower risk non-compliances 

These initial classifications are intended to provide guidance only. The circumstances surrounding a 
situation could modify the risk and/or resulting compliance and enforcement actions from that outlined 
below. In some instances, the Inspectorate may request that a fonnal risk assessment be conducted by the 
NHPD or other partners, in order to make a detennination on the risk to health of a particular non
compliance. The level of risk could increase or decrease at any time if new infonnation emerges. 
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6.1 Higher Risk Non-Compliances 

There are a number of instances of non-compliance which are initially considered by Health Canada 
to pose a higher risk to health. Immediate risk management actions are expected in these 
circumstances. This section outlines some of the situations in which Health Canada may consider as 
instance(s) of non compliance posing a higher risk to health. This list is not exhaustive and is in no 
particular order. Details regarding the enforcement approach for instances of higher risk non
compliances can be found in section 7 of this policy. 

Non-Compliance with Licensing Requirements 

6.1.1 Unlicensed products sold and/or imported for sale 

As per section 4 of the NHPR, all NHPs require a product licence to be slold. A product 
licence demonstrates that a product has been assessed by Health Canada for its safety, efficacy 
and quality. NHPs that have not undergone this assessment are considerc~ to pose a risk to 
health. For example, the product may not be labelled with adequate risk information, it may 
contain an ingredient unsuitable for vulnerable sub-populations such as children or pregnant 
women, it may contain levels of bacterial or chemical contaminants that do not conform to 
NHPD requirements and therefore the specifications for product testing may not be 
appropriate. The safety, efficacy and quality of an NHP are assessed through the product 
licensing process. Counterfeit products are considered to be unlicensed products and do not 
adhere to numerous requirements in the FDA and the NHPR. For more information refer to 
the Policy on Counterfeit Health Products (POL-0048) (http://www.hc-sc.gc.caldhp
mps/compli-conform/activitlpol_ 0048_ counterfeit-contrefacon-eng.php). For more 
information regarding product licensing, refer to the Product Licensing Guidance Document 
(http://www.hc-sc.gc.ca/dhp-mps/prodnatur/legislationldocsllicense-licence~de_tc-tm
eng.php). 

6.1.2 Unlicensed sites conducting licensable activities 

As per section 27 of the NHPR, manufacturers, packagers, labellers and importers are required 
to hold a valid site licence. A site licence demonstrates that Health Canada has assessed the 
application and determined that the applicant has provided the required documentation to be 
issued a site licence. Applicants must demonstrate that the activities being conducted at the 
site are being conducted in accordance with Good Manufacturing Practice,s (GMPs), as 
outlined in Part 3 of the NHPR. GMPs help ensure the consistent quality of an NHP. All 
NHPs must be manufactured, packaged, labelled, imported, distributed and stored in 
accordance with these GMPs as per section 43 of the NHPR. Products from unlicensed sites 
have not provided the evidence required through the site licensing process to demonstrate that 
they have been manufactured, packaged, labelled, or imported in accordance with GMPs and 
may thus pose a higher risk to health. GMP non-compliances for licensed sites are further 
outlined in section 6.2.3 of this policy. For more information on site licensing, refer to the 
Site Licensing Guidance Document (http://www.hc-sc.gc.ca/dhp
mpslprodnatur/legislation/docslslgd-drle-eng.php ). 

Importation of NHPs from Foreign Sites 

Canadian importers ofNHPs must be licensed and the onus is on them to provide evidence 
that imported products come from sites that meet Canadian GMPs under Part 3 of the NHPR 
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or equivalent standards. All foreign sites are listed on an importer's site lic:ence to 
demonstrate they are in compliance with the GMP requirements. 

Non-Compliances that may be identifled with licensed products: 

6.1.3 Licensed products subsequently labelled and/or advertised with an unauthorized 
Schedule A claim 

As per section 3 of the FDA, an NHP cannot be labelled or advertised to the general public 
for the prevention, treatment or cure of diseases listed in Schedule A of th~o FDA. On June 1, 
2008 regulatory amendments were made to the Food and Drug Regulations (FOR) and the 
NHPR to allow the sale and advertising ofNHPs that only make preventative claims for 
diseases listed in Schedule A, provided that the product has been reviewed and authorized by 
Health Canada. Claims of treatment or cure of a disease listed in Schedule A are still 
prohibited. For further information refer to the Canada Gazette 
(http://gazette.gc.calarchiveslp2/2007/2007-12-26Ihtmllsor-dors288-eng.html). Diseases 
listed in Schedule A of the FDA, such as cancer and diabetes, all require medical intervention. 
The use of products through self-medication for serious diseases may resu.lt in harm to the 
consumer. The complete list of schedule A diseases can be found in the I~DA ( 
http://1aws.justice.gc.calengIF-27/page-3.html#anchorsc:1). A product labelled and/or 
advertised with an unauthorized Schedule A claim is also considered to be:: non-compliant 
with additional parts of the FDA or NHPR as referenced in sections 6.2.1 and 6.2.2 of this 
policy. 

6.1.4 Licensed product does not meet its specijicati,!ns or is adulterated 

Under section 44 of the NHPR, every NHP available for sale must comply with the 
specifications approved by the NHPD for the licensed product. Specification requirements 
include: product purity, quantity and identity of the medicinal ingredients, potency if 
applicable, and testing methods. Non~ompliance with this section of the NHPR may result in 
a product posing a higher risk to health. For example, an NHP may be contaminated with 
bacteria and mold, toxic metals such as mercury, lead, cadmium and arsenic, and residues of 
pesticides, PCBs, dioxins, or solvents; it may be super-potent or sub-potent or contain 
misidentified ingredients. 

While product specifications cannot speak to every possible substance that could be present in 
an NHP, paragraph 8(b) of the FDA generally prohibits the sale of an NH1? that is adulterated. 
An NHP may be considered adulterated if it contains an extraneous, improper or inferior (sub
standard to the product specifications) ingredient or a substance not reasonably expected to be 
found in the NHP. An NHP may also be considered adulterated when its specifications speak 
to a substance being present up to a certain level and the substance is pres~ont at a level above 
that limit. Adulterated NHPs may pose a higher risk to health, depending on the nature of the 
adulterant 

The sale of an NHP which contains an undeclared prescription drug will be considered an 
enforcement priority due to the nature ofthe risks involved with drugs containing Schedule F 
ingredients. Health Canada will consider the sale of these products to be in violation of 
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NHP meets its specifications and is not adulterated. Tolerance limits for some microbial and 
chemical contaminants are set out in the NHPD guidance document, Evidence for the Quality 
of Finished Natural Health Products (http://www.hc-sc.gc.ca/dhp
mps/prodnatur/legislation/docs/eq-paq-eng.php). 

6.2. Non-Compliances that may pose a risk to health 

There may be other instances of non-compliance that could pose a risk to health. Upon assessment 
of the specific circumstances surrounding a non-compliance, the risk could incn~ase or decrease at 
any time. This section outlines some of these instances of non-compliance, in m) particular order. 

6.2.1 Product is not labelled or packaged in accordance with Part 5 of the NHPR 

Part 5 of the NHPR sets out the labelling and packaging requirements for NHPs available for 
sale to the public. This part does not apply to sale that is restricted to a manufacturer or 
distributor (Section 86 of the NHPR). Part 5 outlines requirements for information to be in 
accordance with the terms of the product licence (e.g., the recommended use, dose, risk 
infonnation etc.), additional labelling requirements (e.g., expiry date, importer infonnation 
etc.) as well as presentation oflabelling infonnation on NHPs (e.g., NPN on the principle 
display panel, bilingual labelling, security packaging etc.). A product tha~t is not labelled in 
accordance with its product licence and Part 5 of the NHPR may not contain enough 
infonnation to be used safely. For example, a product may contain inconrect or incomplete 
risk infonnation. In accordance with section 9(2) of the FDA, an NHP that is not labelled or 
packaged in accordance with the NHPR is considered to be labelled or packaged contrary to 
subsection 9(1). Thus its sale may contravene s. 9(1) as being sold in a false, misleading or 
deceptive manner. See section 6.2.2 of this policy. Non-compliance with Part 5 of the NHPR 
may result in a product that is detennined to pose a higher risk to health once assessed. For 
more infonnation, refer to the Labelling Guidance Document (http://www.hc-sc.gc.ca/dhp
mps/prodnatur/legislation/docs/labelling-etiquetage-eng.php). 

6.2.2 Product is sold and/or advertised in a false, misleading or deceptive manner 

Section 9(1) of the FDA sets out that no person shall label, package, treat, process, sell or 
advertise any health product in a manner that is false, misleading or deceptive or is likely to 
create an erroneous impression regarding its character, value, quantity, composition, merit or 
safety. In order to allow consumers to make an appropriate and infonned choice, advertising 
ofNHPs should clearly communicate the intended use of the product in a manner that is 
consistent with the product licence. A product that is being labelled, sold or advertised in a 
manner consistent with that product's tenns of market authorization, absent other factors, 
would not generally be false or misleading, or likely to create an erroneous impression with 
respect to its character, value, quantity, composition, merit or safety. Unauthorized claims 
made in conjunction with authorized products may be misinterpreted by the consumer as 
being authorized claims, as such these claims may contravene section 9(1) of the FDA by 
misleading consumers to believe the products are authorized to be sold with those claims. 
Any products or advertising materials brought to the attention of Health Canada will be 
evaluated and may be subject to compliance and enforcement actions on the basis of section 9 
of the FDA. The Inspectorate and the MHPD work closely on advertising complaints with the 
Advertising Preclearance Agencies. Further infonnation can be found in the document 
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Regulatory Requirements for Advertising (http://www.hc-sc.gc.caldhp-mpsladvert
publicitlindex-eng.php). Of particular interest is the Consumer Advertising Guidelines for 
Marketed Health Products (for Nonprescription Drugs including Natural Health Products) 
(http://www.hc-sc.gc.caldhp-mpsladvert-publicitlpollguide-Idir_consom_consum-eng.php). 

6.2.3 Good Mallufacturillg Practices (GMP) lIoll-compliallces 

Part 3 of the NHPR sets out the requirements for GMPs. Compliance with this part is required 
for all those who manufacture, package, label, import, distribute or store NHPs. GMPs are 
ongoing practices designed to ensure an effective overall approach to product quality control 
and risk management. They do so by setting appropriate standards and practices for places, 
people, processes and products. For example, setting out that premises and equipment mm~t 
be clean to prevent contamination; that quality assurance people are present and have 
appropriate expertise to control the activities and approve release of products; that processes 
are in place for proper sanitation and operations such as the ability to conduct a product recall; 
and that products meet their specifications and appropriate records are maintained. GMP 
violations may adversely affect the quality of the products and may result in different levels of 
risk based on the specific violation. Violations of GMP provisions are to be assessed by the 
regulated party to determine if risk management actions are required with respect to the 
products or any processes related to the activities. Further infonnation can be found in the 
Good Manufacturing Practices Guidance Document (http://www.hc-sc.gc.caldhp
mpslprodnatur/legislation/docs/gmp-bpf-eng.php ). 

6.3 Lower Risk Non-Compliances 

Instances of non-compliance that do not result in a product or activity posing a risk to health and in 
which corrective actions can be taken in a timely manner by the regulated party may be considered a 
lower priority for Health Canada enforcement measures. 

7.0 Compliance and Enforcement Approach 

POL-OOOl and the policy position stated in section 5.1 of this policy summarize the overall compliance and 
enforcement approach in relation to NHPs. As indicated, the risk to health, as well as a number of additional 
factors, such as the likelihood of compliance by the regulated party, are taken into consideration in 
detennining the compliance and enforcement approach and risk management tools employed. Generally, as 
the risk to health increases, coupled with additional factors, such as a low likelihood of compliance by the 
regulated party, the likelihood that risk management tools will be used also increases. 

In response to instances of non compliance, the Inspectorate has a number of compliance: measures available 
to address the situation. The Inspectorate may request that the regulated party take certain voluntary 
measures in response to an identified non-compliance. There are also a number of powers that can be used 
by the Inspectorate, where intervention is warranted, which are further detailed in POL-OOOI. Voluntary 
measures by the regulated party may include but are not limited to: corrective actions to prevent recurrence, a 
product stop sale, recall or public communications pieces. Measures available to the Inspectorate may 
include but are not limited to: warning letters, public communications pieces, product seizures, and 
importation refusals or the issuance of import alerts. The NHPR contain additional post-licensing tools that 
may be USed to address non-compliance. These tools include: 
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o a request for additional safety infonnation under section 16 or 24 of the NHPR, 
o a direction to stop sale under section 17 of the NHPR, and; 
o a suspension or cancellation of a product or site licence under sections 18 or 19 and sections 

39 or 40 respectively. 

Further infonnation can be found in the NHP Post Licensing Guidance Document (http://www.hc
sc.gc.ca/dhp-mps/prodnatur/legislation/docs/plgd-psdldr-eng.php). 

The Inspectorate and regulated parties have a shared responsibility for monitoring compliance with the FDA 
and its Regulations. Where the non-compliance identified might impact the safety, effil;:acy or quality of the 
NHP, the Inspectorate expects that the regulated party will immediately stop the sale and/or importation of 
the product or the activity being conducted. The Inspectorate expects that the regulated party will take 
immediate action to assess the risk associated with the non-compliance to detennine the: risk management 
actions required as well as take preventative action to achieve and maintain compliance.. The stop sale 
should not be lifted until such a time that compliance is achieved and appropriate risk management actions 
have been taken. The Inspectorate expects that the regulated party will take full responsibility for product 
recalls. Further compliance and enforcement actions in accordance with POL-OOOI may be taken if a 
regulated party fails to voluntarily recall a product. Any recall initiated must be reported to the Inspectorate 
within 3 days after the day on which the recall is commenced along with the necessary recall infonnation as 
per section 62 of the NHPR in accordance with the Inspectorate's Recall Policy (POL-0016) (http://www.hc
sc.gc.ca/dhp-mps/compli-conformlinfo-prod/drugs-drogues/poC 0016 ]ecall-policy-politique _ retrait_Itr-doc
eng.php). 

In general, the Inspectorate will work with the regulated party using the appropriate level of oversight based 
on the level of risk in accordance with POL-OOOI. Enforcement actions may be taken at any time where 
warranted by circumstances such as lack of cooperation or an inability to address the nOlllcompliance. Failure 
of companies to respond to written notices or letters advising of recommended compliance actions are 
interpreted as an indication that the company does not intend to voluntarily comply and that enforcement 
action is required. Companies with a history of failure to provide adequate response to DoncompJiance(s) 
may be subject to immediate enforcement action. 

When an issue of non-compliance is identified that does not impact the safety, efficacy or quality of an NHP, 
the company should ensure that appropriate corrective actions have been taken to resolve the non-compliance 
in a timely and effective manner and to prevent future recurrence. When identified to thle Inspectorate, the 
Inspectorate may work with the regulated party using a lower level of enforcement oversight. If it is 
detennined at any time that the non-compliance may pose a higher risk to health, further risk management 
actions may be required. 

Continued non-compliance may result in the recommendation by the Inspectorate to the NHPD for actions 
such as requests for safety infonnation under section 16 of the NHPR related to the product and/or the 
recommendation to issue an intent to suspend for a product or site licence under sections 18 or 39 of the 
NHPR respectively, or in cases where there is a risk to health, an immediate suspension of a product or site 
licence under section 19 or 40 of the NHPR. 

Outlined below are some examples of how the compliance and enforcement approach may be applied in 
some instances of non-compliance, in accordance with POL-OOOL The examples provided are intended to 
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serve as a general guide and do not include all instances of non-compliance. Circumstam:es surrounding the 
non-compliance may result in variance from the examples provided. 

7.1 Unlicensed products being sold 

When the Inspectorate has reasonable grounds to believe that an NHP is being sold without a product 
licence in contravention of section 4 of the NHPR, the Inspectorate may issue a direction to stop sale 
to the manufacturer, distributor or importer of the unlicensed product. In addition, the Inspectorate 
may request that the manufacturer, distributor or importer initiate a product recall to the retail level in 
accordance with the Inspectorate Recall Policy. Recall information as required by section 62 of the 
NHPR must be provided to the Inspectorate within 3 calendar days of recall initiation. For licenses 
which have been suspended or cancelled under the NHPR, the stop sale and recall of any products 
available for sale should be initiated immediately upon the cancellation or suspension date. For more 
information refer to the Inspectorate's Recall Policy (POL-00I6) (http://www.hc-sc.gc.caJdhp
mps/compli-confonnlinfo-prod/drugs-drogueslpol_OOI 6Jecaltpolicy-politiqueJetrait_Itr-doc
eng.php). 

If it comes to Health Canada's attention that an unlicensed NHP is being sold at retail, the retailer 
may be asked to remove the unlicensed product from sale. In addition, the retailer may be requested 
to provide the name and address of the supplier of the product. If successful in obtaining the 
information, the inspector may follow up with the manufacturer, distributor or importer of the product 
and proceed as indicated above. If the retailer directly imports the product for sale" or in the case 
where the retailer does not offer the necessary cooperation to remove the product or provide 
information on the supplier, the retailer may be treated as the distributor or importer of the unlicensed 
product. 

Follow Up Expectations 

The manufacturer, importer or distributor should respond to the Inspectorate in writing within the 
requested timeframe indicating that they have complied. If a satisfactory response is not received 
within the requested time frame, the Inspectorate may take ·further enforcement actions in accordance 
with POL-OOOI. These activities may include product seizures under the authority of section 23 of 
the FDA. Further risk management actions may be required, including public a communications 
piece initiated by the company or Health Canada. 

7.2 Unlicensed products being imported 

Unlicensed NHPs being imported into Canada and brought to the attention of the Inspectorate may be 
recommended for refusal of entry into Canada. Health Canada may also issue alll import alert for an 
identified importer, or a lookout for the product, in order to monitor future importations. Further 
information can be found in the Import and Export Policy for Health Products under the Food and 
Drugs Act and its Regulations (POL-0060) (http://www.hc-sc.gc.caJdhp-mps/compli-confonnlimport
exportipol-0060_biu-uif-eng.php) and the Guidance Document on the Import Reguirements for 
Health Products under the Food and Drugs Act and its Regulations (GUI-0084) (http://www.hc
sc.gc.caJdhp-mps/compli-confonnlimport-export/gui-0084_biu-uif-eng.php). 
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7.3 Unlicensed Sites Conducting Licensable Activities 

When the Inspectorate has reasonable grounds to believe that a site is conducting licensable activities 
without a site licence in contravention of section 27 of the NHPR, the Inspectorate may issue a notice 
to the site to cease the licensable activity until such a time that a site licence is obtained. The site may 
be requested to stop the sale of all products associated with the unlicensed activity under section 17 of 
the NHPR, as they may not be in compliance with Part 3 of the NHPR In addition, the site should 
conduct a thorough assessment of each product to determine if further risk management actions are 
required, such as product recalls. In the case of an importer, products being imported into Canada and 
brought to the attention of the Inspectorate may be recommended for refusal of cmtry into Canada. 
For more infonnation, refer to the Import and Export Policy for Health Products under the Food and 
Drugs Act and its Regulations (POL-0060) (http://www.hc-sc.gc.caldhp-mpslcompli-conformlimport
exportlpol-0060_biu-uif-eng.php) and the Guidance Document on the Import Requirements for 
Health Products under the Food and Drugs Act and its Regulations (GUI-0084) (bttp:llwww.hc
sc.gc.caldhp-mpslcompli-conformlimport-exportl gui-0084 _ biu-uif-eng.php). 

Follow Up Expectations 

The site should respond to the Inspectorate within the requested timeframe indicating they have 
complied with the request to cease activities and stop sale of all products associated with the 
unlicensed activity. In addition, the site should provide an assessment of all products associated with 
the activity and any further risk management actions to be taken, such as product recalls. If a 
satisfactory response is not received within the timeframes, the Inspectorate may take further 
enforcement actions in accordance with POL-OOOI. These activities may include product and/or 
equipment seizures under the authority of section 23 of the FDA. Health Canada may also directly 
contact the product licence holders or distributors of the products associated with the unlicensed 
activity and take further compliance and enforcement actions. In the case of an importer, Health 
Canada may issue an import target to review future importations. If additional n1on-compliances with 
the FDA and NHPR are identified through the product assessment that could indicate a potential 
further risk to health, further risk management actions may be required including product recalls and 
a public communications piece initiated by the company or Health Canada. 

7.4 Product labelling for the treatment or cure of any of the diseases, disorders or abnormal 
physical states referred to in Schedule A or in a manner that may pose a risk to health 

When the Inspectorate identifies an NHP that may be labelled for the treatment or cure of a Schedule 
A disease in contravention of section 3 of the FDA, the Inspectorate may issue a notice to the 
manufacturer, distributor or importer of the product to stop sale of the non-compliant NHP. In 
addition, the Inspectorate may request that the manufacturer, distributor or importer initiate a product 
recall to the retail level in accordance with the Inspectorate Recall Policy. Recall infonnation as 
required by section 62 of the NHPR must be provided to the Inspectorate within 3 calendar days of 
recall initiation. The stop sale should not be lifted until such a time that compliance is achieved and 
appropriate risk management actions have been taken. 

Follow Up Expectations 

The manufacturer, importer or distributor should respond to the Inspectorate in writing within the 
requested time frame indicating they have complied. If a satisfactory response is not received within 
the requested timeframe, the Inspectorate may take further enforcement actions in. accordance with 
POL-OOO 1. These activities may include product seizures under the authority of section 23 of the ______________________________________________________ 001365 
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FDA or public communications pieces. 

7.S Product advertising for the treatment or cure of any of the diseases, disorders or abnormal 
physical states referred to in Schedule A 

When the Inspectorate identifies advertising materials for the treatment or cure of a Schedule A 
disease in contravention of section 3 of the FDA, the Inspectorate may issue a notice to the person 
responsible for the advertising to immediately cease the advertising activities. If the person 
responsible for the advertising is not the product licence holder, the Inspectorate may request that the 
person provide written notification to the product license holder of the advertising; non-compliance. 

Follow Up Expectations 

The person responsible for the advertising activities should respond to the Inspectorate in writing 
within the requested time frame indicating that they have complied with the request. If a satisfactory 
response is not received within the requested timeframe, the Inspectorate may tak1e further 
enforcement actions in accordance with POL-OOOI. These activities may include seizure of 
advertising materials, further contacting the product licence holder to infonn them of the non
compliance and/or the issuance of a public communications piece. 

8.0 Additional Considerations 

Additional compliance and enforcement considerations for regulated parties are outlined below: 

8.1 Site information related to a product 

As per section 22 of the NHPR, every product licensee is required to provide the NHPD with all site 
infonnation prior to commencing the sale of the NHP. This infonnation is to be submitted to the 
NHPD through the notification process outlined in the Post Licensing Guidance Document 
(http://www.hc-sc.gc.ca/dhp-mpsiprodnatur/legislation/docslplgd-psdldr-eng.php).This infonnation 
may be verified at any time by the Inspectorate or NHPD. The regulated party sh.ould keep this 
information readily available to provide to Health Canada upon request. 

8.2 Post market surveillance, mandatory advene reaction (AR) reporting and new scientific 
information 

Scientific infonnation is continuously evolving. As such, there may be new scientific information 
that modifies the safety, efficacy or quality profile of a marketed NHP. It is the n::sponsibility of the 
product licence holder to ensure the continued safety, efficacy and quality of the licensed NHP. 
Adverse Reaction (AR) reporting is an integral part of the post-market surveillan~~e ofNHPs and is a 
regulatory requirement for all product license holders, as set out in Section 24 of the NHPR. This 
includes the expedited reporting of all serious adverse reactions occurring within Canada and all 
serious unexpected adverse reactions occurring outside of Canada, and the preparation of a summary 
report of all adverse reactions to a licensed NHP on an annual basis. Regulated parties should have 
systems in place to monitor and assess adverse reactions received and take appropriate risk 
management actions. Failure to comply with post market requirements may present a potential risk to 
health and as such, may be subject to compliance and enforcement activities. It is important to 
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highlight that adverse reactions may also signify other non-compliances, including possible 
counterfeit products, labelling non-compliances, as well as GMP or product specification non
compliances (e.g. adulteration, contamination). Further information on mandatory expedited 
reporting of serious adverse reaction(s) and preparation of annual summary reports can be found in 
Health Canada's Guidance Document for Industry - Reporting Adverse Reactions to Marketed Health 
Products (http://www.hc-sc.gc.caldhp-mps/pubs/medeffl~ide/2009-guidance-directriceJeporting
notificationlindex-eng.php/2009-guidance-directrice_reporting-notificationlindex-eng.php). 

Should Health Canada become aware of new scientific evidence that could modify the safety, efficacy 
or quality profile of the product, Health Canada may contact the affected licensee(s) and request 
additional safety information under section 16 of the NHPR or section 24 of the NHPR (annual 
summary report and/or interim summary report). If there are reasonable ground~ to believe that there 
may be an immediate risk to health, the product licence may be suspended under section 19 of the 
NHPR and compliance and enforcement actions may be taken. 

\ 

8.3 Post market changes to licensed products 

NHPD must be informed of all post market changes made to licensed products. Under the NHPR, 
these are considered to be either amendments or notifications. Notifications are defined under section 
12 ofthe NHPR and are considered to include changes which do not have a significant impact the 
safety, efficacy and/or quality of the product such as a change to the company information, site 
information, the addition or substitution of a non-medicinal ingredient that does not affect the safety 
or efficacy of the product, the brand name of the product, the common or proper name of any of the 
medicinal ingredients or the addition of risk information. Notifications should be submitted to the 
NHPD as soon as possible, but are required within 60 days of making the change: to a marketed NHP. 

Changes considered to be amendments as per section 11 of the NHPR require approval by the NHPD 
prior to making the change to the marketed product. These include but are not limited to: changes to 
the recommended dose, duration or recommended use or purpose, deletion or modification of risk 
information, a change to the source material or potency of any medicinal ingredicmt, certain changes 
to product specifications, among others. These changes may have an impact on the safety, efficacy or 
quality profile of the NHP and may significantly impact the assessment of infOrIIllation for which the 
product licence has been granted. Further information can be found in the Post Licensing Guidance 
Document (http://www.hc-sc.gc.caldhp-mps/prodnatur/legislationldocs/plgd .....Psdldr-eng.php). 

9.0 Complaint Reporting 

The Inspectorate is committed to verifying complaints regarding the quality or safety of health products. 

Complaints regarding potential non-compliance with the FDA and/or NHPR can be reported to the nearest 
regional Operational Center using the following guidelines: 

o How to submit a consumer complaint (GUI-044) (http://www.hc-sc.gc.caldhp-mpslcompli
conformlprob-report-rapportlgui_ 44 _consumer _ consommateur _ cp-pc-eng.php) or 

o How to submit a trade complaint (GUI-038) (http://www.hc-sc.gc.caldhp-mps/compli
conformlprob-report-rapportlgui_38_trade-industrie_cp-pc-eng.php) 
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Advertising: If a complaint is regarding the advertising of an authorized NHP, the first route of adjudication 
of complaints should be through the advertising preclearance agencies. For further infonnation, refer to the 
List of Canadian Advertising Preclearance Agencies (http://www.hc-sc.gc.caldhp-mps/advert
publicitJpreclear-preapprob/pca-apa _list-eng.php) 

Adverse Reactions: In certain instances, a complaint may be related to an adverse reactiolll associated with 
the use of a particular NHP. Any suspected adverse reactions should be submitted to Canada Vigilance, and 
may be reported by phone to the Canada Vigilance regional offices at 1-866-678-6789, online, or by 
fax/mail. Electronic and hard copy forms are available through the MedEffect website (http://www.hc
sc.gc.caldhp-mpslmedefflreport-declarationlindex-eng.php#al). 

10.0 Reference Material 

Below is a list of web links to related materials referenced in this policy. The list is not exhaustive. Most 
reference materials can be found from the NHPD website (http://www.hc-sc.gc.ca/dhp
mps/prodnatur/legislationlindex-eng.php ). 

Policies: 

• Compliance and Enforcement (POL-OOOll 

http://www.hc-sc.gc.ca/dhp-mps/compli-confonnlgmp-bpflpol/pol_l_tc-tm-eng.php 

• The Inspectorate RecaJl Policy (POL-0016) 

http://www.hc-sc.gc.ca/dhp-mps/compli-confonnlinfo-prod/drugs-drogues/pol_O016_tc-tm-eng.php 

• Import and Export Policy for Health Products Under the Food and Drugs Ad and its 
Regulations (POL-0060) 

http://www.hc-sc.gc.ca/dhp-mps/compli-confonnlimport-exportJpol-0060 _ biu-uif-eng.php 

• Policy on Counterfeit Health Products (POL-0048l 

http://www.hc-sc.gc.ca/dhp-mps/compli-confonnlactivitlpol_0048_counterfeit-contrefacon-eng.php 

Guidance Documents: 

• Post Licensing Guidance Document 

http://www.hc-sc.gc.ca/dhp-mps/prodnatur/legislationldocs/plgdJ)sdldr-eng.php 

• Issuance of the final Consumer Advertising Guidelines for Marketed Health Products (for Non 
Prescription Drugs including Natural Health Products) 

http://www.hc-sc.gc.ca/dhp-mps/advert-publicitJpol/guide-ldir_consom_consum-eng.php 
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• Health Canada's Guidance Document for Industry - Reporting Adverse Reactions to Marketed 
Health Products 

http://www.hc-sc.gc.ca/dhp-mps/pubs/medeffl~ide/2009-guidance-directrice_.reporting
notificationlindex-eng.php/2009-guidance-directrice_reporting-notificationlindex-eng.php 

• Guidance Document on the Import Requirements for Health Products undc~r the Food and 
Drugs Act and its Regulations (GUI-0084) 

http://www.hc-sc.gc.ca/dhp-mps/compli-conformlimport-export/gui-0084_biu-uif-eng.php 

Mise: 

• Drug and Medical Device Recall Listings 

http://www.hc-sc.gc.ca/dhp-mps/compli-conformlrecall-retraitl_listlindex-eng.php 

• Licensed Natural Health Products Database 

http://www.hc-sc.gc.ca/dhp-mps/prodnatur/applicationsilicen-prodllnhpd-bdpsnh-eng.php 
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Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 
Denis Arsenault to: Stephanie Chandler 2010-10-2003:13 PM 

Updated version. 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances contr6lees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur : (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-10-20 03:13 PM -----

From: 
To: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: 
Date: 

Denis ArsenaultlHC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
2010-10-2003:09 PM 

Subject: Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

Jocelyn/Denis - see this version below. HPFB just deleted (from Friday's text) the term ille!~al - since it 
implies criminal conviction and can lead to confusion about jurisdiction - ie HC vs RCMP. The rest of the 
text is the same as what we used for the CP story. 

Christine Roush 
Senior Communications Advisor/ 

----- Forwarded by Christine Roush/HC-SC/GC/CA on 2010-10-20 03:07 PM ----

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Nicole-

Elizabeth Keeping/HC-SC/GC/CA 
Nicole Prentice/HC-SC/GC/CA@HWC 
Christine Roush/HC-SC/GC/CA@HWC, Ken PolklHC-SC/GC/CA@HWC 
2010-10-2002:29 PM 
Re: Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

Please note edits in the text below. We would prefer not to use the term illegal - since it implies criminal 
conviction and can lead to confusion about jurisdiction - ie HC vs RCMP. 

Otherwise - looks fine. 

Thanks, 
B 

Nicole Prentice Hello, I have pulled these responses from last... 

From: Nicole Prentice/HC-SC/GC/CA 

2010-10-2002:22:18 PM 

To: Christine Roush/HC-SC/GC/CA@HWC, Elizabeth Keeping/HC-SC/GC/CA@HWC 
Date: 2010-10-20 02:22 PM 
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Subject: Fw: DEMANDE M~DIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

Hello, 

I have pulled these responses from last weeks approved response to the Canadian Press. As I am not 
fully bilingual, I am not sure if these responses completely answer the questions so your suggestions are 
very welcome. 

If you are both OK with using these responses, I don't think any approvals will be necessary and we can 
just send to Christelle for translation. Let me know. 

Thanks. 

01 - Est-ce illegal ou simplement pas encore authorise au Canada? (L'article cite la GRe: qui dit qu'iI 
ne peut rien faire aupres des acheteurs de salvia aussi longtemps que Ie gouvernement n'a pas 
legifere pour rendre Ie prod~it illegal.) 

fF .. ~l\A 1) Canadians sho hot"use prodU(;ts"6~~;aining S. divinorumandlor salvinorin ~because very little is 
,<:> \r\A...pf' known about the bstance and it~potential effects on the ~Jairtand/or body, ;:mcf its impact: on physical 
#. tf' ~ and mental fu tions. Becaus~()f their hallucinogenic p!.operties, products containing S. dMnorum andlor , /'-
\0> salvinorinymeet the defi~nJti6n of a natural health p~¢i.Jct (NHP) under)he Natural Health Products . ~~ 

I ('?'I Regulations and the d~flition of a drug under the-,Food and Drugs A¢' ~-t" ~ x:r{ 
/ e--5'v):Js-ied hy ~. .. ~ ~\)~%' 

It is illegal a contravention of the Food and Drugs Act to sell NHPs in Canada unless they have been ,(3 'p\' 
reviewed by Health Canada and authorized for sale. NHPs authorized for sale will have a Natural Product ,,~ 
Number (NPN), a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The UIegal- ,':1' ~ '\'\ ~ 
sale of unapproved products containing S. divinorum andlor salvinorin A may be subject to compliance ~, 
and enforcement action under the Food and Drugs Act. 

To date, Health Canada has not licensed for sale any drug or NHP which contains salvia as an ingredient. 

02 - Est-ce que la vente du salvia est toujours authorise ou non au Canada? 

;( 9:1l~~ A2) Currently, there is no product containing Salvia divinorum authorized for sale in Canada. 
~J. ~~'lf ~,~ Unauthorized products may be subject to compliance and enforcement action by Health Canada. 
~~ (I(}~ ~U Complaints about the ille§al sale of unapproved products containing S. divinorum andlor salvinorin A can 
Y' ilff III be referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

Or ",. 
XUI\C 
. Health Canada is currently assessing whether the regulation of Salvia divinorum andlor Salvinorin A 

under the CDSA is warranted. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 
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----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-10-20 02:09 PM -----

From: Christelie LegaultlHC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC, Dave 

Stephens/HC-SC/GC/CA, Paul Spendlove/HC-SC/GC/CA@HWC 
Date: 2010-10-2001:57 PM 
Subject: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

Please see French request below. We could use the response that was provided to Joan Bryden of the 
Canadian Press. 

Deadline: 4:00pm today (no later than 5pm to reporter) 

Thank you, 

Christelle Legault 
Media Relations Officer I Agente des relations avec les medias 
Regulatory Communications and Media Relations Division I 
Division des communications reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I 
Direction generale des affaires publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel. I Tel.: 613.957.2988Fax I Telec.: 613.952.7747 
----- Forwarded by Christelle LegaultlHC-SC/GC/CA on 2010-10-20 01 :55 PM ---

I~ 
Media Enquiry - Demande mediatique 

Name/Nom: 
TelephonelTeh!Jphone: ' 
Cell TelephonelTelephone cellUla Ire : 

Email/Courriel : 
Date and Time Received 
Date et Heure de reception: 2010-10-20 01 :39:36 PM 

Media/Media: RNC Media 
language/Langue: French-fran"ais 
FaxiTelecopieur: 

Date Completed 
Date d'achiwement : 

Subject/Objet: Controlled Substances/Substances controlees, Natural Health Products/Produits de sante 
naturels 

Question: 
.................. _ .......... _ ... _-..... _.... ...._ ...... _.. .................. _ ........... _ .... _. - .. -- .. . .. - .. - --"'''' - ._._......... . .............. ] 

,t\clclt() .. t~.~ .. gLJe!)tiol1/Clj()utl'!rCl..ICl.gu~!)!i<?111 
2010-10-20 1 :39:37 PM (Christelle Legault) 

RNC Media - Journaliste d'Abitibi-Temiscamingue 

Objet: Salvia 

Journaliste fait reference a I'article qui est paru dans la Press Canadienne sur Ie Salvia. Est un peu 
melange concernant Ie statut legal du salvia. 

Questions 

1 - Est-ce illegal ou simplement pas encore authorise au Canada? 
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L'article cite la GRC qui dit qu'j( ne peut rien faire aupres des acheteurs de salvia aussi longtl~mps que Ie 
gouvernement n'a pas legifere pour rendre Ie produit illegal. 

2 - Est-ce que la vente du salvia est toujours authorise ou non au Canada? 

Echeance: 17h Aujourd'hui 

NOTE: Refer to media call from Joan Bryden - The Canadian Press. 

Response/Reponse : 

Action Taken/Mesures prises : 

Add to the Action Taken/ajouter au mesures prises! 

2010-10-20 1 :54:30 PM (Christelle Legault) 
Request sent to Christine Roush, Nicole Prentice, Dave Stephens, 

Interview with spokesperson granted/Entrevue avec porte-parole accorde: 0 Yes-~ui • No-Non 

BranchlDirection genera Ie : 

Spokesperson/Porte-parole: Telephone/Telephone: 
Reporter's Deadline Story Run Date 
Heure de tomMe du journaliste : Date de parution de I'article : 
Priority/Priorite : Regular Status/Rapport de situation : Follow-up 

CommentiCommentaire : 

Attachments/Pieces jointes : 

:Related Clippings/Coupures connexes : 

Media Relations Officer/Agente de relations avec les medias: Christelle Legault 

Edit History / Historique des revisions 

Send To / Transmettre a : 
Branch Recipient: 

Mail Recipients: 

----~------J 

CN=Charies Mojsej/OU=HC-SC/O=GC/C=CA, CN=Peter YendaIIlOU=HC-SC/O=GC/C=CA, CN=Jecm 
Tessier/OU=HC-SC/O=GC/C=CA, CN=Tirn VaiI/OU=HC-SC/O=GC/C=CA, CN=Jenny 
VanAlstyne/OU=HC-SC/O=GC/C=CA 
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Re: Fw: DEMANDE MEDIA - Salvia (RNe Media - Abitibi-Temiscamingue) [~ 
Ken Polk to: Brook Bertrand, Denis Arsenault 2010-10-2005:05 PM 
C . Christine Roush, Daniel Galarneau, Jean Saint Pierre, Jocelyn Kula, Nicole 

c. Prentice, Stephanie Chandler, "Beth Keeping" ·.~~~ ______ • _______ " __ ' ____ m __ _ 

We are happy to join as well. 

Cheers. 
Brook Bertrand 

----- Original Message ----
From: Brook Bertrand 
Sent: 2010-10-20 04:58 PM EDT 
To: Denis Arsenault 
Cc: Christine Roush; Daniel Galarneau; Jean Saint Pierre; Jocelyn Kula; 

Ken Polk; Nicole Prentice; Stephanie Chandler 
Subject: Re: Fw: DEMANDE MEDIA - Salvia (RNC Media -

Abitibi-Temiscamingue) 
I am free all morning (until 11 :45) and in the afternoon after 3 

Please send an invitation with a call-in number 

Regards, 

Brook Bertrand 
Natural Health Products Directorate / 
Direction des produits de sante naturels 
Health Canada / 
Sante Canada 
613-948-3537 

Denis Arsenault 

From: Denis ArsenaultlHC-SC/GC/CA 
To: 
Cc: 

Brook Bertrand/HC-SC/GC/CA@HWC, Jean Saint Pierre/HC-SC/GC/CA@HWC 
Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Daniel 
Galarneau/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, NicolE' 
Prentice/HC-SC/GC/CA@HWC, Ken PolklHC-SC/GC/CA@HWC 

Date: 2010-10-2004:53 PM 
Subject: Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

Hello Mr. Bertrand and Mr. Saint-Pierre, 

Would it be possible to convene a quick teleconference tomorrow morning to discuss the proposed 
responses to these questions? It is our view that the proposed responses may not fully answer the 
questions posed and may lead cause some confusion. As a result, there is a need to review the 
responses beyond the clarification of the legal/illegal distinction. 

For example, it is our understanding that products containing salvia are would only be considered a NHP 
(and subject to the NHP regulations) if they make a health claim. This caveat is not specified in the 
response to Q1. While the response to Q2 may be technically correct, it does not address the status of 
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the salvia products actually sold (whether or not they make a health claim and can thus be considered a 
NHP). 

Could you let us know your availability for a quick teleconference? 

Thank You. 

Denis 

Denis Arsenault, AlManager / Gestionnaire pj. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
-- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2.01.0-1.0-2.0 .04:37 PM -

From: 
To: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: 
Date: 

Denis ArsenaultlHC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
2.01.0-1.0-2.0 .03:.09 PM 

Subject: Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

Jocelyn/Denis - see this version below. HPFB just deleted (from Friday's text) the term iIIeglal - since it 
implies criminal conviction and can lead to confusion about jurisdiction - ie HC vs RCMP. The rest of the 
text is the same as what we used for the CP story. 

Christine Roush 
Senior Communications Advisor/ 

-- Forwarded by Christine Roush/HC-SC/GC/CA on 2.01.0-1.0-2.0 .03:.07 PM-

From: 
To: 
Cc: 
Date: 
SUbject: 

Hi Nicole-

Elizabeth Keeping/HC-SC/GC/CA 
Nicole Prentice/HC-SC/GC/CA@HWC 
Christine Roush/HC-SC/GC/CA@HWC, Ken PolklHC-SC/GC/CA@HWC 
2.01.0-1.0-2.0 .02:29 PM 
Re: Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

Please note edits in the text below. We would prefer not to use the term illegal - since it implies criminal 
conviction and can lead to confusion about jurisdiction - ie HC vs RCMP. 

Otherwise - looks fine. 

Thanks, 
B 

Nicole Prentice Helfo, I have pulled these responsesJrom last.;, 201(J~ 10"2002:22t18PM 
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Re: Urgent - Salvia [] 
Jocelyn Kula to: stephanie.szick, CSTD-DGO 
Cc: Denis Arsenault, Stephanie Chandler 

2010-10-2004:06 PM 

Hi Stephanie 

Pis see proposed response to Jesse's questions. Pis also note that we assume of course! that the info is 
for internal use only. 

What are we doing to assess? 
All scheduling assessments involve the development of an Issue Analysis Summary that summarizes 
information about the substance being assessed in the context of each scheduling factor listed below, and 
identifies possible options for regulatory and non-regulatory action. 

What factors do we consider? 
Health Canada considers the following factors in determining whether regulation of a substance under the 
Controlled Drugs and Substances Act (CDSA) is warranted: 

• International requirements and trends in the control and!or scheduling; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial uses; 
• Potential for abuse and/or addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

Do we have a sense of what decision will be? 
At a recent Controlled Substances Scheduling Working Group (intradepartmental group conSisting of 
representatives from HECSB and HPFB), 

What is the timing for the decision? 
A final draft of the Issue Analysis Summary will be forwarded to the Director of OCS for review and 
approval by the end of October. Once approved, the recommended course of action will be presented to 
the Director General of CSTD for concurrence. 

Let me know if you have questions. 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 

s.21(1)(a) 
s.21(1)(b) 

Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Jesse Arnup-Blondin Hello- I understand someone from HPFBwa::·, 

From: Jesse Arnup-Blondin/HC-SC/GC/CA 
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Salvia Media Response 
Calendar Entry 
2010·10·21 Thu lO:OOAM-11:00 
AM 
No Location Information 

Required: 
Brook Bertrand/HC-SC/GC/CA@HWC, Collin Pinto/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC 

Optional: 
Daniel Galarneau/HC-SC/GC/CA@HWC, Jocelyn KulalHC-SC/GC/CA@HWC, Ken 
PolklHC-SC/GC/CA@HWC 

Descriptionl 

Hello, 

Further to my e-mail yesterday, below is the contact information for this morning's teleconference. 

Local Dial-in Number 

Conference 10 s.16(2)(c) 

Denis 

Hello Mr. Bertrand and Mr. Saint-Pierre, 

Would it be possible to convene a quick teleconference tomorrow morning to discuss the proposed 
responses to these questions? It is our view that the proposed responses may not fully answer the 
questions posed and may lead cause some confusion. As a result, there is a need to review the 
responses beyond the clarification of the legal/illegal distinction. 

For example, it is our understanding that products containing salvia are would only be considered a 
NHP (and subject to the NHP regulations) if they make a health claim. This caveat is not specified in 
the response to Q1. While the response to Q2 may be technically correct, it does not addrE!SS the status 
of the salvia products actually sold (whether or not they make a health claim and can thus be 
considered a NHP). 

Could you let us know your availability for a quick teleconference? 

Thank You. 

Denis 

Denis Arsenault, AlManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur : (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
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Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 
Denis Arsenault to: Stephanie Chandler, Daniel Galarneau 2010-10-21 11 :47 AM 

From: Denis ArsenaultlHC-SC/GC/CA 

To: Stephanie Chandler/HC-SC/GC/CA@HWC, Daniel Galarneau/HC-SC/GC/CA@HWC 

Thoughts? 

Denis 

Denis Arsenault, NManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur: (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-10-21 11 :47 AM -

From: Christine Roush/HC-SC/GC/CA 
To: "Denis Arsenault" <denis.arsenault@hc-sc.gc.ca> 
Cc: 

Date: 

"Stephanie Chandler" <stephanie.chandler@hc-sc.gc.ca>, "Mr. Daniel Galarneau·' 
<DanieI.Galameau@hc-sc.gc.ca>, "Nicole Prentice" <nicole.prentice@hc-sc.gc.ca> 
2010-10-21 11:44 AM 

Subject: Fw: Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

Denis - pis let me know asap if you are ok with the rewrite of these answers below. Thx 
Elizabeth Keeping 

-_.--- Original Message -----
From: Elizabeth Keeping 
Sent: 2010-10-21 11:23 AM EDT 
To: Nicole Prentice 
Cc: Christine Roush; Ken Polk; Brook Bertrand 
Subject: Re: Fw: DEMANDE MEDIA - Salvia (RNC Media -

Abitibi-Temiscamingue) 
Hi, 

Here's what we are proposing as the revised response. Please confirm with your program 'folks that they 
are comfortable with this before sending along to MR. 

As mentioned, we can also use parts of this to respond to the Cambrian College student's question that 
just came in. 

Cheers, 
Beth 

Q1 - Est-ce illegal ou simplement pas encore authorise au Canada? (L'article 
cite la GRC qui dit qu'il ne peut rien faire aupres des acheteurs de salvia 
aussi longtemps que le gouvernement n'a pas legifere pour rendre Ie produit 
illegal. ) 
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.U-canadians should not use products containing S. 
salvinorin A because very little is known about 
potential effects on the brain and/or body, and 
and mental functions. 

divinorum and/or 
the substance and its 
its impact on physical 

• When salvia products are sold for the purposes of modifying organic 
function (such as, for their hallucinogenic effect), they meet the 
definition of a natural health product (NHP) under the Natura} Health 
Products Regulations and the definition of a drug under the Pood and 
Drugs Act. 

It is a contravention of the Food and Drugs Act and the Natural Health 
Products Regulations to sell NHPs in Canada unless they have been 
reviewed by Health Canada and authorized for sale. NHPs authorized for 
sale will have a Natural Product Number (NPN), a Homeopathic Medicine 
Number (DIN-HM) or an Exemption Number (EN) on the label. The sale of 
unathorized natural health products containing S. divinorum and/or 
salvinorin A may be subject to compliance and enforcement action by 
Health Canada under the Food and Drugs Act . 

To date, Health Canada has not licensed for sale any drug or NHP which 
~ contains sal via as an ingredient. 

Q2 - Est-ce que la vente du sa~via est toujours authorise ou non au Canada? 

• As previously indicated, salvia products sold for the purposes of 
modifying organic function (such as, for their hallucinogenic effect) 
are regulated as NHPs in Canada. To date, Health Canada has not licensed 
for sale any drug or NHP which contains salvia as an ingredient. 

• Unauthorized drugs and NHPs may be subject to compliance and enforcement 
action by Health Canada. Complaints about the sale of unauthorized 
products containing S. divinorum and/or salvinorin A can be referred to 
the Health Products and Food Branch Inspectorate by calling 
1-800-267-9675. 

• Health Canada is currently assessing whether the regulation of Salvia 
divinorum and/or Salvinorin A under the Controlled Drugs ano! Substances 
Act is warranted . 

Nicole Prentice ... Hello; .•. biwepulled these responses from last?. 

From: Nicole Prentice/HC-SC/GC/CA 
To: 
Date: 
Subject: 

Hello, 

Christine Roush/HC-SC/GC/CA@HWC, Elizabeth Keeping/HC-SC/GC/CA@HWC 
2010-10-2002:22 PM 
Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

I have pulled these responses from last weeks approved response to the Canadian Press. As I am not 
fully bilingual, I am not sure if these responses completely answer the questions so your suggestions are 
very welcome. 

If you are both OK with using these responses, I don't think any approvals will be necessary and we can 
just send to Christelle for translation. Let me know. 
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. "'"' 

Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 
Denis Arsenault to: Jocelyn Kula 2010-10-21 12:48 PM 
Cc: Stephanie Chandler, Daniel Galarneau 

Hi Jocelyn, 

Further to our teleconference this morning with HPFB, below for your review and approval are the revised 
responses. The text in red represents HPFB's proposed changes, while the text in blue is ours (Daniel 
suggested this bullet be kept, but put at the end of the response). 

On a side note, the last bullet in the response to Q1 is taken directly from the draft IYH. That being said, 
would it not be more accurate to say "Canadians should not consume ... " rather than "Canadians should 
not use .. "? 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-MaiIiCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-10-21 12:39 PM -----

From: 
To: 
Cc: 
Date: 

Stephanie Chandler/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
Daniel Galarneau/HC-SC/GC/CA@HWC 
2010-10-21 12:31 PM . 

Subject: Re: Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

As discussed. 

Ql - Est-ce illegal ou simplement pas encore authorise au Canada? (L'article 
cite la GRC qui dit qu'il ne peut rien faire aupres des acheteurs de salvia 
aussi longtemps que le gouvernement n'a pas legifere pour rendre 1e produit 
illegal. ) 

• ~hen salvia products are sold for the purposes of modifying organic 
fucction (such as, for ~heir hallucinogenic effect), they meet the 
definition of a natural health product (NHP) under the Natural Health 
Products Regulations and the definition of a drug under the Food and 
Drugs Act. 

It is a contravention of the Food and Drugs Act and the Na tural Heal th 
Products Regulations to sell NHPs in Canada unless they have been 
reviewed by Health Canada and authorized for sale. NHPs authorized for 
sale will have a Natural Product Number (NPN), a Homeopathic Medicine 
Number (DIN-HM) or an Exemption Number (EN) on the label. The sale of 
unathorized natural health products containing S. divinorum and/or 
salvinorin A may be subject to compliance and enforcement action by 
,1'?3.1 [~i ::::anacla under the Food and Drugs Act . 
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.. 

,.. 

To date, Health Canada has not licensed for sale any drug or NHP which 
contains salvia as an ingredient. 

t+~ C~~ d~ tUl- H!(..~~ --i"£L Jj ,,e.... cri 
G •• vji RES * t J ,;1;;; aM;; products containing S. divinorum an~or ,.ll.n/r 
salvinorin A because very little is known about the substan~£2nd ~~ 
potential effects on the brain and/or body, and ~ ,impact In physical 
and mental functions. ~~ 

Q2 - Est-ce que la vente du salvia est toujours authorise ou non au Canada? 

As previously indicaLed, salvia products sold for the purposes of 
modifying organic function (such as, for their hallucinogenic effect) 
are regulated as NHPs _in Car:ada. To date, Hea~ th Canada has", hot ~"i"'i'l"'C~e~III'!'!S~@~dl-,_ ..JJ 

tor d€ any drug or NHP~c~£talns salvla as an lngredlent. Plff/f5V'~ 

• .JJfTG.la'ElIOY izee! e!F'tl~S al>49. WWJi?s >!'lay os 81:1bj eet to e5~liance and eIltOY cement 
iil9t l.Ql>4 J:y}, Health CaHada-. Complaints about the sale of unauthorized 
products containing S. divinorum and/or salvinorin A can be referred to 
the Health Products and Food Branch Inspectorate by calling 
1-800-267-9675. 

• Health Canada is currently assessing whether the regulation of Salvia 
divinorum and/or Salvinorin A under the Controlled Drugs and Substances 
Act is warranted 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante envimnnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Denis Arsenault Thoughts? Denis 

From: Denis ArsenaultlHC-SC/GC/CA 

2010-10-2111:47:45 AM 

To: 
Date: 

Stephanie Chandler/HC-SC/GC/CA@HWC, Daniel Galarneau/HC-SC/GC/CA@HWC 
2010-10-2111:47 AM 

Subject: Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

Thoughts? 

Denis 

Denis Arsenault, AlManager! Gestionnaire p.i. 
Regulatory Policy Division! 
Division des politiques reglementaires, 
Office of Controlled Substances! 
Bureau des substances controlees, 
Health Canada! Sante Canada 
TelfTel: (613) 957-6828 
Fax! Telecopieur: (613) 946-4224 
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Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 
Denis Arsenault to: Jocelyn Kula 2010-10-2101:15 PM 
Cc: Stephanie Chandler, Daniel Galarneau 

, ~--------,-----------------------------------

Hi Jocelyn, 

As discussed, below for your approval are the revised responses. The text in red represents HPFB's 
proposed changes, while the text in blue and strikeout represents our changes. 

Denis 

Denis Arsenault, AlManager I Gestionnaire pj. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur: (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-10-21 01 :07 PM -

From: Christine Roush/HC-SC/GC/CA 
To: "Denis Arsenault" <denis.arsenault@hc-sc.gc.ca> 
Cc: 

Date: 

"Stephanie Chandler" <stephanie.chandler@hc-sc.gc.ca>, "Mr. Daniel Galarneau" 
<DanieI.Galarneau@hc-sc.gc.ca>, "Nicole Prentice" <nicole.prentice@hc-sc.gc.ca> 
2010-10-21 11:44 AM 

Subject: Fw: Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

Denis - pis let me know asap if you are ok with the rewrite of these answers below. Thx 
Elizabeth Keeping 

----- Original Message -----
From: Elizabeth Keeping 
Sent: 2010-10-21 11:23 AM EDT 
To: Nicole Prentice 
Cc: Christine Roush; Ken Polk; Brook Bertrand 
Subject: Re: Fw: DEMANDE MEDIA - Salvia (RNC Media -

Abitibi-Temiscamingue) 
Hi, 

Here's what we are proposing as the revised response. Please confirm with your program folks that they 
are comfortable with this before sending along to MR. 

As mentioned, we can also use parts of this to respond to the Cambrian College student's question that 
just came in. 

Cheers, 
Beth 

Ql - Est-ce illegal ou simplement pas encore authorise au Canada? (L'article 
cite la GRC qui dit qu'il ne peut rien faire aupres des acheteurs de salvia 
aussi longtemps que le gouvernement n'a pas legifere pour rendre le produit 
illegal. ) 
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• When salvia products are sold for the purposes of modifying organic 
function (such as, for their hallucinogenic effect), they meet the 
definition of a natural health product (NHP) under the Natural Health 
Products Regulations and the definition of a drug under the Food and 
Drugs Act. 

It is a contravention of the Food and Drugs Act and the Natural Health 
Products Regulations to sell NHPs in Canada unless they have been 
reviewed by Health Canada and authorized for sale. NHPs authorized for 
sale will have a Natural Product Number (NPN), a Homeopathic Medicine 
Number (DIN-HM) or an Exemption Number (EN) on the label. The sale of 
unathorized natural health products containing S. divinorum and/or 
salvinorin A may be sUbject to compliance and enforcement action by 
Health Canada under the Food and Drugs Act. 

To date, Health Canada has not licensed for sale any drug or NHP which 
contains salvia as an ingredient. 

• Health Canada does not recommend the use of products containing S. 
divinorum and/or salvinorin A because very little is known about these 
substances and their potential effects on the brain and/or body, and 
their impact on physical and mental functions. 

Q2 - Est-ce que la vente du salvia est toujours authorise ou non au Canada? 

• As previously indicated, salvia products sold for the purposes of 
modifying organic function (such as, for their hallucinogenic effect) 
are regulated as NHPs in Canada. To date, Health Canada has not licensed 
for sale approved any drug or NHP for sale which contains salvia as an 
ingredient. 

• Unauthorized drugs and ~mps may be subject to compliance and enforcement 
action by Health Canada. Complaints about the sale of unauthorized 
products containing S. divinorum and/or salvinorin A can be referred to 
the Health Products and Food Branch Inspectorate by calling 
1-800-267-9675. 

• Health Canada is currently assessing whether the regulation of Salvia 
divinorum and/or Salvinorin A under the Controlled Drugs and Substances 
Act is warranted. 

Nicole Prentice Hello, I have pulled these> response!:'ifrOllllast';. 

From: Nicole Prentice/HC-SC/GC/CA 
To: 
Date: 
Subject: 

Hello, 

Christine Roush/HC-SC/GC/CA@HWC, Elizabeth Keeping/HC-SC/GC/CA@HWC 
2010-10-2002:22 PM 
Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

I have pulled these responses from last weeks approved response to the Canadian Press. As I am not 
fully bilingual, I am not sure if these responses completely answer the questions so your suggestions are 
very welcome. 
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Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 
Nicole Prentice to: Denis Arsenault 2010-10-21 02:08 PM 
Cc. Christine Roush, Jocelyn Kula, Stephanie Chandler, Daniel 

. Galarneau, CSTD-OCS-DO 

Hi again, 

Will it be possible for us to get a response from you by 2:30 today? We won't be able to get another 
extension on this call so we will have to close it shortly. 

Thanks in advance. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-10-2102:05 PM-

From: Christine Roush/HC-SC/GC/CA 
To: "Denis Arsenault" <denis.arsenault@hc-sc.gc.ca> 
Cc: 

Date: 

"Stephanie Chandler" <stephanie.chandler@hc-sc.gc.ca>, "Mr. Daniel Galarneau" 
<Daniel.Galarneau@hc-sc.gc.ca>, "Nicole Prentice" <nicole.prentice@hc-sc.gc.ca> 
2010-10-21 11:44 AM 

Subject: Fw: Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

Denis - pis let me know asap if you are ok with the rewrite of these answers below. Thx 
Elizabeth Keeping 

----- Original Message -----
From: Elizabeth Keeping 
Sent: 2010-10-21 11:23 AM EDT 
To: Nicole Prentice 
Cc: Christine Roush; Ken Polk; Brook Bertrand 
Subject: Re: Fw: DEMANDE MEDIA - Salvia (RNC Media -

Abitibi-Temiscamingue) 
Hi, 

Here's what we are proposing as the revised response. Please confirm with your program folks that they 
are comfortable with this before sending along to MR. 

As mentioned, we can also use parts of this to respond to the Cambrian College student's question that 
just came in. 

Cheers, 
Beth 

Ql - Est-ce illegal ou simplement pas "encore authorise au Canada? (L'article 
cite la GRC qui dit qu'il ne peut rien faire aupres des acheteurs de salvia 
aussi longtemps que le gouvernement n'a pas legifere pour rendre le produit 
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illegal. ) 

• Canadians should not use products containing S. divinorum and/or 
salvinorin A because very little is known about the substance and its 
potential effects on the brain and/or body, and its impact on physical 
and mental functions. 

• When salvia products are sold for the purposes of modifying organic 
function (such as, for their hallucinogenic effect), they meet the 
definition of a natural health product (NHP) under the Natural Health 
Products Regulations and the definition of a drug under the Food and 
Drugs Act. 

It is a contravention of the Food and Drugs Act and the Natural Health 
Products Regulations to sell NHPs in Canada unless they have been 
reviewed by Health Canada and authorized for sale. NHPs authorized for 
sale will have a Natural Product Number (NPN) , a Homeopathic Medicine 
Number (DIN-HM) or an Exemption Number (EN) on the label. The sale of 
unathorized natural health products containing S. divinorum and/or 
salvinorin A may be subject to compliance and enforcement action by 
Health Canada under the Food and Drugs Act. 

To date, Health Canada has not licensed for sale any drug or NHP which 
contains salvia as an ingredient. 

Q2 - Est-ce que la vente du salvia est toujours authorise ou non aLU Canada? 

• As previously indicated, salvia products sold for the purposes of 
modifying organic function (such as, for their hallucinogenic effect) 
are regulated as NHPs in Canada. To date, Health Canada has not licensed 
for sale any drug or NHP which contains salvia as an ingredient .. 

• Unauthorized drugs and NHPs may be subject to compliance and enforcement 
action by Health Canada. Complaints about the sale of unauthorized 
products containing S. divinorum and/or salvinorin A can be referred to 
the Health Products and Food Branch Inspectorate by calling 
1-800-267-9675. 

• Health Canada is currently assessing whether the regulation of Salvia 
divinorum and/or Salvinorin A under the Controlled Drugs and Substances 
Act is warranted. 

Nicole Prentice 

From: Nicole Prentice/HC-SC/GC/CA 
To: 
Date: 
Subject: 

Hello, 

Christine Roush/HC-SC/GC/CA@HWC, Elizabeth Keeping/HC-SC/GC/CA@HWC 
2010-10-2002:22 PM 
Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

I have pulled these responses from last weeks approved response to the Canadian Press. As I am not 
fully bilingual, I am not sure if these responses completely answer the questions so your suggestions are 
very welcome. 

001385 



Re: Fw: DEMANDE MEDIA - Salvia (RNe Media - Abitibi-Temiscamingue) ca 
Nicole Prentice to: Jocelyn Kula 2010-10-2103:14 PM 
Cc: Daniel Galarneau, Denis Arsenault, Stephanie Chandler 

Thanks everyone for this response. I know it was a bit more time consuming than others. 

Nicole 

Jocelyn Kula 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Nicole Prentice/HC-SC/GC/CA@HWC 
Cc: 

Date: 

Christine Roush/HC-SC/GC/CA@HWC, CSTD-OCS-DO, Daniel Galarneau/HC-SC/GC/CA@HWC, 
Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-10-2102:32 PM 

Subject: Re: Fw: DEMANDE MEDIA - Salvia (RNC Media - Abitibi-Temiscamingue) 

Hi Nicole 

Denis et al in OCS had a teleconf with HPFB this morning (Christine was on the call) and both sides have 
agreed to the following, with a few last revisions from me. Don't believe they warrant approval by HPFB 
again but that is up to you! Red text from HPFB, blue and strikeouts from OCS. 

Approved for OCS 

Jocelyn 

Ql - Est-ce illegal ou simplement pas encore authorise au Canada? (L'article 
cite la GRC qui dit qu'il ne peut rien faire aupres des acheteurs de salvia 
aussi longtemps que le gouvernement n'a pas legifere pour rendre le produit 
illegal. ) 

• When salvia products are sold for the purposes of modifying organic 
function (such as, for their hallucinogenic effect), they meet the 
definition of a natural health product (NHP) under the Natural Health 
Products Regulations and the definition of a drug under the Food and 
Drugs Act. 

It is a contravention of the Food and Drugs Act and the Natural Health 
Products Regulations to sell NHPs in Canada unless they have been 
reviewed by Health Canada and authorized for sale. NHPs authorized for 
sale will have a Natural Product Number (NPN), a Homeopathic Medicine 
Number (DIN-HM) or an Exemption Number (EN) on the label. The sale of 
unathorized natural health products containing S. divinorum and/or 
salvinorin A may be subject to compliance and enforcement action by 
Health Canada under the Food and Drugs Act. 

To date, Health Canada has not licensed for sale any drug or NHP which 
contains salvia as an ingredient. 

• Health Canada does not recommend the use of products containing S. 
divinorum and/or salvinorin A because very little is known about these 
substances and their potential effects on the brain and/or body, and 

001386 



their impact on physical and mental functions. 

Q2 - Est-ce que la vente du salvia est toujours authorise ou non au Canada? 

• As previously indicated, salvia products sold for the purposes of 
modifying organic function (such as, for their hallucinogenic effect) 
are regulated as NHPs in Canada. To date, Health Canada has not licensed 
for sale approved any drug or NHP for sale which contains salvia as an 
ingredient. 

• Unauthorized drugs and HHPs may be subject to cmnpliance and enforcement 
action by Health Canada. Complaints about the sale of unauthorized 
products containing S. divinorum and/or salvinorin A can be referred to 
the Health Products and Food Branch Inspectorate by calling 
1-800-267-9675. 

• Health Canada is currently assessing whether the regulation of Salvia 
divinorum and/or Salvinorin A under the Controlled Drugs and Substances 
Act is warranted 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branchl Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Nicole Prentice 
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2. ISSUE 

October 21,2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of S. 
divinorum and/or its main active ingredient salvinorin A, neither of which are currently regulated 
under the Controlled Drugs and Substances Act (CDSA). These requests are further to reports 
from scientific and media sources suggesting that S. divinorum is being used by adolescents and 
young adults specifically for its hallucinogenic properties. Health Canada has also noted an 

1 
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ongoing media interest regarding the availability of S. divinorum in Canada. 

3. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules to the CDSA, and determine whether one or both substances should be 
regulated as controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stem. 1 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. S. divinorum cuttings are also available from a number 
of garden supply companies. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as controlled substances. This 
recommendation was maintained when the lAS was updated in November 2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 

I u.s. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoLgov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(l0):1634-9. 
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II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 
Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 
HPFBI to discuss S. divinorum. HPFBI was to determine appropriate compliance activities 
regarding S. divinorum and consult with the Canada Border Services Agency (CBSA) regarding 
the movement of products containing S. divino rum into and out of Canada. 

On September 13,2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals of DSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It' s Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that their 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, ifthe review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

( c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of July 2010, it is illegal to market S. divinorum when it is represented as a 
drug. <t tv her 
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4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada further to the submission of a product 
license application in which the applicant attests to all of the conditions set out in a natural 
health product monograph prepared and published by the Natural Health Products Directorate or 
submission of a product license application that provides sufficient evidence of quality, safety 
and efficacy that is assessed and approved by NHPD by the non-compendial route. The NHPR 
also require that all manufacturers, packagers, labelers, and importers be licensed w~ch in turn 
requires the presenctdr procedures respecting distribution records, product recalls,(Jroduct 
handling, storage anJ'delivery, and all other aspects of Good Manufacturing Practices as set out 
in the NHPR. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
m: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must b}; s,ub§!'Pces set o~~ ~~~~u~ 1.5~~ ~R, which is a list. of inc~u~ed ',. 
substances. sG£~~s tlmt are tradltIomli-me~ICl;Q@S or that are homeopathIc medlcmes, and that 0 ~ J'-' CL.,. 

none of the ingreqient~ ,are substance~et out on Schedule 2 which is a list of excluded 
substances~ ~t~" s~tJ~e H~ on Schedules I to V of the bgRtroUed Dmgs aft6 8ttbstftfte€s Cb~ 
Aet: Section 2(2) of the NHPR excludes those substances (except homeopathic medicines) whose 
sale is required to be pursuant to a prescription as per Section C.01.043 and thus Schedule F to 
the F&DR. As per section 93(1)(b)(vi) of the NHPR, every natural health product must be 
labeled with its authorized recommended use or purpose. In the case of S. divinorum, it is 
generally marketed for its hallucinogenic properties which are considered a modification of an 
organic function. Therefore products containing it and manufactured, sold or represented for that 
purpose"meet the definition of an NHP. 

As of July 2010, no products containing S. divinorum have been reviewed and approved by 

4 
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Health Canada and no NPNs or DIN-HMs have been issued. Therefore sales of S. divinorum are 
illegal under the NHPR if it is represented for use as a hallucinogen or if other health claims such 
as with regard to modifYing organic functions are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in the control and/or scheduling·ofthe S1:l9stam:e; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability-6fthe ~ttb~tftftee; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling-efthe Stt6st8ftee 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Both S. divinorum and salvinorin A are listed in Schedule 9 of 

/" '~:'\... 
Australia's(Standard for the Uniform Scheduling of Drugs and Poisons"n the basis of "high 
potential foraouse and risk to public health and safety.,,3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 

3 http://www.tga.goY.auindpsc/recordlrr200111.pdf 
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manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus.5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11,2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

4 http://www.cognitiveliberty.org/news/salvia_australia.htm 
5 

http://eldd.emcdda.europa.euihtml.cfm/index5176EN.html?pluginMethod=eldd.shownewsdetails&id=20/12/2006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%20and%20khat 
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On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 
possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern" which has no legal implications. According to the National Institute for 
Drug Abuse, the Drug Enforcement Agency is considering classifying salvia as a Schedule I 
drug. This Schedule includes substances such as LSD and marijuana. 

In addition, some individual states have implemented laws restricting its use, sale and/or 
distribution. As of July 2010, a number of states have enacted legislation placing regulatory 
controls on S. divinorum and/or salvinorin A including Delaware,/~;Georgia, Florida, Hawaii, 
Illinois, Kansas, Kentucky, Maryland, Mississippi, Missouri, Nebraska, North Dakota, Ohio, 
Oklahoma, South Dakota, Wisconsin, Virginia, California, Louisiana, Maine, North Carolina, 
and Tennessee. More details regarding the regulation of S. divinorum in these last five states are 
provided below. 

California 

As of January 1,2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divino rum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
,than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 
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In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1,2009, the North Carolina State Legislature brought a new law into force 
which made Salvia divinorum and salvinorin A illegal. The only legal S. divinorum 
activities are the growing for aesthetic, landscaping, or decorative purposes or university
affiliated medical or pharmacological research. 

Tennessee 

On July 1,2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and if) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances Listed in the Schedules to the 
CDSA 

The psychoactive ingredient in Salvia divinorum is the neoclerodane diterpene salvinorin A.6 

Other plants which contain psychotropic terpenoids are Artemisia absinthium (wormwood) and 
Cannabis sativa.7 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the Ir'.:>lo,.;' (~ 
serotonin-2A receptor or any other molecular target of classical hallucinogens {referepce2}--:fustead, -
the availa~~ research suggests the psychotropic effects of salvinorin A are mediated by its agonistic 
actions at K-opioid (KOR) receptor.s Its mechanism of action is therefore unique.9 

6 Prisinzano TE. Psychopharmacology ofthe hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
7 Wolowich WR. Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
8 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3;99(18):11934-9. , 

9 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
J un;43 ( I ):53-6. 
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The psychoactive effects of S. divinorum vary in onset and duration and include the sensation of 
becoming an object, visions of various two-dimensional surfaces, films and membranes, 
revisiting places of the past (particularly childhood), perceived loss of the body and/or identity, 
various sensations of motion (being pulled or twisted by a force of some kind), uncontrollable 
hysterical laughter, and overlapping realities (perceptions of being in more than one place).lo 
Laughter, happiness, sense of well-being and dissociative effects were deemed the most positive 
aspects of S. divinorum by users, second only to the "trip" that the drug elicits. II 
Depersonalization, speaking gibberish, widening of consciousness and subjective illusions of 
rapid movement, flying or hovering have also been reported. 12 

The psychotomimetic effects of S. divinorum closely resemble schizoid symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP). \3 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. 14 Its strong dissociative effects are often compared to those of 
ketamine. 15 Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 16 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience are quite unique;17 

S. divinorum causes an unusually high degree of sedation, weakness and fatigue, while the 
increased de-realization is not commonly reported for classical psychedelics. 18 The combination 
of these effects seems to correlate with that of other KOR agonists such as pentazocine. 19 

10 Siebert OJ. Salvia divinorum and salvinorin A: new phannacologic fmdings. J Ethnophannacol. 1994 
Jun;43(1):53-6. . 
II Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
12 Biicheler R. Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Phannacopsychiatry. 2005 Jan;38(l): 1-5 and Siebert OJ. Salvia divinorum and salvinorin A: new phannacologic 
findings. J Ethnopharmacol. 1994 Jun;43( 1 ):53-6. 
13 Biicheler R. Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Phannacopsychiatry. 2005 Jan;38(1):1-5. 
14 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
15 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Phannacotherapy. 2006 Sep;26(9): 1268-72. 
16 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj M1. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
17 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnophannacol. 1994 
lun;43(1):53-6 and Gonzalez 0, Riba J, Bouso JC, Gomez-larabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
18 Gonzalez 0, Riba 1, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
19 Arasteh K, Poudevida S, Farre M, Roset PN, Cami 1. Response patterns of the Spanish version of the 49-item 
short fonn of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1 ;55(1-2): 117-25. 
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The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length of time the material spends in the mouth, with the onset of 
effect generally taking 5-10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside.2o 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) are the quickest and most intense?l Salvinorin A can be 
isolated from the plant to make a powder which can be vaporized and inhaled. The onset of 
effects felt from vaporizing salvinorin A powder occurs in about 30 seconds and effects last for 
about 5-10 minutes and then subside over the next 30 minutes.22 

Smoking is by far the most popular method of administration23 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A. A concentrated extract can also be used 
sub lingually. Neither S. divinorum nor salvinorin A can be injected because the powder is 
insoluble in water.24 

4.2.3 Legitimate Use of the Substance, including Therapeutic, Scientific, Industrial or 
Commercial Uses 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico,25 where an infusion of the leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 
stomach.26 Its main use today is, however, for its psychedelic properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rituals.27 

20 Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic findings. J Ethnophannacol. 1994 
Jun;43(1 ):53-6. 
21 Wolowich WR, Perkins AM, Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
22 Siebert DJ. Salvia divinorum and sa1vinorin A: new phannaco10gic findings. J Ethnophannacol. 1994 
Jun;43( 1 ):53-6. 
23 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
24 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
25 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
26 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327 /0 IIMunr02006thesis.pdf February 2007. 
27 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
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Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use?8 In addition, while it has been speculated that KOR agonists 
may be useful in the treatment of certain psychiatric disorders including Alzheimer's disease, 
schizophrenia, dementia and bipolar disorder, 29much more research is needed in order to 
substantiate these hypotheses. Similarly, another study has suggested that chemical analogues of 
salvinorin A may be a useful treatment for those SUffering from addiction to other substances. 30 

That said there are presently no recognized medical uses for S. divinorum in Canada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. Most 
websites offering S. divinorum cuttings and seeds for sale appear to do so in the context of 
growing the plant for "recreational" pu~sehlather than out of horticultural interest or for its 
esthetic appeal. S. divinorum is ~Mt;:e1hn~ as incense. HQ.\Veyer, there is no evidence that 
S. divinorum has any fragrant properties that would legitimize its..l~ ~ iite~se. Therefore it is 
believed that the marketing of this plant as an incense is a recent invention to avoid compliance 
and enforcement actions by Health Canada. 

4.2.4 Potential for Abuse and/or Addiction Liabilitym-41le ~~gtaA:€e 

Salvinorin A is a potent, selective agonist of the K-opioid receptor (KOR), and in contrast to the 
euphoria produced by J.1-opioid receptor (MOR) agonists such as morphine, KOR agonists are 
negatively reinforcing and aversive. In addition, KOR agonists have analgesic properties but are 
not associated with respiratory depression like MOR agonists. Finally, while MOR agonists 
increase the release of dopamine, the activation ofKOR decreases dopamine release in the 
nucleus accumbens.31 In the case ofMOR agonists, the increase of dopamine acts as a positive 
reinforcer. This action motivates the user to use the drug again, which could lead to drug abuse 
and/or addiction. For KOR agonists, this is not the case. 

The aversive effects of KOR agonists suggest that the risk of addiction to S. divinorum is 
negligible. However, very few controlled scientific studies of the physical and psychotropic 
effects of S. divinorum on humans have been carried out. Therefore, it is difficult to predict with 
certainty its potential for addiction and abuse. In studies that have been conducted, there is 
conflicting information around the addiction liability of S. divino rum in both animals and 

28 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
29 Sheffler OJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3): 107-109. 
30 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
31 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lith Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
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humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.32 Further studies in this area and on th~laiatC:!d decrease of dopamine as vleH as the , 
impaet of dose on effects are also required, II\. o~1-o fV \l7 ul\('1Q)S"~ W ~, 'eh ",\ 
\b~~o..' o'i .\~~ ~v\oS\-o.Ac.e· 

While concerns for the potential of abuse were once minimal because 1 kg of dried leaves yields 
·lonly 3 to 6 human doses of salvinorin A, it was discovered that vaporizing and inhaling 200-500 
micrograms had profound hallucinogenic effects.3(j3-iven that only small doses of this 
substance are necessary to achieve the desired effects, there is a higher potential for abuse. The 
extraction of salvinorin A from the plant is simple, and with care, approximately 1.5 grams of 
pure salvinorin A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. This is 
enough for 2000 human doses.34 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

In Canada, the extent of actual abuse of Salvia divinorum and/or salvinorin A is relatively 
unknown. There is, however, some data regarding the prevalence of use of Salvia divinorum in 
Canada, despite the lack of legitimate uses for this plant. Questions about the use of S. 
divinorum were included in the 2009 Ontario Student Drug Use and Health Survey, the 2008-
2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use Monitoring Survey. 

It is difficult to determine the extent of actual abuse of S. divinorum in Canada or elsewhere as 
there appear to b~ inconsistencies in the literature regarding risk aversion. For example, one 
author states: "Many who have used salvinorin A find the experience extremely unnerving, 
frightening and overly intense and most have no desire to repeat the experience.,,35 However, 
another study suggested that this is not the experience of all recreational users of S. divinorum.36 

Over eighty percent of users surveyed on a web-based questionnaire about their S. divinorum use 
said that they would probably or definitely use S. divinorum again.37 Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 

32 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Phannacopsychiatry. 2005 Jan;38(l):1-5. 
33 Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic fmdings. J Ethnophannacol. 1994 
Jun;43( 1 ):53-6. 
34 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
35 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

36 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Biicheler R, Gleiter CH, 
Schwoerer P, Gaertner 1. Use of nonprohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Phannacopsychiatry. 2005 
Jan;38(l):1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
37 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
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experience, persisting negative effects (most often anxiety),38 sweating, chills, increased diuresis, 
impaired vigilance,39 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they' comedown' from the 
drug.40 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18,2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11 th 
graders (8.6%) and 12th graders (8.4%); and 

• There are significant regional variations, with students in Northern Ontario (9.2%) most 
likely to use Salvia divino rum. 

The results of the 2008-2009 Youth Smoking Survey were published on May 31, 2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. In this regard, it is difficult to speculate 
on the causality of such differences. 

38 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
39 Bilcheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(1): 1-5. 
~oGonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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The Canadian Alcohol and Drug Use Monitoring Survey specifically examined\1;ja1via for the 
first time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they 
had used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%. 
1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% had used 
ecstasy and 0.7% used illicit hallucinogens. 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, as shown in the following table. It is, however, difficult to 
determine how this data reflects the extent of actual abuse of salvinorin A in Canada. 

NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Year Count 
2006 9 
2007 8 
2008 4 
2009 20 

2010 (as of May 7) 8 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divino rum products that were seized from 2000 through to 2009. 

ANALYZED SAL VIA DIVINORUM or SALVINORIN A SEIZURES 

(Number of ItemslExhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 
NFLIS- 0 0 0 0 1 8 12 

StateILocat1 

STRIDE2 0 0 1 1 1 0 0 
TOTAL 0 0 1 1 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data quened 11/24/08, updated 06/10/2010 
I NFLIS reported seizures of Salvia divinorum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 

2007 2008 
12 70 

0 N/A 
12 70 

2009* 
34 

N/A 
34 

* In,e1udes onl~ Jan,nary - May data i~ 2009. , ", ", "iN s /1 ~ 'j-p. ~ k ,-)~el ~ 
','t'):'\U ~5o--.~ it .5' cL N,G-V l+ h, &.QJ€/lJ\A,/-e ~v.J l\~A C~ \ ," ~.u ... + r- 1- ':JZ 
~ re Jf.RC+ -'\V~ o..O~~ 1l'->-1 -~ 01" C\ r:.u 
4.2.6 Risk to Personal and Public Health and Safety O~ 'S. oJ... ,... r~: c ...... : ,,", t~ usf\. 

The increase in both the number of enquiries from various municipalities and members of the 
public and the amount of media interest regarding the availability of Saliva divinorum in Canada 
may be an indication that the recreational use of S. divinorum as a hallucinogen is on the rise. 
However, there are no available statistics that indicate there has been a significant increase in S. 
divinorum use in the Canadian population and; ill e6ml'Mi~oI1 ((5 the use of othet eil'tlgs SliSR as 
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aleehot and cannabis, the a~tuaJ use ofS divinorum is EttIite lew. 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. As this substance is typically smoked, there is no risk 

I ~C~:S~disease transmission as is the case when a drug is injected. Users may get up and walk around 
\.r' without apparent awareness of their movements, behaviour or surroundings, and distinction 

between self and surroundings is often lost. At doses greater than Img of salvinorin A, out of 
body experiences are frequent and loss of consciousness has been reported.41 There is little 
information regarding the social behaviours of persons under the influence of S. divinorum 
products, and what risks their activities such as operating a motorized vehicle may pose to the 
general public. There is also very little data regarding the toxicity, teratogenicity or other long
term effects of S. divino rum use.42 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum and none ef these have advlSert
that the lise ef 8. ai';i149FIIR4 poses :;;my th:reat to pub~ The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding the physiological and psychotropic effects of S. divinorum 
use have been published in the academic literature. An international case report described the 
perceptions of a 19 year-old man after inhaling S. divinorum smoke. The peak psychotropic 
effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.43 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divino rum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use.44 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period oftime.45 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 

41 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(l ):53-6. 
42 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. P\anta Med 2007 lun;73: 1 039-1 046. 

44 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
45 http://www.kvbc.comlG\oba\/story.asp?S=4893692 
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I lin fCJrrCC!:ltioc! 
s.21(1)(a) 
s.21(1)(b) 

they purchase A study by Wolowich et al. (2006)4~ s~5ed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated e label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine . 

Health Canada has.o~ ~eag.tal informatioQa)2~)Ut the use and abuse of S. divinorum in Canada '~f ;.~ 
as well as the tlneMS. divinorum may POs'tIi~'t~e health and safety of Canadians. There are 
several reports of domestic adverse reactions related to the use of S. divinorum that have been 
received through the Canada Vigilance database. However, this does not reflect true incidence 
due to under-reporting. €on~idelilIg also the limited population expuswe infOlllIation, it ig..oot 
possible to ade~tely eharactenze the nsk to the generai populMion. 

5. ASSESSMENT OF RISKS AND BENEFITS 

6. IDENTIFICATION AND ANALYSIS OF OPTIONS 

46 Wolowich WR, Perkins AM, Cienki JJ. Analysis ofthe psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Phannacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 

The KOR-mediated aversive and dysphoric effects of Salvia divinorum do not appear to be 
hampering its use as young adults have begun smoking the leaves and leaf extract 
recreationally.47 It can be purchased through online botanical companies and other drug 
promotion sites and is often touted as a legal alternative to substances such as cannabis and 
mescaline.48 Interestingly, after being widely available for over a decade, the drug does not 
appear to have had the same social impact as LSD or ecstasy.49 

While there has been an increase over the past few years in the number of enquiries from various 
municipalities and members of the public regarding the availability of Salvia divinorum as a +~ ~ e.J 
hallucinogen, accm:QiBg fe 8vailal:Jle sfatistie~, the repOIted uSe of 8. diviilOi ttl" by ye\iBg. ~,~' e;: V~ 
Canaaiaas is HRisllleViref tfttm tftat ef alesesl Sf sannaBis-.(\?\ ye f~~:;.~.:'61 ;ZJ,~or~ ( ...J~ 

'i'o Ii) ~ .+~'S 'S'vbs;~ <!<1 • 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 

MVr~;"~-labeJjng of the product indicates that it is to be used for human consumption and can modify an 
- organic function. 

The previo ecommendation to schedule S. divino rum under the CDSA was likely based 
on a misunderstandin of the (previously-described) criteria upon which scheduling decisions are 
made within the Hea~y Environments and Consum Sa ty Branch (HECSB). In parfcular, it 
did not/consider a n ber of factors, including po,tential fo abuse and risk to public h alt d 
safety! The Office of ontrolled Substances (qeS) was als not consulted by HPFB t the ti~e 
this recommendation s made. In additi~-funong countrie who have decided t control S. 
divinorum in some way, v· ubstantiation of the upon which 
the decision was based are available. 

47 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
48 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
49 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv .unimelb.edu.aularchive/00002327 /01 /Munro2006thesis.pdf February 2007. 
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s.21(1)(b) 

vV\e.-l ~ rr 
,./-~r Salvia divinorum ne£ salvinorin Almeet the criteria for scheduling a substance under the 

/
1 CD SA. Despite being regulated in some jurisdictions, neither the plant nor salvinorin A are 

scheduled under any of the UN Drug Control Conventions. S. divinorum and salvinorin A are 
not structurally or pharmacologically similar to other substances included in the schedules to the 
CDSA. There are also currently no legitimate therapeutic or industrial uses for S. divinorum. 
The abuse liability and potential for dependence of S. divinorum is not known as very few 
controlled scientific studies of its physical and psychotropic effects have been carried out on 
humans. The extent of actual abuse of S. divino rum is also largely unknown. Evidence of a risk 
to public health and safety is anecdotal in nature and not quantified in any way as there is a lack 
of information regarding abuse in Canada. 

8. RECOMMENDATIONS 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that ~ S. divinorum is. Pt> f 
~ea~ily available, itel:6es Het 9f'l'e~ t~ I'ese a tmeat to pttblie safety. rNtd }~. ISP .'~ f A"J.u'\ r-CL~ 
Y\~ .V ~.s hJ ,;ye~f (ts 5Ca.l.e, 
OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products that modify organic functions can be refused for import under the NHPR. 

OCS brought S. divinorum and salvinorin A to the Controlled Substances Scheduling Working 
Group (CSS-WG) in August 2010 to discuss the possibility of regulatory control of these 
substances. The CSS-WG recommended that both S. divinorum and salvinorin A be included 
under Schedule III to the CDSA. 

10. IMPLEMENTATION AND EVALUATION 
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2. ISSUE 

October 22, 2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of S. 
divinorum and/or its main active ingredient salvinorin A, neither of which are currently regulated 
under the Controlled Drugs and Substances Act (CDSA). These requests are further to reports 
from scientific and media sources suggesting that S. divinorum is being used by adolescents and 
young adults specifically for its hallucinogenic properties. Health Canada has also noted an 
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ongoing media interest regarding the availability of S. divinorum in Canada. 

3. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules to the CDSA, and determine whether one or both substances should be 
regulated as controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stem. I 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. S. divinorum cuttings are also available from a number 
of garden supply companies. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as controlled substances. This 
recommendation was maintained when the lAS was updated in November 2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoLgov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(lO): 1634-9. 
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II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 
Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 
HPFBI to discuss S. divinorum. HPFBI was to determine appropriate compliance activities 
regarding S. divinorum and consult with the Canada Border Services Agency (CBSA) regarding 
the movement of products containing S. divinorum into and out of Canada. 

On September 13,2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals of DSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It' s Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that their 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

( c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of October 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 
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4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada further to the submission of a product 
license application in which the applicant attests to all of the conditions set out in a natural 
health product monograph prepared and published by the Natural Health Products Directorate or 
submission of a product license application that provides sufficient evidence of quality, safety 
and efficacy that is assessed and approved by NHPD by the non-compendial route. The NHPR 
also require that all manufacturers, packagers, labelers, and importers be licensed which in turn 
requires the presence of procedures respecting distribution records, product recalls, product 
handling, storage and delivery, and all other aspects of Good Manufacturing Practices as set out 
in the NHPR. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must be substances set out in Schedule 1 to the NHPR, which is a list of included 
substances. Included substances are those substances that are traditional or homeopathic 
medicines, and of which none of the ingredients are substances set out in Schedule 2, which is a 
list of excluded substances. Excluded substances include any substance listed on Schedules I to 
V of the CDSA. Section 2(2) of the NHPR excludes those substances (except homeopathic 
medicines) whose sale is required to be pursuant to a prescription as per Section C.Ol.043 of the 
F&DR. As per section 93(1)(b)(vi) of the NHPR, every natural health product must be labeled 
with its authorized recommended use or purpose. In the case of S. divinorum, it is generally 
marketed for its hallucinogenic properties which are considered a modification of an organic 
function. Therefore products that contain S. divinorum and are manufactured, sold or represented 
for use as a hallucinogen meet the definition of an NHP. 

As of October 2010, no products containing S. divinorum have been reviewed and approved by 
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Health Canada and no NPNs or DIN-HMs have been issued. Therefore sales of S. divinorum are 
illegal under the NHPR if it is represented for use as a hallucinogen or if other health claims such 
as with regard to modifying organic functions are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CD SA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in the control and/or scheduling; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Both S. divinorum and salvinorin A are listed in Schedule 9 of 
Australia's Standard for the Un!form Scheduling of Drugs and Poisons on the basis of "high 
potential for abuse and risk to public health and safety.,,3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 

3 http://www.tga.gov.au/ndpsc/recordJrr200111.pdf 
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manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus.5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11,2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

~ http://www.cognitiveliberty.org/news/salvia_australia.htm 
5 

http://eldd.emcdda.europa.eulhtml.cfinlindex5176EN .html?pluginMethod=eldd.shownewsdetails&id=20/ 12/2006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%20and%20khat 
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On January 28, 2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 
possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern" which has no legal implications. According to the National Institute for 
Drug Abuse, the Drug Enforcement Agency is considering classifying salvia as a Schedule I 
drug. This Schedule includes substances such as LSD and marijuana. 

In addition, some individual states have implemented laws restricting its use, sale and/or 
distribution. As of July 2010, a number of states have enacted legislation placing regulatory 
controls on S. divinorum and/or salvinorin A including Delaware, Georgia, Florida, Hawaii, 
Illinois, Kansas, Kentucky, Maryland, Mississippi, Missouri, Nebraska, North Dakota, Ohio, 
Oklahoma, South Dakota, Wisconsin, Virginia, California, Louisiana, Maine, North Carolina, 
and Tennessee. More details regarding the regulation of S. divinorum in these last five states are 
provided below. 

California 

As of January 1,2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a tine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 
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In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1,2009, the North Carolina State Legislature brought a new law into force 
which made Salvia divinorum and salvinorin A illegal. The only legal S. divinorum 
activities are the growing for aesthetic, landscaping, or decorative purposes or university
affiliated medical or pharmacological research. 

Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and if) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances Listed in the Schedules to the 
CDSA 

The psychoactive ingredient in Salvia divino rum is the neoclerodane diterpene salvinorin A.6 
Other plants which contain psychotropic terpenoids are Artemisia absinthium (wormwood) and 
Cannabis sativa.7 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens. 8 Instead, the 
available research suggests the psychotropic effects of salvinorin A are mediated by its agonistic 
actions at the K-opioid (KOR) receptor.9 Its mechanism of action is therefore unique. 10 

6 Prisinzano TE. Psychophannacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
7 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Phannacotherapy. 2006 Sep;26(9): 1268-72. 
8 Wolowich WR, Perkins AM, Cienki JJ. Analysis ofthe psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. . 
9 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Nat! Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 
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The psychoactive effects of S. divinorum vary in onset and duration and include the sensation of 
becoming an object, visions of various two-dimensional surfaces, films and membranes, 
revisiting places of the past (particularly childhood), perceived loss of the body and/or identity, 
various sensations of motion (being pulled or twisted by a force of some kind), uncontrollable 
hysterical laughter, and overlapping realities (perceptions of being in more than one place ).11 
Laughter, happiness, sense of well-being and dissociative effects were deemed the most positive 
aspects of S. divinorum by users, second only to the "trip" that the drug elicits. 12 
Depersonalization, speaking gibberish, widening of consciousness and subjective illusions of 
rapid movement, flying or hovering have also been reported. 13 

The psychotomimetic effects of S. divinorum closely resemble schizoid symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin.15 Its strong dissociative effects are often compared to those of 
ketamine. 16 Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 17 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 

11 ' .• 18 overa expenence are qUIte unIque. 

S. divinorum causes an unusually high degree of sedation, weakness and fatigue, while the 
increased de-realization is not commonly reported for classical psychedelics. 19 The combination 

10 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(l):53-6. 
11 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(l):53-6. 
12 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
13 Blicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 lan;38(l): 1-5 and Siebert 01. Salvia divinorum and salvinorin A: new pharmacologic 
findings. 1 Ethnopharmacol. 1994 lun;43( I ):53-6. 
14 Blicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 lan;38(l): 1-5. 
15 Siebert 01. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
16 Wolowich WR, Perkins AM, Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
17 Gonzalez D, Riba 1, Bouso lC, Gomez-larabo G, Barbanoj Ml. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
18 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
Jun;43(l):53-6 and Gonzalez D, Riba 1, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
19 Gonzalez D, Riba 1, Bouso JC, Gomez-larabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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of these effects seems to correlate with that of other KOR agonists such as pentazocine.2o 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length of time the material spends in the mouth, with the onset of 
effect generally taking 5-10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside?! 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) are the quickest and most intense?2 Salvinorin A can be 
isolated from the plant to make a powder which can be vaporized and inhaled. The onset of 
effects felt from vaporizing salvinorin A powder occurs in about 30 seconds and effects last for 
about 5-10 minutes and then subside over the next 30 minutes.23 

Smoking is by far the most popular method of administration24 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A. A concentrated extract can also be used 
sub lingually. Neither S. divinorum nor salvinorin A can be injected because the powder is 
insoluble in water.25 

4.2.3 Legitimate Use of the Substance, including Therapeutic, Scientific, Industrial or 
Commercial Uses 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico,26 where an infusion of the leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 

20 Arasteh K, Poudevida S, Farre M, Roset PN, Cami 1. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 JUll 1;55(1-2):117-25. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
22 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(l):53-6. 
24 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
26 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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stomach.27 Its main use today is, however, for its psychedelic properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rituals.28 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use.29 In addition, while it has been speculated that KOR agonists 
may be useful in the treatment of certain psychiatric disorders including Alzheimer's disease, 
schizophrenia, dementia and bipolar disorder, 30much more research is needed in order to 
substantiate these hypotheses. Similarly, another study has suggested that chemical analogues of 
salvinorin A may be a useful treatment for those suffering from addiction to other substances.3l 

That said there are presently no recognized medical uses for S. divinorum in Canada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. Most 
websites offering S. divinorum cuttings and seeds for sale appear to do so in the context of 
growing the plant for "recreational" purposes, rather than out of horticultural interest or for its 
esthetic appeal. S. divinorum is also marketed as incense. However, there is no evidence that S. 
divinorum has any fragrant properties that would legitimize such a use. Therefore it is believed 
that the marketing of this plant as an incense is a recent invention to avoid compliance and 
enforcement actions by Health Canada. 

4.2.4 Potential for Abuse and/or Addiction Liability 

Salvinorin A is a potent, selective agonist of the K-opioid receptor (KOR), and in contrast to the 
euphoria produced by Jl-opioid receptor (MOR) agonists such as morphine, KOR agonists are' 
negatively reinforcing and aversive. In addition, KOR agonists have analgesic properties but are 
not associated with respiratory depression like MOR agonists. Finally, while MOR agonists 
increase the release of dopamine, the activation of KOR decreases dopamine release in the 
nucleus accumbens.32 In the case ofMOR agonists, the increase of dopamine acts as a positive 
reinforcer. This action motivates the user to use the drug again, which could lead to drug abuse 
and/or addiction. For KOR agonists, this is not the case. 

27 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv. unimelb.edu.aularchive/00002327 /0 lIMunr02006thesis.pdf February 2007. 
28 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
29 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
30 Sheffler OJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3): 107-109. 
31 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
32 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
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The aversive effects of KOR agonists suggest that the risk of addiction to S. divinorum is 
negligible. However, very few controlled scientific studies of the physical and psychotropic 
effects of S. divinorum on humans have been carried out. Therefore, it is difficult to predict with 
certainty its potential for addiction and abuse. In studies that have been conducted, there is 
conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.33 Further studies in this area and on the KOR mediated decrease of dopamine are also 
required in order to fully understand the addiction potential of this substance. 

While concerns for the potential of abuse were once minimal because 1 kg of dried leaves yields 
sonly 3 to 6 human doses of salvinorin A, it was discovered that vaporizing and inhaling 200-500 
micrograms had profound hallucinogenic effects.34 Given that only small doses of this 
substance are necessary to achieve the desired effects, there is a higher potential for abuse. The 
extraction of salvinorin A from the plant is simple, and with care, approximately 1.5 grams of 
pure salvinorin A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. This is 
enough for 2000 human doses.35 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

In Canada, the extent of actual abuse of Salvia divinorum and/or salvinorin A is relatively 
unknown. There is, however, some data regarding the prevalence of use of Salvia divinorum in 
Canada, despite the lack of legitimate uses for this plant. Questions about the use of S. 
divinorum were included in the 2009 Ontario Student Drug Use and Health Survey, the 2008-
2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use Monitoring Survey. 

It is difficult to determine the extent of actual abuse of S. divinorum in Canada or elsewhere as 
there appear to be inconsistencies in the literature regarding risk aversion. For example, one 
author states: "Many who have used salvinorin A find the experience extremely unnerving, 
frightening and overly intense and most have no desire to repeat the experience.,,36 However, 
another study suggested that this is not the experience of all recreational users of S. divinorum.37 

33 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Phannacopsychiatry. 2005 Jan;38(1): 1-5. 
34 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(l):53-6. 
35 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
36 Turner OM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

37 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Bat:banoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62, BUcheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner'S Sage). Pharmacopsychiatry. 2005 
Jan;38(l):1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
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Over eighty percent of users surveyed on a web-based questionnaire about their S. divinorum use 
said that they would probably or definitely use S. divinorum again.38 Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 
experience, persisting negative effects (most often anxiety),39 sweating, chills, increased diuresis, 
impaired vigilance,40 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 
drug.41 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11 th 
graders (8.6%) and 12th graders (8.4%); and 

• There are significant regional variations, with students in Northern Ontario (9.2%) most 
likely to use Salvia divinorum. 

The results of the 2008-2009 Youth Smoking Survey were published on May 31, 2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

38 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
39 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
40 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(l):1-5. 
41 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. In this regard, it is difficult to speculate 
on the causality of such differences. 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined salvia for the first 
time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they had 
used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%. 
1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% had used 
ecstasy and 0.7% used illicit hallucinogens. 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, as shown in the following table. It is, however, difficult to 
determine how this data reflects the extent of actual abuse of salvinorin A in Canada. 

NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Year Count 
2006 9 
2007 8 
2008 4 
2009 20 

2010 (as of May 7) 8 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SAL VIA DIVINORUM or SAL VINORIN A SEIZURES 

JNumber of ItemslExhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 
NFLIS- 0 0 0 0 1 8 12 

State/Local l 

STRIDE2 0 0 1 1 1 0 0 
TOTAL 0 0 1 1 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data quened 11/24/08, updated 06/10/2010 
I NFLIS reported seizures of Salvia divinorum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - May data in 2009. 

2007 2008 
12 70 

0 N/A 
12 70 

2009* 
34 

N/A 
34 

Once again, it is difficult to determine how this data can be used to reflect the actual extent of 
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abuse of S. divinorum and salvinorin A in the United States. 

4.2.6 Risk to Personal and Public Health and Safety 

The increase in both the number of enquiries from various municipalities and members of the 
public and the amount of media interest regarding the availability of Saliva divinorum in Canada 
may be an indication that the recreational use of S. divinorum as a hallucinogen is on the rise. 
However, there are no available statistics that indicate there has been a significant increase in S. 
divinorum use in the Canadian population. 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. As this substance is typically smoked, there is no risk 
of infectious disease transmission as is the case when a drug is injected. Users may get up and 
walk around without apparent awareness of their movements, behaviour or surroundings, and 
distinction between self and surroundings is often lost. At doses greater than lmg of salvinorin 
A, out of body experiences are frequent and loss of consciousness has been reported.42 There is 
little information regarding the social behaviours of persons under the influence of S. divinorum 
products, and what risks their activities such as operating a motorized vehicle may pose to the 
general public. There is also very little data regarding the toxicity, teratogenicity or other long
term effects of S. divinorum use.43 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding the physiological and psychotropic effects of S. divinorum 
use have been published in the academic literature. An international case report described the 
perceptions of a 19 year-old man after inhaling S. divinorum smoke. The peak psychotropic 
effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.44 Another report involved a IS-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use.45 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 

42 Siebert OJ. Salvia divinorum and salvinorin A: new phannacologic findings. J Ethnophannacol. 1994 
lun;43(l ):53-6. 
43 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Phannacology and Analytical Methodology. Planta Med 2007 lun;73: 1039-1046. 

45 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102,823-824. 
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17-year-old boy committed suicide after smoking S. divinorum for an unknown period oftime.46 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase A study by Wolowich et ai. (2006), showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 47 

Health Canada has some information about the use and abuse of S. divinorum in Canada that 
indicate that S. divinorum may pose a risk to the health and safety of Canadians. There are 
several reports of domestic adverse reactions related to the use of S. divinorum that have been 
received through the Canada Vigilance database. However, this does not reflect true incidence 
due to under-reporting. 

5. ASSESSMENT OF RISKS AND BENEFITS 

6. IDENTIFICATION AND ANALYSIS OF OPTIONS 

~6 http://www.kvbc.comiGlobai!stmy.asp?S=4893692 
47 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 

The KOR-mediated aversive and dysphoric effects of Salvia divinorum do not appear to be 
hampering its use as young adults have begun smoking the leaves and leaf extract 
recreationally.48 It can be purchased through online botanical companies and other drug 
promotion sites and is often touted as a legal alternative to substances such as cannabis and 
mescaline.49 Interestingly, after being widely available for over a decade, the drug does not 
appear to have had the same social impact as LSD or ecstasy.50 

While there has been an increase over the past few years in the number of enquiries from various 
municipalities and members of the public regarding the availability of Salvia divinorum as a 
hallucinogen, there does not appear to be a significant increase in the reported use of this 
substance. 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divino rum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
marketing of the product indicates that it is to be used for human consumption and can modify an 
organic function. 

Salvia divinorum and salvinorin A meet the criteria for scheduling a substance under the CD SA. 
While neither the plant nor salvinorin A are scheduled under any of the UN Drug Control 
Conventions, a number of countries and American states have taken steps to control the 
distribution and use of these substances. S. divinorum and salvinorin A are pharmacologically 
similar to other substances included in Schedule III to the CDSA, such as LSD and psilocybin. 
There are also currently no legitimate therapeutic, commercial or industrial uses for S. divinorum. 

~8 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
49 Wolowich WR, Perkins AM. Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
50 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327 101 IMunro2006thesis.pdf February 2007. 
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While the potential for physical dependence of S. divinorum appears to be low, there is a 
significant potential for its abuse as a 'legal' hallucinogen. There is very little information with 
regards to the long-term effects of S. divinorum use. There is also evidence of abuse, particularly 
by Canadian youth and adolescents, and potential for risk to public health and safety. 

8. RECOMMENDATIONS 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that S. divinorum is readily 
available and law enforcement agencies have no legal means to prevent its sale. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products that modify organic functions can be refused for import under the NHPR. 

OCS brought S. divinorum and salvinorin A to the Controlled Substances Scheduling Working 
Group (CSS-WG) in August 2010 to discuss the possibility of regulatory control of these 
substances. The CSS-WG recommended that both S. divinorum and salvinorin A be included 
under Schedule III to the CDSA. 

10. IMPLEMENTATION AND EVALUATION 
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2. ISSUE 

October 22, 2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of S. 
divinorum and/or its main active ingredient salvinorin A, neither of which are currently regulated 
under the Controlled Drugs and Substances Act (CDSA). These requests are further to reports 
from scientific and media sources suggesting that S. divinorum is being used by adolescents and 
young adults specifically for its hallucinogenic properties. Health Canada has also noted an 
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ongoing media interest regarding the availability of S. divinorum in Canada. 

3. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules to the CDS.A, and determine whether 0.n.:~"9r J2Qth.§'!1bst~ should be ~ __ 
regulated as controlled substances In Canada. "---7 J-h I ~ .fli'~~_ ('l r 

4. CONTEXT 
tINt- ..... ~ dt ff--(J/l \ . '"') 

'1 II ,: Ii ( 
~ ll~,,>t1A"(""5 . 

( .... \\j~ 
1'" 

Salvia divinorum is a species of sage which belongs to the/mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also kn~as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stem. 1 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bOUght at head 
shops or alternative life style stores, etc. S. divino rum cuttings are also available from a number 
of garden supply companies. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS), which recommended that S. 
divinorum and its active ingredient salvinorin A be regulated as controlled substances. This 
recommendation was maintained when the lAS was updated in November 2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 

I U.s. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(l0): 1634-9. 
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II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 
Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 
HPFBI to discuss S. divinorum. HPFBI was to determine appropriate compliance activities 
regarding S. divinorum and consult with the Canada Border Services Agency (CBSA) regarding 
the movement of products containing S. divinorum into and out of Canada. 

On September 13,2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals of DSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that their 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NO C) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of October 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 
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4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
a:e issued o?ce.a p~oduct. is authoriz~d for sale in Canada further t~.the submis~ion of a prod~~ff;{ 
hcense apphcatIOn m whIch the apphcant attests to all of the condItions set out In ~natural_ lk i 
health p..roduct monngroph prepared and published by the Natural Health Products Directorate or [\+.~t \ 
submission of a product license application that provides sufficient evidence of quality, safety I (. 

anI d effic~cy thhat ilslasse~~;d and approvked by NIHbPD
I 

by thde ~o~-com~Il~~a1rou~e:{~~h· ~!:!~~ _~) 
a so reqmre t at a manwacturers, pac agers, a e ers, an Importers e lcense w IC In tum----:..r \ 
requires the presence of procedures respecting distribution records, product recalls, product 
handling, storage and delivery, and all other aspects of Good Manufacturing Practices as set out 
in theNHPR. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
m: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must be substances set out in Schedule 1 to the NHPR, which is a list of included 
substances. Included substances are those substances that are traditional or homeopathic 
medicines, and of which none of the ingredients are substances set out in Schedule 2, which is a 
list of excluded substances. Excluded substances include any substance listed on Schedules I to 
V of the CDSA. Section 2(2) of the NHPR excludes those substances (except homeopathic 
medicines) whose sale is required to be pursuant to a prescription as per Section C.01.043 of the 
F&DR. As per section 93(l)(b)(vi) of the NHPR, every natural health product must be labeled 
with its authorized recommended use or purpose. In the case of S. divinorum, it is generally 
marketed for its hallucinogenic properties which are considered a modification of an organic 
function. Therefore products that contain S. divinorum and are manufactured, sold or represented 
for use as a hallucinogen meet the definition of an NHP. 

As of October 2010, no products containing S. divinorum have been reviewed and approved by 
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Health Canada and no NPNs or DIN-HMs have been issued. Therefore sales of S. divinorum are 
illegal under the NHPR if it is represented for use as a hallucinogen or if other health claims £uGh
as with-regM'd to modifYing organic functions are made. 
,.-.t" jOt. r ~ i n'j +4 Jt1\) ~,' f:., ((k +-, WI '-' ? 
4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

~~.'. ~'lf~ 
The substances regulated under the CDSA are group~q int..q~jght Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the-f6HewHl§::factorsl (. 

I.\. flll\j~ b cr v'1= ..... "') I Y\ (./«(\ i '1') • 

• International requirements and trends in.control and/or scheduling; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Both S. divinorum and salvinorin A are listed in Schedule 9 of 
Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the basis of '"high 
potential for abuse and risk to public health and safety.,,3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 

3 http://www.tga.gov.au/ndpsc/record/rr200111.pdf 
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manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus. 5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I ofthe Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25,2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11,2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

4 http://www.cognitiveliberty.org/news/salvia_australia.htm 
5 

http://eldd.emcdda.europa.eulhtml.cfinlindex5176EN.html?pluginMethod=eldd.shownewsdetails&id=20/12/2006 BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%2 Oand%2Okhat 
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On January 28, 2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 
possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "'of concern" which has no legal implications. According to the National Institute for 
Drug Abuse, the Drug Enforcement Agency is considering classifying salvia as a Schedule I 
drug. This Schedule includes substances such as LSD and marijuana. 

In addition, some individual states have implemented laws restricting its use, sale and/or 
distribution. As of July 2010, a number of states have enacted legislation placing regulatory 
controls on S. divinorum and/or salvinorin A including Delaware, Georgia, Florida, Hawaii, 
Illinois, Kansas, Kentucky, Maryland, Mississippi, Missouri, Nebraska, North Dakota, Ohio, 
Oklahoma, South Dakota, Wisconsin, Virginia, California, Louisiana, Maine, North Carolina, 
and ~ennessee. Mo~e details regarding the regulation of S. divinorum in these last five states are / 4,: {t'IV 
provIded below. L / .)().. \' , 

.? ~ t=.o I T, (",\~\, 't / C) ......... c.-vo 4> I 

California 

As of January 1,2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "'any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 
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In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December I, 2009, the North Carolina State Legislature brought a new law into force 
which made Salvia divinorum and salvinorin A illegal. The only legal S. divinorum 
activities are the growing for aesthetic, landscaping, or decorative purposes or university
affiliated medical or pharmacological research. 

Tennessee 

On July 1,2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and it) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances Listed in the Schedules to the 
CDSA 

The psychoactive ingredient in Salvia divinorum is the neoclerodane diterpene salvinorin A.6 

Other plants which contain psychotropic terpenoids are Artemisia absinthium (wormwood) and 
C b· . 7 anna IS satlva. 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens.8 Instead, the 
available research suggests the psychotropic effects of salvinorin A are mediated by its agonistic 
actions at the K-opioid (KOR) receptor.9 Its mechanism of action is therefore unique. to 

6 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
7 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
8 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
9 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Nat! Acad Sci USA. 2002 Sep 
3;99(18):11934-9. 
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The psychoactive effects of S. divino rum vary in onset and duration and include the sensation of 
becoming an object, visions of various two-dimensional surfaces, films and membranes, 
revisiting places of the past (particularly childhood), perceived loss of the body and/or identity, 
various sensations of motion (being pulled or twisted by a force of some kind), uncontrollable 
hysterical laughter, and overlapping realities (perceptions of being in more than one place ).11 

Laughter, happiness, sense of well-being and dissociative effects were deemed the most positive 
aspects of S. divinorum by users, second only to the "trip" that the drug elicits. 12 

Depersonalization, speaking gibberish, widening of consciousness and subjective illusions of 
rapid movement, flying or hovering have also been reported. 13 

The psychotomimetic effects of S. divinorum closely resemble schizoid symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. 15 Its strong dissociative effects are often compared to those of 
ketamine. 16 Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 17 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience are quite unique. 18 

S. divinorum causes an unusually high degree of sedation, weakness and fatigue, while the 
increased de-realization is not commonly reported for classical psychedelics. 19 The combination 

to Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43{l ):53-6. 
II Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
12 Gonzalez 0, Riba J, Souso JC, Gomez-Jarabo G, Sarbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
13 Siicheler R, Gleiter CH, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S Sage). 
Pharmacopsychiatry. 2005 Jan;38(1):1-5 and Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43(l ):53-6. 
14 Siicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(l):1-5. 
15 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
16 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9):1268-72. 
17 Gonzalez 0, Riba J, Souso JC, Gomez-Jarabo G, Sarbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
18 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1):53-6 and Gonzalez 0, Riba J, Souso JC, Gomez-Jarabo G, Sarbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
19 Gonzalez 0, Riba J, Souso JC, Gomez-Jarabo G, Sarbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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of these effects seems to correlate with that of other KOR agonists such as pentazocine.20 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length of time the material spends in the mouth, with the onset of 
effect generally taking 5-10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside.21 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) are the quickest and most intense?2 Salvinorin A can be 
isolated from the plant to make a powder which can be vaporized and inhaled. The onset of 
effects felt from vaporizing salvinorin A powder occurs in about 30 seconds and effects last for 
about 5-10 minutes and then subside over the next 30 minutes.23 

Smoking is by far the most popular method of administration24 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A. A concentrated extract can also be used 
sub lingually. Neither S. divinorum nor salvinorin A can be injected because the powder is 
insoluble in water.25 

4.2.3 Legitimate Use of the Substance, including Therapeutic, Scientific, Industrial or 
Commercial Uses 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico,26 where an infusion of the leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 

20 Arasteh K, Poudevida S, Farre M, Roset PN, Cami 1. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
22 Wolowich WR, Perkins AM, Cienki Jl. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
J un;43 ( 1 ):53-6. 
24 GonzaIez D, Riba 1, Bouso lC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
26 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective etfects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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stomach.27 Its main use today is, however, for its psychedelic properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rituals.28 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use?9 In addition, while it has been speculated that KOR agonists 
may be useful in the treatment of certain psychiatric disorders including Alzheimer's disease, 
schizophrenia, dementia and bipolar disorder, 30much more research is needed in order to 
substantiate these hypotheses. Similarly, another study has suggested that chemical analogues of 
salvinorin A may be a useful treatment for those suffering from addiction to other substances.3l 

That said there are presently no recognized medical uses for S. divinorum in Canada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. Most 
websites offering S. divinorum cuttings and seeds for sale appear to do so in the context of 
growing the plant for "recreational" purposes, rather than out of horticultural interest or for its 
esthetic appeal. S. divinorum is also marketed as incense. However, there is no evidence that S. 
divinorum has any fragrant properties that would legitimize such a use. Therefore it is believed 
that the marketing of this plant as an incense is a recent invention to avoid compliance and 
enforcement actions by Health Canada. 

4.2.4 Potential for Abuse and/or Addiction Liability 

Salvinorin A is a potent, selective agonist of the K-opioid receptor (KOR), and in contrast to the 
euphoria produced by J.l-opioid receptor (MOR) agonists·such as morphine, KOR agonists are 
negatively reinforcing and aversive. In addition, KOR agonists have analgesic properties but are 
not associated with respiratory depression like MOR agonists. Finally, while MOR agonists 
increase the release of dopamine, the activation ofKOR decreases dopamine release in the 
nucleus accumbens.32 In the case ofMOR agonists, the increase of dopamine acts as a positive 
reinforcer. This action motivates the user to use the drug again, which could lead to drug abuse 
and/or addiction. For KOR agonists, this is not the case. 

27 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.auiarchive/00002327 101 IMunr02006thesis.pdf February 2007. 
28 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
29 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
30 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
31 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
32 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lith Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
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The aversive effects of KOR agonists suggest that the risk of addiction to S. divinorum is 
negligible. However, very few controlled scientific studies of the physical and psychotropic 
effects of S. divinorum on humans have been carried out. Therefore, it is difficult to predict with 
certainty its potential for addiction and abuse. In studies that have been conducted, there is 
conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.33 Further studies in this area and on the KOR mediated decrease of dopamine are also 
required in order to fully understand the addiction potential of this substance. 

While concerns for the potential of abuse were once minimal because 1 kg of dried leaves yields 
sonly 3 to 6 human doses of salvinorin A, it was discovered that vaporizing and inhaling 200-500 
micrograms had profound hallucinogenic effects. 34 Given that only small doses of this 
substance are necessary to achieve the desired effects, there is a higher potential for abuse. The 
extraction of salvinorin A from the plant is simple, and with care, approximately 1.5 grams of 
pure salvinorin A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. This is 
enough for 2000 human doses.35 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

In Canada, the extent of actual abuse of Salvia divinorum and/or salvinorin A is relatively 
unknown. There is, however, some data regarding the prevalence of use of Salvia divinorum in 
Canada, despite the lack of legitimate uses for this plant. Questions about the use of S. 
divinorum were included in the 2009 Ontario Student Drug Use and Health Survey, the 2008-
2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use Monitoring Survey. 

It is difficult to determine the extent of actual abuse of S. divinorum in Canada or elsewhere as 
there appear to be inconsistencies in the literature regarding risk aversion. For example, one 
author states: "Many who have used salvinorin A find the experience extremely unnerving, 
frightening and overly intense and most have no desire to repeat the experience.,,36 However, 
another study suggested that this is not the experience of all recreational users of S. divinorum.37 

33 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Phannacopsychiatry. 2005 Jan;38(l):1-5. 
34 Siebert OJ. Salvia divinorurn and salvinorin A: new pharmacologic findings. J Ethnopharmacoi. 1994 
Jun;43(l ):53-6. 
35 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
36 Turner OM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

37 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, BUcheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Phannacopsychiatry. 2005 
Jan;38(l):1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
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Over eighty percent of users surveyed on a web-based questionnaire about their S. divinorum use 
said that they would probably or definitely use S. divinorum again.38 Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 
experience, persisting negative effects (most often anxiety),39 sweating, chills, increased diuresis, 
impaired vigilance,40 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 
drug.41 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11 th 
graders (8.6%) and 12th graders (8.4%); and 

• There are significant regional variations, with students in Northern Ontario (9.2%) most 
likely to use Salvia divinorum. 

The results of the 2008-2009 Youth Smoking Survey were published on May 31, 2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divino rum in the last twelve months; and 

38 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
39 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
40 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharrnacopsychiatry. 2005 Jan;38(l):1-5. 
41 Gonzalez D, Riba J, Bouso lC, Gomez-larabo G, Barbanoj Ml. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. In this regard, it is difficult to speculate 
on the causality of such differences. 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined salvia for the first 
time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they had 
used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%. 
1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% had used 
ecstasy and 0.7% used illicit hallucinogens. 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, as shown in the following table. It is, however, difficult to 
determine how this data reflects the extent of actual abuse of salvinorin A in Canada. 

NUMBER OF SAMPLES FOUND TO CONTAIN SAL VlNORIN A 

Year Count 
2006 9 
2007 8 
2008 4 
2009 20 

2010 (as of May 7) 8 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SALVIA DIVlNORUM or SAL VlNORIN A SEIZURES 

(Number of Items/Exhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 
NFLIS- 0 0 0 0 1 8 12 

State/Locali 

STRIDE2 0 0 1 1 1 0 0 
TOTAL 0 0 1 1 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data queried 11124/08, updated 06/10/2010 
I NFLIS reported seizures of Salvia divinorum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - May data in 2009. 

2007 2008 
12 70 

0 N/A 
12 70 

2009* 
34 

N/A 
34 

Once again, it is difficult to determine how this data can be used to reflect the actual extent of 
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abuse of S. divinorum and salvinorin A in the United States. 

4.2.6 Risk to Personal and Public Health and Safety 

The increase in both the number of enquiries from various municipalities and members of the 
public and the amount of media interest regarding the availability of Saliva divinorum in Canada 
may be an indication that the recreational use of S. divinorum as a hallucinogen is on the rise. 
However, there are no available statistics that indicate there has been a significant increase in S. 
divinorum use in the Canadian population. 

The potential for harm to the user andlor other individuals is primarily related to the 
hallucinogenic properties of the substance. As this substance is typically smoked, there is no risk 
of infectious disease transmission as is the case when a drug is injected. Users may get up and 
walk around without apparent awareness of their movements, behaviour or surroundings, and 
distinction between self and surroundings is often lost. At doses greater than 1 mg of salvinorin 
A, out of body experiences are frequent and loss of consciousness has been reported.42 There is 
little information regarding the social behaviours of persons under the influence of S. divinorum 
products, and what risks their activities such as operating a motorized vehicle may pose to the 
general public. There is also very little data regarding the toxicity, teratogenicity or other long
term effects of S. divino rum use.43 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding the physiological and psychotropic effects of S. divinorum 
use have been published in the academic literature. An international case report described the 
perceptions of a 19 year-old man after inhaling S. divinorum smoke. The peak psychotropic 
effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.44 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divino rum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use.45 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 

42 Siebert OJ. Salvia divinorum and salvinorin A: new phannacologic findings. J Ethnophannacol. 1994 
Jun;43( I ):53-6. 
43 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Phannacology and Analytical Methodology. Planta Med 2007 Jun;73: 1039-1046. 

-15 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
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s.21(1)(b) 

17 -year-old boy committed suicide after smoking S. divinorum for an unknown period of time. 46 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purcha$.}A study by Wolowich et at. (2006), showed that the salvinorin A content in five 
out of five S. lIivinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 47 

;( itt ~ -·H~~lth Can~d-ahas some informatjon ab.out the use and abuse of S. divinorum in Canada that )& indicate that S. divinorum may pose a risk to the health and safety of Canadians. There are 
~ several reports of domestic adverse reactions related to the use of S. divinorum that have been 

received through the Canada Vigilance database. However, this does not reflect true incidence 
due to under-reporting. 

5. ASSESSMENT OF RISKS AND BENEFITS 

6. IDENTIFICATION AND ANALYSIS OF OPTIONS 

46 http://www.kvbc.comlG lobal! story.asp?S=4893692 
47 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 

The KOR-mediated aversive and dysphoric effects of Salvia divinorum do not appear to be 
hampering its use as young adults have begun smoking the leaves and leaf extract 
recreationally.48 It can be purchased through online botanical companies and other drug 
promotion sites and is often touted as a legal alternative to substances such as cannabis and 
mescaline.49 Interestingly, after being widely available for over a decade, the drug does not 
appear to have had the same social impact as LSD or ecstasy.50 

While there has been an increase over the past few years in the number of enquiries from various 
municipalities and members of the public regarding the availability of Salvia divinorum as a 
hallucinogen, there does not appear to be a significant increase in the reported use of this 
substance. 

The NHPR are limited in their capacity to control the availability of S. divino rum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
marketing of the product indicates that it is to be used for human consumption and can modify an 
organic function. 

Salvia divinorum and salvinorin A meet the criteria for scheduling a substance under the CDSA.l 
While neither the plant nor salvinorin A are scheduled under any of the UN Drug Control 
Conventions, a number of countries and American states have taken steps to control the! 
distribution and use of these substances. S. divinorum and salvinorin A are pharmacologically 
similar to other substances included in Schedule ill to the CDSA, such as LSD and psilocybin.: 
There are also currently no legitimate therapeutic, commercial or industrial uses for S. divinorum;' 

48 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
49 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
50 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327 10 IIMunro2006thesis.pdf February 2007. 
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While the potential for physical dependence of S; divinorum appears to be low, there is a 
significant potential for its abuse as a 'legal~ hallucinogen~ There is very little informationwitti 
regards to the long~term effects of So divinorum use .. There is also evidence of abuse, particularly: 
by Canadian youth and adolescents; and potential for risk to public health and safety~ 

8. RECOMMENDATIONS 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to So divinorum use in Canada. The RCMP advised that S. divinorum is readily 
available and law enforcement agencies have no legal means to prevent its sale. 

oes has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products that modify organic functions can be refused for import under the NHPR. 

oes brough~rum and salvinorin A to the Controlled Substances Scheduling Working 
Group (CSS-WG) in August 2010 to discuss the possibility of regulatory control ofthese 
substances. The CSS-WG recommended that both S. divinorum and salvinorin A be included 
under Schedule III to the CDSA. 

10. IMPLEMENTATION AND EVALUATION 
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Re: Salvia Ql 
Suzanne Desjardins to: Tiana Branch 
C . Tiffany Thornton, Allison Vadneau, Denis Arsenault, Stephanie 
,c. Chandler 

2010-10-22 04:02 PM 

deadline is short, but let's try it. 
thanks 
Suzanne 

Tiana Branch Bonjour Suzanne, We understand YOur concern ... 

From: 
To: 
Cc: 

Date: 
Subject: 

Tiana Branch/HC-SC/GC/CA 
Suzanne Desjardins/HC-SC/GC/CA@HWC 
Tiffany Thornton/HC-SC/GC/CA@HWC, Allison Vadneau/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-10-2203:51 PM 
Re: Salvia 

Bonjour Suzanne, 
We understand your concern and propose that an updated draft lAS be provided to CSS-WG members by 
close of business on Monday in preparation for discussion at the WG meeting. All major changes will be 
highlighted in this draft, in order to facilitate easier review. 

We would then request that WG members provide comments by Thursday at noon. This plan would 
enable us to keep our commitment to provide Jocelyn with a draft lAS by Friday October 29th. Do you 
concur with this proposal? 

Tiana 

Sllzanne [)El~Jardins .. Hi, Since the changes totheiASwiHbesignliL:: .. ··2010~1(k2203:35:40PM 

From: 
To: 
Cc: 

Date: 
Subject: 

Hi, 

Suzanne Desjardins/HC-SC/GC/CA 
Tiffany Thornton/HC-SC/GC/CA@HWC 
Allison Vadneau/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Tiana Branch/HC-SC/GC/CA@HWC 
2010-10-22 03:35 PM 
Re: Salvia 

Since the changes to the lAS will be significant compared to the previous version, I would like to give the 
WG the opportunity to comment on it and not just provide it to the WG for information. The WG should be 
comfortable with the version that will be moved forward. 

Thanks 

Suzanne 

Tiffany Thornton Hi Tiana, I think that will be fine. Suzanne, could ... 2010-10-2202:51:44 PM 

From: 
To: 
Cc: 

Date: 
Subject: 

Tiffany Thornton/HC-SC/GC/CA 
Tiana Branch/HC-SC/GC/CA@HWC 
Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC, Allison Vadneau/HC-SC/GC/CA@HWC 
2010-10-2202:51 PM 
Salvia 
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Hi Tiana, 

I think that will be fine. Suzanne, could you please let me know if you are okay with this? I think the 
Agenda currently reflects this so it does not need to be. changed. 

Can you give me an idea of when you might be sending out the revised docs pertaining to the EAC for 
circulation to the CSS-WG before the meeting on Wednesday? 

Thanks, 
----- Forwarded by Tiffany Thornton/HC-SC/GC/CA on 2010-10-2202:47 PM ----

From: Tiana Branch/HC-SC/GC/CA 
To: 
Cc: 
Date: 

Tiffany Thornton/HC-SC/GC/CA@HWC, Allison Vadneau/HC-SC/GC/CA@HWC 
Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenauIVHC-SC/GC/CA@HWC 
2010-10-2201:34 PM 

Subject: Salvia 

HI Tiffany/Allison, 

As discussed, RPD is in the process of updating the lAS on Salvia and have committed to providing a 
revised draft to Jocelyn by the end of the month. Therefore, we will not have sufficient time to provide to 
CSS-WG in advance. We simply want to confirm that Suzanne would be okay with us providing the 
updated lAS to CSS-WG for information following Jocelyn's review. 

Pis advise if there are any concerns. 

Much appreciated, 
Tiana 
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Re: CSS-WG - Updated Salvia lAS GJl 
Tiffany Thornton to: Stephanie Chandler 
Cc: Allison Vadneau 

Okay will circulate to the CSS-WG for their review. 

Thanks, 
Tiffany 

Stephanie Chandler Hi Tiffany and Allison, Here is the updated drat... 

From: Stephanie Chandler/HC-SC/GC/CA 

2010-10-2502:23 PM 

2010-10-2502:22:2ipM 

To: Tiffany Thornton/HC-SC/GC/CA@HWC, Allison Vadneau/HC-SC/GC/CA@HWC 
Cc: Denis ArsenauIVHC-SC/GC/CA@HWC, Tiana Branch/HC-SC/GC/CA@HWC, Suzanne 

Desjardins/HC-SC/GC/CA@HWC 
Date: 2010-10-25 02:22 PM 
Subject: CSS-WG - Updated Salvia lAS 

Hi Tiffany and Allison, 

Here is the updated draft of the Salvia lAS. 

~ 
Draft Salvia Divinorum lAS_Oct 25 2010.doc 

Please note that the sections of the lAS that have been subject to major changes have been highlighted to 
facilitate easier review. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Issue Analysis Summary DRAFT 

Scheduling Salvia Divinorum and/or Salvinorin A under the CDSA 

Regulatory Policy Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate 

CONTENTS 
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1. APPROVALS 

This Issue Analysis Summary is approved. 

Jocelyn Kula, AlDirector 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 

[DD/MM/20 1 0] 

2. ISSUE 

October 25,2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of S. 
divinorum andlor its main active ingredient salvinorin A, neither of which are currently regulated 
under the Controlled Drugs and Substances Act (CDSA). These requests are further to reports 
from scientific and media sources suggesting that S. divinorum is being used by adolescents and 
young adults specifically for its hallucinogenic properties. Health Canada has also noted an 
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ongoing media interest regarding the availability of S. divinorum in Canada. 

3. PURPOSE 

To assess Salvia divino rum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules to the CDSA, and determine whether these substances should be 
regulated as controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
fonn of dried leaves, extract and plant cuttings. Also known as "diviner's sage", the plant is 
known to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the 
psychoactive ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) 
is found primarily in the leaves, and to a lesser extent in the stem. I 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. S. divinorum cuttings are also available from a number 
of garden supply companies. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divino rum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS) in November 2005, which 
recommended that S. divinorum and its active ingredient salvinorin A be regulated as controlled 
substances. This recommendation was maintained when the lAS was updated in November 
2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
1 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 

001456 

2 



concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 
Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 
HPFBI to discuss S. divinorum. HPFBI was to determine appropriate compliance activities 
regarding S. divinorum and consult with the Canada Border Services Agency (CBSA) regarding 
the movement of products containing S. divino rum into and out of Canada. 

On September 13, 2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals of DSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that their 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of October 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 

3 
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4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada further to the submission of a product 
license application in which the applicant attests to all of the conditions set out in a natural health 
product monograph prepared and published by the Natural Health Products Directorate or 
submission of a product license application that provides sufficient evidence of quality, safety 
and efficacy that is assessed and approved by NHPD by the non-compendial route. The NHPR 
also require that all manufacturers, packagers, labelers, and importers be licensed which in tum 
requires the presence of procedures respecting distribution records, product recalls, product 
handling, storage and delivery, and all other aspects of Good Manufacturing Practices as set out 
in the NHPR. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must be substances set out in Schedule 1 to the NHPR, which is a list of included 
substances. Included substances are those substances that are traditional or homeopathic 
medicines, and of which none of the ingredients are substances set out in Schedule 2, which is a 
list of excluded substances. Excluded substances include any substance listed on Schedules I to 
V of the CDSA. Section 2(2) of the NHPR excludes those substances (except homeopathic 
medicines) whose sale is required to be pursuant to a prescription as per Section C.Ol.043 ofthe 
F&DR. As per section 93(1)(b)(vi) of the NHPR, every natural health product must be labeled 
with its authorized recommended use or purpose. In the case of S. divinorum, it is generally 
marketed for its hallucinogenic properties which are considered a modification of an organic 
function. Therefore products that contain S. divinorum and are manufactured, sold or represented 
for use as a hallucinogen meet the definition of an NHP. 

4 
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As of October 2010, no products containing S. divinorum have been reviewed and approved by 
Health Canada and no NPNs or DIN-HMs have been issued for such products. Therefore sales 
of S. divinorum are illegal under the NHPR if it is represented for use as a hallucinogen or if 
other health claims regarding the modification of organic functions are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I ofthe CD SA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers a number of factors 
including: 

• International requirements and trends in the control and/or scheduling; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Both S. divinorum and salvinorin A are listed in Schedule 9 of 
Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the basis of "high 
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potential for abuse and risk to public health and safety.,,3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus.5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25,2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11,2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

3 http://www.tga.gov.auindpsc/recordirr200111.pdf 
4 http://www.cognitiveliberty.org/news/salvia_australia.htm 
5 

http://eldd.emcdda.europa.euihtml.cfinJindex5176EN.html?pluginMethod=eldd.shownewsdetails&id=20/12/2006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%20and%20khat 
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Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 
possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern" which has no legal implications. According to the National Institute for 
Drug Abuse, the Drug Enforcement Agency is considering classifying salvia as a Schedule I 
drug. This Schedule includes substances such as LSD and marijuana. 

In addition, some individual states have implemented laws restricting its use, sale and/or 
distribution. As of July 2010, a number of states have enacted legislation placing regulatory 
controls on S. divinorum and/or salvinorin A including Delaware, Georgia, Florida, Hawaii, 
Illinois, Kansas, Kentucky, Maryland, Mississippi, Missouri, Nebraska, North Dakota, Ohio, 
Oklahoma, South Dakota, Wisconsin, Virginia, California, Louisiana, Maine, North Carolina, 
and Tennessee. By way of example, additional details regarding the regulation of S. divinorum in 
these last five states are provided below. 

California 

As of January 1,2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
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divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1, 2009, the North Carolina State Legislature brought a new law into force 
which made Salvia divinorum and salvinorin A illegal. The only legal S. divinorum 
activities are the growing for aesthetic, landscaping, or decorative purposes or university
affiliated medical or pharmacological research. 

Tennessee 

On July 1,2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and if) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances Listed in the Schedules to the 
CDSA 

The psychoactive ingredient in Salvia divinorum is the neoclerodane diterpene salvinorin A.6 

Other plants which contain psychotropic terpenoids are Artemisia absinthium (wormwood) and 
Cannabis sativa.7 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens.s Instead, the 

6 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
7 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
8 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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available research suggests the psychotropic effects of salvinorin A are mediated by its agonistic 
actions at the K-opioid (KOR) receptor.9 Its mechanism of action is therefore unique. to 

The psychoactive effects of S. divinorum vary in onset and duration and include the sensation of 
becoming an object, visions of various two-dimensional surfaces, films and membranes, 
revisiting places of the past (particularly childhood), perceived loss of the body and/or identity, 
various sensations of motion (being pulled or twisted by a force of some kind), uncontrollable 
hysterical laughter, and overlapping realities (perceptions of being in more than one place). II 

Laughter, happiness, sense of well-being and dissociative effects were deemed the most positive 
aspects of S. divinorum by users, second only to the "trip" that the drug elicits. 12 

Depersonalization, speaking gibberish, widening of consciousness and subjective illusions of 
rapid movement, flying or hovering have also been reported. 13 

The psychotomimetic effects of S. divinorum closely resemble schizoid symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. 15 Its strong dissociative effects are often compared to those of 
ketamine. 16 Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 17 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience are quite unique. IS 

9 Roth BL, Baner K, Westkaemper R. Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 

to Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
lun;43(1):53-6. . 
II Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. 1 Ethnopharmacol. 1994 
lun;43(1 ):53-6. 
1200nzalez D, Riba J, Bouso lC, Gomez-larabo G, Barbanoj Ml. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
13 BUcheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38( 1): 1-5 and Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. 1 Ethnopharmacol. 1994 Jun;43( 1 ):53-6. 
14 BUcheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(l):1-5. 
15 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
lun;43(l ):53-6. 
16 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
17 Gonzalez 0, Riba J, Bouso lC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective etfects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
18 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
lun;43(J):53-6 and Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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S. divinorum causes an unusually high degree of sedation, weakness and fatigue, while the 
increased de-realization is not commonly reported for classical psychedelics. 19 The combination 
of these effects seems to correlate with that of other KOR agonists such as pentazocine.2o 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length of time the material spends in the mouth, with the onset of 
effect generally taking 5-10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside.21 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) are the quickest and most intense?2 Salvinorin A can be 
isolated from the plant to make a powder which can be vaporized and inhaled. The onset of 
effects felt from vaporizing salvinorin A powder occurs in about 30 seconds and effects last for 
about 5-10 minutes and then subside over the next 30 minutes. 23 

Smoking is by far the most popular method of administration24 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A. A concentrated extract can also be used 
sub lingually. Neither S. divinorum nor salvinorin A can be injected because the powder is 
insoluble in water.25 

4.2.3 Legitimate Use of the Substance, including Therapeutic, Scientific, Industrial or 
Commercial Uses 

Salvia divino rum has traditionally been used for spiritual and medicinal purposes by the Mazatec 

19 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
10 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(l ):53-6. 
12 Wolowich WR, Perkins AM, Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Etimopharmacol. 1994 
Jun;43(l ):53-6. 
14 Gonzalez D, Riba J, Bouso JC, Gomez-larabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
15 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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Indians in Oaxaca, Mexico,26 where an infusion of the leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 
stomach.27 Its main use today is, however, for its psychedelic properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rituals?8 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use.29 In addition, while it has been speculated that KOR agonists 
may be useful in the treatment of certain psychiatric disorders including Alzheimer's disease, 
schizophrenia, dementia and bipolar disorder, 30much more research is needed in order to 
substantiate these hypotheses. Similarly, another study has suggested that chemical analogues of 
salvinorin A may be a useful treatment for those suffering from addiction to other substances.31 

That said there are presently no recognized medical uses for S. divinorum in Canada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. Most 
web sites offering S. divinorum cuttings and seeds for sale appear to do so in the context of 
growing the plant for "recreational" purposes, rather than out of horticultural interest or for its 
esthetic appeal. S. divinorum is also marketed as incense. However, there is no evidence that S. 
divinorum has any fragrant properties that would legitimize such a use. Therefore it is believed 
that the marketing of this plant as an incense is a recent invention to avoid compliance and 
enforcement actions by Health Canada. 

4.2.4 Potential for Abuse and/or Addiction Liability 

Salvinorin A is a potent, selective agonist of the tc-opioid receptor (KOR),and in contrast to the 
euphoria produced by J.1-opioid receptor (MOR) agonists such as morphine, KOR agonists are 
negatively reinforcing and aversive. In addition, KOR agonists have analgesic properties but are 
not associated with respiratory depression like MOR agonists. Finally, while MOR agonists 
increase the release of dopamine, the activation ofKOR decreases dopamine release in the 

26 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
27 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.auJarchive/00002327 10 I IMunr02006thesis.pdf February 2007. 
28 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
19 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
30 Sheffler OJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Phannacol Sci. 2003 Mar;24(3): 107-109. 
31 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
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nucleus accumbens.32 In the case ofMOR agonists, the increase of dopamine acts as a positive 
reinforcer. This action motivates the user to use the drug again, which could lead to drug abuse 
and/or addiction. For KOR agonists, this is not the case. 

The aversive effects of KOR agonists suggest that the risk of addiction to S. divinorum is 
negligible. However, very few controlled scientific studies of the physical and psychotropic 
effects of S. divinorum on humans have been carried out. Therefore, it is difficult to predict with 
certainty its potential for addiction and abuse. In studies that have been conducted, there is 
conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.33 Further studies in this area and on the KOR mediated decrease of dopamine are also 
required in order to fully understand the addiction potential of this substance. 

While concerns for the potential of abuse were once minimal because 1 kg of dried leaves yields 
sonly 3 to 6 human doses of salvinorin A, it was discovered that vaporizing and inhaling 200-500 
micrograms had profound hallucinogenic effects.34 Given that only small doses of this 
substance are necessary to achieve the desired effects, there is a higher potential for abuse. The 
extraction of salvinorin A from the plant is simple, and with care, approximately 1.5 grams of 
pure salvinorin A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. This is 
enough for 2000 human doses.35 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

In Canada, the extent of actual abuse of Salvia divinorum and/or salvinorin A is relatively 
unknown. There is, however, some data regarding the prevalence of use of Salvia divinorum in 
Canada, despite the lack of legitimate uses for this plant. Questions about the use of S. 
divinorum were included in the 2009 Ontario Student Drug Use and Health Survey, the 2008-
2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use Monitoring Survey. 

It is difficult to determine the extent of actual abuse of S. divinorum in Canada or elsewhere as 
there appear to be inconsistencies in the literature regarding risk aversion. For example, one 
author states: "Many who have used salvinorin A find the experience extremely unnerving, 
frightening and overly intense and most have no desire to repeat the experience. ,,36 However, 

32 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lIth Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
33 Bucheler R, Gleiter CH, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(l): 1-5. 
34 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(l):53-6. 
35 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
36 Turner OM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

12 

001466 



another study suggested that this is not the experience of all recreational users of S. divinorum. 37 

Over eighty percent of users surveyed on a web-based questionnaire about their S. divinorum use 
said that they would probably or definitely use S. divinorum again.38 Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 
experience, persisting negative effects (most often anxiety),39 sweating, chills, increased diuresis, 
impaired vigilance,4o and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 
drug.41 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18,2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among 11 th 

37 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and SUbjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Biicheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38(l): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
38 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
39 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
40 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
41 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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graders (8.6%) and 12th graders (8.4%); and 
• There are significant regional variations, with students in Northern Ontario (9.2%) most 

likely to use Salvia divinorum. 

The results of the 2008-2009 Youth Smoking Survey were published on May 31, 2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. In this regard, it is difficult to speculate 
on the causality of such differences. 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined salvia for the first 
time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they had 
used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%. 
1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% had used 
ecstasy and 0.7% used illicit hallucinogens. . 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, as shown in the following table. It is, however, difficult to 
determine how this data reflects the extent of actual abuse of salvinorin A in Canada. 

NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Year Count 
2006 9 
2007 8 
2008 4 
2009 20 

2010 (as of May 7) 8 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SAL nA DIVINORUM or SAL VINORIN A SEIZURES 
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(Number of ItemslExhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009* 
NFLIS- 0 0 0 0 1 8 12 

State/Local i 

STRIDE2 0 0 1 1 1 0 0 
TOTAL 0 0 1 1 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data queried 11/24/08, updated 06110/2010 
I NFLIS reported seizures of Salvia divinorum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - May data in 2009. 

12 70 34 

0 N/A N/A 
12 70 34 

Once again, it is difficult to determine how this data can be used to reflect the actual extent of 
abuse of S. divinorum and salvinorin A in the United States. 

4.2.6 Risk to Personal and Public Health and Safety 

The increase in both the number of enquiries from various municipalities and members of the 
public and the amount of media interest regarding the availability of Saliva divinorum in Canada 
may be an indication that the recreational use of S. divinorum as a hallucinogen is on the rise. 
However, there are no available statistics that indicate there has been a significant increase in S. 
divinorum use in the Canadian population. 

The potential for harm to the user andlor other individuals is primarily related to the 
hallucinogenic properties of the substan~e. As this substance is typically smoked, there is no risk 
of infectious disease transmission as is the case when a drug is injected. Users may get up and 
walk around without apparent awareness of their movements, behaviour or surroundings, and 
distinction between self and surroundings is often lost. At doses greater than Img of salvinorin 
A, out of body experiences are frequent and loss of consciousness has been reported.42 There is 
little information regarding the social behaviours of persons under the influence of S. divinorum 
products, and what risks their activities such as operating a motorized vehicle may pose to the 
general public. There is also very little data regarding the toxicity, teratogenicity or other long
term effects of S. divino rum use.43 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding the physiological and psychotropic effects of S. divinorum 
use have been published in the academic literature. An international case report described the 
perceptions of a 19 year-old man after inhaling S. divinorum smoke. The peak psychotropic 
effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 

42 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
lun;43(1):53-6. 
43 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun;73: 1039-1046. 
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of smoke from burning dried leaves.44 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use.45 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period oftime.46 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006), showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 47 

Information found in scientific literature about the use and abuse of S. divino rum indicates that S. 
divinorum may pose a risk to the health and safety of Canadians. There are several reports of 
domestic adverse reactions related to the use of S. divinorum that have been received through the 
Canada Vigilance database. However, this does not reflect true incidence due to under-reporting. 

5. ASSESSMENT OF RISKS AND BENEFITS 

-15 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
-16 hrtp:llwww.kvbc.comiGlobal/story.asp?S=4893692 
47 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 

The KOR-mediated aversive and dysphoric effects of Salvia divinorum do not appear to be 
hampering its use as young adults have begun smoking the leaves and leaf extract 
recreationally.49 It can be purchased through online botanical companies and other drug 
promotion sites and is often touted as a legal alternative to substances such as cannabis and 
mescaline. 50 Interestingly, after being widely available for over a decade, the drug does not 
appear to have had the same social impact as LSD or ecstasy.51 

While there has been an increase over the past few years in the number of enquiries from various 
municipalities and members of the public regarding the availability of Salvia divinorum as a 
hallucinogen, there does not appear to be a significant increase in the reported use of this 
substance. 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop-

~9 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
50 Wolowich WR, Perkins AM, Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Phannacotherapy. 2006 Sep;26(9): 1268-72. 
51 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327 101 IMunro2006thesis.pdf February 2007. 
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sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
marketing of the product indicates that it is to be used for human consumption and can modify an 
organic function. 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that S. divinorum is readily 
available and law enforcement agencies have no legal means to prevent its sale. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of infonnation regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products that modify organic functions can be refused for import under the NHPR. 

OCS brought S. divinorum and salvinorin A to the Controlled Substances Scheduling Working 
Group (CSS-WG) in August 2010 to discuss the possibility of regulatory control of these 
substances. The CSS-WG recommended that both S. divinorum and salvinorin A be included 
under Schedule III to the CDSA. 
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Please find attached the documents for review (correspond to item #4 on the agenda) prior to the meeting 
on Wednesday October 27th from 10:30am-12pm. 

~ 
CDSASched Deck-CSS-WG _ Oct27201 O.ppt DraftProcessMap_ GeneraL Oct2010.doc 

Also, I will be away starting Tuesday (October 26th) so if you require anything related to the meeting 
please contact allison.vadneau@hc-sc.gc.ca (946-3738). 

Thanks very much! 
Tiffany 
----- Forwarded by Tiffany Thornton/HC-SC/GC/CA on 2010-10-22 03:18 PM-

CSS-WG Meeting 

2010-10-27 Wed 10:30 AM - 12:00 
PM 
Location: 123 Slater, RM 405A 

Colette StrnadlHC-SC/GC/CA@HWC. Collin Pinto/HC-SC/GC/CA@HWC, Courtney 
Smith/HC·SC/GC/CA@HWC, Evelyn Soo/HC-SC/GC/CA@HWC, Hanan 
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Required: Abramovici/HC-SC/GC/CA@HWC, Jocelyn KulalHC-SC/GC/CA@HWC, Robin 
Marles/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC, Tanja 
KalajdzicJHC-SC/GC/CA@HWC. Tiana Branch/HC-SC/GC/CA@HWC . 

. . 1$abel$hanahanIHC~SC/<3C/CA@tiWC; .. l,.aura.C()oney/HC.SC/GC/CA@HWC.·Valence···· 
NebielHC~SC/GC!CA@IiWC€:·;:; . . 

~ • "~., /'.~'" c' c 

Here is the draft agenda for Wednesday October 27th from 10:30 to 12pm in Rm 405A, 123 Slater. The 
meeting is a few weeks later due to scheduling conflicts. If you have any other items you would like to 
contribute please let me know. 

Thanks, 
Tiffany 

Qraft Agenda 
1\- Members' introduction 
v2- Approval of Agenda 
1.3 - Approval of ROD from August 2010 
-recommendation on scheduling Salvia 
~- Update on CDSA Scheduling Process 
- ADM briefing (Jocelyn) 
5- Update 
- updates on any emerging issues relevant to the WG's activities 
6- Next steps i.e next meeting scheduled for October 13th 

August 2010 ROD: 

CSS-WG Jloug 2010 Meeting ROOtdoc 
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Issue Analysis Summary DRAFT 

Scheduling Salvia Divinorum and/or Salvinorin A under the CDSA 

Regulatory Policy Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate 

CONTENTS 

1. APPROVALS 
2. ISSUE 
3. PURPOSE 
4. CONTEXT 
5. ASSESSMENT OF RISKS AND BENEFITS 
6. IDENTIFICATION AND ANALYSIS OF OPTIONS 
7. CONSIDERATIONS 
8. RECOMMENDATION(S) 
9. CONSULTATIONS 
10. IMPLEMENTATION AND EVALUATION 

1. APPROVALS 

This Issue Analysis Summary is approved. 

Jocelyn Kula, AlDirector 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 

[DD/MMl201O] 

2. ISSUE 

October 25, 2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of S. 
divinorum and/or its main active ingredient salvinorin A, neither of which are currently regulated 
under the Controlled Drugs and Substances Act (CDSA). These requests are further to reports 
from scientific and media sources suggesting that S. divinorum is being used by adolescents and 
young adults specifically for its hallucinogenic properties. Health Canada has also noted an 
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ongoing media interest regarding the availability of S. divinorum in Canada. 

'3. PURPOSE 

To assess Salvia divinorum and/or salvinorin A against the criteria for the addition of a substance 
to one of the Schedules to the CDSA, and determine whether these substances should be 
regulated as controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also called "diviner's sage", the plant is known 
to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the psychoactive 
ingredient in S. divinorum (also referred to chemically as a neoclerodane diterpene) is found 
primarily in the leaves, and to a lesser extent in the stem. I 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. S. divinorum cuttings are also available from a number 
of garden supply companies. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS) in November 2005, which 
recommended that S. divinorum and its active ingredient salvinorin A be regulated as controlled 
substances. This recommendation was maintained when the lAS was updated in November 
2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 

I u.s. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
hrtp://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
1 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39( 10): 1634-9. 
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concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 
Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use ot~ or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to an Assistant Deputy Minister (ADM) discussion in April 2007, the Drug Strategy and 
Controlled Substances Directorate (DSCSD) organized a meeting with MHPD, NHPD and 
HPFBI to discuss S. divinorum. HPFBI was to determine appropriate compliance activities 
regarding S. divinorum and consult with the Canada Border Services Agency (CBSA) regarding 
the movement of products containing S. divino rum into and out of Canada. 

On September 13,2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals ofDSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It' s Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that their 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F &DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

( a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of October 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 
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4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada further to the submission of a product 
license application in which the applicant attests to all of the conditions set out in a natural health 
product monograph prepared and published by the Natural Health Products Directorate or 
submission of a product license application that provides sufficient evidence of quality, safety 
and efficacy that is assessed and approved by NHPD by the non-compendial route. The NHPR 
also require that all manufacturers, packagers, labelers, and importers be licensed which in turn 
requires the presence of procedures respecting distribution records, product recalls, product 
handling, storage and delivery, and all other aspects of Good Manufacturing Practices as set out 
in the NHPR. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must be substances set out in Schedule 1 to the NHPR, which is a list of included 
substances. Included substances are those substances that are traditional or homeopathic 
medicines, and of which none of the ingredients are substances set out in Schedule 2, which is a 
list of excluded substances. Excluded substances include any substance listed on Schedules I to 
V of the CDSA. Section 2(2) of the NHPR excludes those substances (except homeopathic 
medicines) whose sale is required to be pursuant to a prescription as per Section C.Ol.043 of the 
F&DR. As per section 93(l)(b)(vi) of the NHPR, every natural health product must be labeled 
with its authorized recommended use or purpose. In the case of S. divinorum, it is generally 
marketed for its hallucinogenic properties which are considered a modification of an organic 
function. Therefore products that contain S. divinorum and are manufactured, sold or represented 
for use as a hallucinogen meet the definition of an NHP. 
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As of October 2010, no products containing S. divinorum have been reviewed and approved by 
Health Canada and no NPNs or DIN-HMs have been issued for such products. Therefore sales 
of S. divinorum are illegal under the NHPR if it is represented for use as a hallucinogen or if 
other health claims regarding the modification of organic functions are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers a number of factors 
including: 

• International requirements and trends in the control and/or scheduling; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Both S. divinorum and salvinorin A are listed in Schedule 9 of 
Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the basis of "high 
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potential for abuse and risk to public health and safety.,,3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus.5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25,2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11, 2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a tine of up to tive million yen. 

3 http://www.tga.gov.aulndpsc/recordirr200111.pdf 
4 http://www.cognitiveliberty.org/news/salvia_australia.htm 
5 

http://eldd.emcdda.europa.eulhtml.cfinlindex5176EN .html?p luginMethod=e Idd. shownewsdetails& id=201 12/2006 B E 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%20and%20khat 
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Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Dtker Countries 

Salvia divinorum is illegal to possess or sell in Croatia, Latvia, Lithuania, Poland, Romania, 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 
possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern" which has no legal implications. According to the National Institute for 
Drug Abuse, the Drug Enforcement Agency is considering classifying salvia as a Schedule I 
drug. This Schedule includes substances such as LSD and marijuana. 

In addition, some individual states have implemented laws restricting its use, sale and/or 
distribution. As of July 2010, a number of states have enacted legislation placing regulatory 
controls on S. divinorum and/or salvinorin A including Delaware, Georgia, Florida, Hawaii, 
Illinois, Kansas, Kentucky, Maryland, Mississippi, Missouri, Nebraska, North Dakota, Ohio, 
Oklahoma, South Dakota, Wisconsin, Virginia, California, Louisiana, Maine, North Carolina, 
and Tennessee. By way of example, additional details regarding the regulation of S. divinorum in 
these last five states are provided below. 

California 

As of January 1, 2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
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divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1, 2009, the North Carolina State Legislature brought a new law into force 
which made Salvia divino rum and salvinorin A illegal. The only legal S. divinorum 
activities are the growing for aesthetic, landscaping, or decorative purposes or university
affiliated medical or pharmacological research. 

Tennessee 

On July 1,2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and it) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances Listed in the Schedules to the 
CDSA 

The psychoactive ingredient in Salvia divinorum is the neoclerodane diterpene salvinorin A. 6 

Other plants which contain psychotropic terpenoids are Artemisia absinthium (wormwood) and 
Cannabis sativa.7 

Unlike all other hallucinogens, salvinorin A is structurally distinct and does not interact with the 
serotonin-2A receptor or any other molecular target of classical hallucinogens.8 Instead, the 

6 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
7 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
8 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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available research suggests the psychotropic effects of salvinorin A are mediated by its agonistic 
actions at the K-opioid (KOR) receptor.9 Its mechanism of action is therefore unique. 10 

The psychoactive effects of S. divinorum vary in onset and duration and include the sensation of 
becoming an object, visions of various two-dimensional surfaces, films and membranes, 
revisiting places of the past (particularly childhood), perceived loss of the body and/or identity, 
various sensations of motion (being pulled or twisted by a force of some kind), uncontrollable 
hysterical laughter, and overlapping realities (perceptions of being in more than one place). 1 I 

Laughter, happiness, sense of well-being and dissociative effects were deemed the most positive 
aspects of S. divinorum by users, second only to the "trip" that the drug elicits. 12 

Depersonalization, speaking gibberish, widening of consciousness and subjective illusions of 
rapid movement, flying or hovering have also been reported. 13 

The psychotomimetic effects of S. divinorum closely resemble schizoid symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP). 14 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin.15 Its strong dissociative effects are often compared to those of 
ketamine. 16 Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 17 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience are quite unique. 18 

9 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3 ;99( 18): 11934-9. 

10 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(l):53-6. 
II Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(l):53-6. 
12 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and SUbjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
13 BUcheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(l): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43( 1 ):53-6. 
14 BUcheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(l):1-5. 
15 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
16 Wolowich WR, Perkins AM, Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
17 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and SUbjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
18 Siebert DJ. Salvia divinorum and salvin orin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(l):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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S. divinorum causes an unusually high degree of sedation, weakness and fatigue, while the 
increased de-realization is not commonly reported for classical psychedelics. 19 The combination 
of these effects seems to correlate with that of other KOR agonists such as pentazocine.2o 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length of time the material spends in the mouth, with the onset of 
effect generally taking 5-10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside.21 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) are the quickest and most intense.22 Salvinorin A can be 
isolated from the plant to make a powder which can be vaporized and inhaled. The onset of 
effects felt from vaporizing salvinorin A powder occurs in about 30 seconds and effects last for 
about 5-10 minutes and then subside over the next 30 minutes.23 

Smoking is by far the most popular method of administration24 and this is accomplished by 
smoking the dried leaves or a concentrated extract using a pipe or bong. Dried leaves may also 
be fortified with a concentrated extract of salvinorin A. A concentrated extract can also be used 
sub lingually. Neither S. divinorum nor salvinorin A can be injected because the powder is 
insoluble in water.25 

4.2.3 Legitimate Use of the Substance, including Therapeutic, Scientific, Industrial or 
Commercial Uses 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 

19 Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
20 Arasteh K, Poudevida S, Farre M, Roset PN, Cami 1. Response patterns of the Spanish version of the 49-item 
short fonn of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic findings. J Ethnophannacol. 1994 
Jun;43( 1 ):53-6. 
22 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Phannacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic findings. J Ethnophannacol. 1994 
Jun;43(l):53-6. 
24 Gonzalez D, Riba J, Souso JC, Gomez-Jarabo G, Sarbanoj M1. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Saggot MJ, Erowid E, 
Erowid F and Mendelson lE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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Indians in Oaxaca, Mexico,26 where an infusion of the leaves or the leaves themselves are 
ingested to treat gastrointestinal problems, headaches, rheumatism, anemia and swelling of the 
stomach.27 Its main use today is, however, for its psychedelic properties in the aid of producing 
"mystical" or hallucinogenic experiences as part of spiritual rituals.28 

Although selective kappa receptor agonists have been shown to produce analgesic effects, adverse 
effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use.29 In addition, while it has been speculated that KOR agonists 
may be useful in the treatment of certain psychiatric disorders including Alzheimer's disease, 
schizophrenia, dementia and bipolar disorder, 30much more research is needed in order to 
substantiate these hypotheses. Similarly, another study has suggested that chemical analogues of 
salvinorin A may be a useful treatment for those suffering from addiction to other substances.31 

That said there are presently no recognized medical uses for S. divinorum in Canada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. Most 
websites offering S. divino rum cuttings and seeds for sale appear to do so in the context of 
growing the plant for "recreational" purposes, rather than out of horticultural interest or for its 
esthetic appeal. S. divinorum is also marketed as incense. However, there is no evidence that S. 
divinorum has any fragrant properties that would legitimize such a use. Therefore it is believed 
that the marketing of this plant as an incense is a recent invention to avoid compliance and 
enforcement actions by Health Canada. 

4.2.4 Potential for Abuse and/or Addiction Liability 

Salvinorin A is a potent, selective agonist of the K-opioid receptor (KOR), and in contrast to the 
euphoria produced by J.l-opioid receptor (MOR) agonists such as morphine, KOR agonists are 
negatively reinforcing and aversive. In addition, KOR agonists have analgesic properties but are 
not associated with respiratory depression like MOR agonists. Finally, while MOR agonists 
increase the release of dopamine, the activation ofKOR decreases dopamine release in the 

26 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
27 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327/01lMunr02006thesis.pdfFebruary 2007. 
28 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
19 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
30 Sheffler OJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
31 Prisinzano TE. Natural products as tools for neuroscience: discovery and development of novel agents to treat drug 
abuse. J Nat Prod. 2009 Mar 27;72(3):581-7. 
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nucleus accumbens.32 In the case ofMOR agonists, the increase of dopamine acts as a positive 
reinforcer. This action motivates the user to use the drug again, which could lead to drug abuse 
and/or addiction. For KOR agonists, this is not the case. 

The aversive effects of KOR agonists suggest that the risk of addiction to S. divinorum is 
negligible. However, very few controlled scientific studies of the physical and psychotropic 
effects of S. divinorum on humans have been carried out. Therefore, it is difficult to predict with 
certainty its potential for addiction and abuse. In studies that have been conducted, there is 
conflicting information around the addiction liability of S. divinorum in both animals and 
humans. Some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.33 Further studies in this area and on the KOR mediated decrease of dopamine are also 
required in order to fully understand the addiction potential of this substance. 

While concerns for the potential of abuse were once minimal because 1 kg of dried leaves yields 
sonly 3 to 6 human doses of salvinorin A, it was discovered that vaporizing and inhaling 200-500 
micrograms had profound hallucinogenic effects.34 Given that only small doses of this 
substance are necessary to achieve the desired effects, there is a higher potential for abuse. The 
extraction of salvinorin A from the plant is simple, and with care, approximately 1.5 grams of 
pure salvinorin A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. This is 
enough for 2000 human doses.35 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

In Canada, the extent of actual abuse of Salvia divinorum and/or salvinorin A is relatively 
unknown. There is, however, some data regarding the prevalence of use of Salvia divinorum in 
Canada, despite the lack of legitimate uses for this plant. Questions about the use of S. 
divinorum were included in the 2009 Ontario Student Drug Use and Health Survey, the 2008-
2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use Monitoring Survey. 

It is difficult to determine the extent of actual abuse of S. divinorum in Canada or elsewhere as 
there appear to be inconsistencies in the literature regarding risk aversion. For example, one 
author states: "Many who have used salvinorin A find the experience extremely unnerving, 
frightening and overly intense and most have no desire to repeat the experience.,,36 However, 

31 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lith Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006. pp. 547-
590. 
33 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(1): 1-5. 
34 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
35 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
36 Turner OM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 
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another study suggested that this is not the experience of all recreational users of S. divinorum. 37 

Over eighty percent of users surveyed on a web-based questionnaire about their S. divino rum use 
said that they would probably or definitely use S. divinorum again.38 Users have reported the 
negative effects of S. divinorum as: the short duration of action, lack of control over the 
experience, persisting negative eflects (most often anxiety)/9 sweating, chills, increased diuresis, 
impaired vigilance,4o and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from the 
drug.41 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 
indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divino rum use most likely among 11 th 

37 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, BUcheler R, Gleiter CH, 
Schwoerer P, Gaertner l. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan; 3 8( 1): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
38 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
39 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
40 BUcheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(l):1-5. 
41 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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graders (8.6%) and 12th graders (8.4%); and 
• There are significant regional variations, with students in Northern Ontario (9.2%) most 

likely to use Salvia divinorum. 

The results of the 2008-2009 Youth Smoking Survey were published on May 31, 2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

The scope of the previously mentioned studies did not provide for any explanations regarding 
differences in usage between ages, genders and regions. In this regard, it is difficult to speculate 
on the causality of such differences. 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined salvia for the first 
time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they had 
used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%. 
1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% had used 
ecstasy and 0.7% used illicit hallucinogens. 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, as shown in the following table. It is, however, difficult to 
determine how this data reflects the extent of actual abuse of salvinorin A in Canada. 

NUMBER OF SAMPLES FOUND TO CONTAIN SAL VlNORIN A 

Year Count 
2006 9 
2007 8 
2008 4 
2009 20 

2010 (as of May 7) 8 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divino rum products that were seized from 2000 through to 2009. 

ANALYZED SALVIA DIVlNORUM or SAL VlNORIN A SEIZURES 
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(Number of ltemslExhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009* 
NFLIS- 0 0 0 0 1 8 12 

State/Local i 

STRIDE2 0 0 1 1 1 0 0 
TOTAL 0 0 1 1 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data quened 11124/08, updated 06/10/2010 
I NFLIS reported seizures of Salvia divinorum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - May data in 2009. 

12 70 34 

0 N/A N/A 
12 70 34 

Once again, it is difficult to detennine how this data can be used to reflect the actual extent of 
abuse of S. divinorum and salvinorin A in the United States. 

4.2.6 Risk to Personal and Public Health and Safety 

The increase in both the number of enquiries from various municipalities and members of the 
public and the amount of media interest regarding the availability of Saliva divinorum in Canada 
may be an indication that the recreational use of S. divinorum as a hallucinogen is on the rise. 
However, there are no available statistics that indicate there has been a significant increase in S. 
divinorum use in the Canadian population. 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. As this substance is typically smoked, there is no risk 
of infectious disease transmission as is the case when a drug is injected. Users may get up and 
walk around without apparent awareness of their movements, behaviour or surroundings, and 
distinction between self and surroundings is often lost. At doses greater than Img of salvinorin 
A, out of body experiences are frequent and loss of consciousness has been reported.42 There is 
little infonnation regarding the social behaviours of persons under the influence of S. divinorum 
products, and what risks their activities such as operating a motorized vehicle may pose to the 
general public. There is also very little data regarding the toxicity, teratogenicity or other long
tenn effects of S. divinorum use.43 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding the physiological and psychotropic effects of S. divinorum 
use have been published in the academic literature. An international case report described the 
perceptions of a 19 year-old man after inhaling S. divinorum smoke. The peak psychotropic 
effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 

~2 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. I Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
~, Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 lun;73: 1039-1046. 
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of smoke from burning dried leaves.44 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use.45 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period oftime.46 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divino rum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006), showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 47 

Information found in scientific literature about the use and abuse of S. divinorum indicates that S. 
divinorum may pose a risk to the health and safety of Canadians. There are several reports of 
domestic adverse reactions related to the use of S. divinorum that have been received through the 
Canada Vigilance database. However, this does not reflect true incidence due to under-reporting. 

5. ASSESSMENT OF RISKS AND BENEFITS 

45 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102,823-824. 
46 http://www.kvbc.comiGlobal/story.asp?S=4893692 
47 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 

001494 



Page(s) 001495 to\a 001496 

Is(Are) exempted pursuant to section(s) 

est(sont) exemptee(s) en vertu de(s)(I')article(s) 

21 (1 )(a), 21 (1 )(b) 

of the Access to Information Act 

de la Loi sur I'acces a I'information 



s.21(1)(a) 
s.21(1)(b) 

7. CONSIDERATIONS 

The KOR-mediated aversive and dysphoric effects of Salvia divinorum do not appear to be 
hampering its use as young adults have begun smoking the leaves and leaf extract 
recreationally.49 It can be purchased through online botanical companies and other drug 
promotion sites and is often touted as a legal alternative to substances such as cannabis and 
mescaline. 50 Interestingly, after being widely available for over a decade, the drug does not 
appear to have had the same social impact as LSD or ecstasy.51 

While there has been an increase over the past few years in the number of enquiries from various 
municipalities and members of the public regarding the availability of Salvia divinorum as a 
hallucinogen, there does not appear to be a significant increase in the reported use of this 
substance. 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop-

49 Hazelden Foundation, 2004. Drug Abuse Trends. June 2004. URL: www.reserach.hazelden.org. 
50 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
51 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327 /0 lIMunro2006thesis.pdf Febn'001 ~~97 
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sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
marketing of the product indicates that it is to be used for human consumption and can modify an 
organic function. 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that S. divino rum is readily 
available and law enforcement agencies have no legal means to prevent its sale. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products that modify organic functions can be refused for import under the NHPR. 

OCS brought S. divinorum and salvinorin A to the Controlled Substances Scheduling Working 
Group (CSS-WG) in August 2010 to discuss the possibility of regulatory control of these 
substances. The CSS-WG recommended that both S. divinorum and salvinorin A be included 
under Schedule III to the CDSA. 

001498 



Page(s) 001499 to\a 001499 

Is(Are) exempted pursuant to section(s) 

est(sont) exemptee(s) en vertu de(s)(I')article(s) 

21 (1 )(a), 21 (1 )(b) 

of the Access to Information Act 

de la Loi sur I'acces a I'information 



, 
Issue Analysis Summary DRAFT 

I 

Scheduling Salvia Divinorum andiSalvil1()rinA umier thec:DSi\ 

Regulatory Policy Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate 

CONTENTS 

1. APPROVALS 
2. ISSUE 
3. PURPOSE 
4. CONTEXT 
5. ASSESSMENT OF RISKS AND BENEFITS 
6. IDENTIFICATION AND ANALYSIS OF OPTIONS 
7. CONSIDERATIONS 
8. RECOMMENDATION(S) 
9. CONSULT A TIONS 
10. IMPLEMENTATION AND EVALUATION 

1. APPROVALS 

This Issue Analysis Summary is approved. 
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Office of Controlled Substances 
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2. ISSUE 

October 25. 2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of Salvia 
divinorum (S. divinorum..Lwhic:hj§.currently not regulated under the Controlled Drugs,and , 
Substances Act (CDSA). These requests are further to reports from scientific and media sources 
suggesting that S. divinorum is being used by adolescents and young adults specifically for its 
hallucinogenic properties. Health Canada has also noted an ongoing media interest regarding the 
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availability of S. divinorum in Canada. 

3. PURPOSE 

To assess Salvia divino rum ,ag~~_s~the . criteritl for the _ addition of a substance tt). ()Ile _ ()f.tlle 
Schedules to the CDSA, and determine whether these substances should be regulated as 
controlled substances in Canada. 

4. CONTEXT 

Salvia divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also called "diviner's sage", the plant is known 
to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the psychoactive 
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a health product or hallucinogen. In addition, the S. divinorum sold in Canada is currently not 
subject to any specitic quality or safety standards. 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. S. divinorum cuttings are also available from a number 
of garden supply companies. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS) in November 2005, which 
recommended that S. divinorum and its active ingredient salvinorin A be regulated as controlled 

I u.s, Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(lO):1634-9. 
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, 
substances. This recommendation was maintained when the lAS was updated in November 
2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Heal~h Risk according to the Health Hazard Classification of the Recall Policy ofthe Health 
Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to a discussion with the{\ssisJ_atltf)t;lPut)' Mitlister(i\PM) oU1C:CS??J?Jtl i\priqQ()7, __ 
the (then) Drug Strategy and Controlled Substances Directorate (DSCSD) (now Controlled 
Substances and Tobacco Directorate, CSTD) organized a meeting with MHPD, NHPD and 
HPFBI to discuss S. divinorum. HPFBI was to determine appropriate compliance activities 
regarding S. divinorum and consult with the Canada Border Services Agency (CBSA) regarding 
the movement of products containing S. divinorum into and out of Canada. 

On September 13,2007, a further meeting between (the then) DSCSD, MHPD, NHPD and 
HPFBI led to the conclusion that DSCSD would conduct a scheduling assessment of S. 
divinorum in order to explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals ofDSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that their 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention ofa disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 
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(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of October 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 

4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DlN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada further to the submission of a product 
license application in which the applicant attests to all of the conditions set out in a natural health 
product monograph prepared and published by the Natural Health Products Directorate or 
submission of a product license application that provides sufficient evidence of quality, safety 
and efficacy that is assessed and approved by NHPD by the non-compendial route. The NHPR 
also require that all manufacturers, packagers, labelers, and importers be licensed which in tum 
requires the presence of procedures respecting distribution records, product recalls, product 
handling, storage and delivery, and all other aspects of Good Manufacturing Practices as set out 
in the NHPR. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must be substances set out in Schedule 1 to the NHPR, which is a list ofincluded 
substances. Included substances are those substances that are traditional or homeopathic' 
medicines, and of which none of the ingredients are substances set out in Schedule 2, which is a 
list of excluded substances. Excluded substances include any substance listed on Schedules I to 
V of the CDSA. Section 2(2) of the NHPR excludes those substances (except homeopathic 
medicines) whose sale is required to be pursuant to a prescription as per Section C.O 1.043 of the 
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F&DR. As per section 93(l)(b)(vi) of the NHPR, every natural health product must be labeled 
with its authorized recommended use or purpose. In the case of S. divinorum, it is generally 
marketed for its hallucinogenic properties which are considered a modification of an organic 
function. Therefore products that contain S. divinorum and are manufactured, sold or represented 
for use as a hallucinogen meet the definition ofan NHP. 

As of October 20 I 0, no products containing S. divinorum have been reviewed and approved by 
Health Canada and no NPNs or DIN-HMs have been issued for such products. Therefore sales 
of S. divinorum are illegal under the NHPR if it is represented for use as a hallucinogen or if 
other health claims regarding the modification of organic functions are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDS A provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDS A are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I ofthe CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers a number of factors 
including: 

• International requirements and trends in the control and/or scheduling; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of Salvia Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling 

At the present time, neither Salvia divinorum nor salvinorin A are listed under the United 
Nations Drug Control Conventions and therefore do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these Conventions. 

Australia 
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In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Both S. divinorum and salvinorin A are listed in Schedule 9 of 
Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the basis of "high 
potential for abuse and risk to public health and safety.,,3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus.5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11,2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 

3 http://www.tga.gov.auindpsc/record/rr200111.pdf 
~ http://www.cognitiveliberty.org!news/salvia_australiahtm 
j 

http://eldd.emcdda.europa.euihtml.cfinlindex5176EN.html?pluginMethod=eldd.shownewsdetails&id=2011 2/2006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%2Oand%20khat 
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controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

It is illegal to possess or sell Salvia divinorum JIl Cr()atia,J,atvia,Litllu~ia, poland, R()mania, .... / 
South Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to 
possess it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb 
and it is illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern" but this .has tl0 legaJilllplicati()I1s~ Al;c()r~iI1g t(). tile. NatioI1~IJnstitute f()r / 
Drug Abuse, the Drug Enforcement Agency is considering classifYing salvia as a Schedule I 
drug. This Schedule includes substances such as LSD and marijuana. 

In addition, some individual states have implemented laws restricting its use, sale and/or 
distribution. As of July 2010, a number of states have enacted legislation placing regulatory 
controls on S. divinorum and/or salvinorin A including Delaware, Georgia, Florida, Hawaii, 
Illinois, Kansas, Kentucky, Maryland, Mississippi, Missouri, Nebraska, North Dakota, Ohio, 
Oklahoma, South Dakota, Wisconsin, Virginia, California, Louisiana, Maine, North Carolina, 
and Tennessee. By way of example, additional details regarding the regulation of S. divinorum in 
these last five states are provided below. 

California 

As of January 1,2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 
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In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1,2009, the North Carolina State Legislature brought a new law into force 
which made Salvia divinorum and salvinorin A illegal. The only legal S. divinorum 
activities are the growing for aesthetic, landscaping,! orAecorativ~ purp()ses or urliv~rsity-.... ,'fcomment [55]: Since these are 
ffil ' d d' 1 hi' I h ' considered legitimate uses, it a I late me lca or p armaco oglca researc . i should be reflected in section 4.2.3 

Tennessee 

On July 1,2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purpose~ .. Tilt! la,",also d()e!)n()t apply to. ~ny ~()s~gt!tl1at is legally.obtainable tr0111 ~,. 
retail establishment without a prescription when (and it) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances Listed in the Schedules to the 
CDSA 

The psychoactive ingredient in Salvia divinorum is the neoclerodane diterpene salvinorin A. t 

L ________________ ~ 

I Comment [56]: Same comment 
t as for North Carolina 

Comment [HABR7]: There is 
,:' little evidence that the terpenoids in 

cannabis are psychotropic. They are 
hypothesized to "possibly" 
contribute to the "high" but there is 
vel)' little in the way of conclusive 
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are mainly thought to contribute to 

. II' . d' d' d . . h the smell of cannabis. I also don't 
~al "inortl1 f\ is an h~ _llclno.g.enwlth a Istil1ct struCtu~. ,atlltu ()es.l1ot lnter~ct. ,",ltht e serot<min " ,\\ think this part is really relevant and 
~-2A receptor or any other molecular target of classical hallucinogens.8 Instead, the available'. '- should be removed: 

6 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
K Wolowich WR, Perkins AM, Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy, 2006 Sep;26(9): 1268-72. 
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research suggests the psychotropic effects of salvinorin A are mediated by its agonistic actions at the 
K-opioid (KOR) receptor.9 Its mechanism of action is therefore unique. 1O 

The psychoactive effects of S. divinorum vary in onset and duration and include perceptual 
distortions such as the sensation of becoming an object, having visions of various two
dimensional surfaces, films and membranes, revisiting places of the past (particularly childhood), 
perceived loss of the body and/or identity, various sensations of motion (being pulled or twisted 
by a force of some kind), uncontrollable hysterical laughter, and overlapping realities 
(perceptions of being in more than one place). I I Laughter, happiness, !!..sense of well-being and 
dissociative effects were deemed the most positive aspects of S. divinorum by users, second only 
to the "trip" that the drug elicits. 12 Depersonalization, speaking gibberish, widening of 
consciousness and subjective illusions of rapid movement, flying or hovering have also been 
reported. 13 

The psychotomimetic effects of S. divinorum closely resemble schizoid symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. 15 Its strong dissociative effects are often compared to those of 
ketamine. 16 Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 17 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 

all ' .. 18 over expenence are qUIte umque. 

9 Roth BL, Baner K, Westkaemper R, Siebert 0, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Nat! Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 

10 Siebert 01. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
lun;43( I ):53-6. 
II Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
12 Gonzalez 0, Riba 1, Bouso lC, Gomez-Jarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
13 Bilcheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 lan;38( I): 1-5 and Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43( I ):53-6. 
14 Bilcheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 lan;38(1): 1-5. 
15 Siebert 01. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
16 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
17 Gonzalez 0, Riba 1, Bouso JC, Gomez-larabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
IS Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. I Ethnopharmacol. 1994 
Jun;43( I ):53-6 and Gonzalez D, Riba J, Bouso IC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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S. divinorum causes an unusually high degree of sedation, weakness and fatigue, while the 
increased de-realization is not commonly reported for classical psychedelics. 19 The combination 
of these effects seems to correlate with that of other KOR agonists such as pentazocine.20 

The onset and intensity of the effects of Salvia divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length of time the material spends in the mouth, with the onset of 
effect generally taking 5-10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside.21 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) provide the guickestJ.l!1(I}Il()stjIl!~n_~~_~lf~C:~/~ __ §~!Y}_I).()!1Il_{\ __ m_---_---{ Deleted: are the quickest 
can be isolated from the plant to make a powder which can be vaporized and inhaled. ThepJf~_c:ts ___ ------{ Deleted: onset of 
fe~t from vaporizing sa~vinorin A.fl:re_ eXReri~~c:~_<i_iIll~b()llqO_s.ec_<?l1~~~)~H()~_~_~()llt?.:-J~Lmm _____ --::---- Deleted: powder occurs 
mInutes~ and then subSide over the next 30 mInutes. '--, Deleted: and effects 

Smoking the dried leaves or a concentrated extract using a pipe or bongJs by far the most _------{ Deleted: Smoking 24 ---- --------------------------------

popular method of administration 't_pr.i~~_I~~Y_~~ __ IIl~y_~ls()_~~_fo~m.e~_\¥!tll_a_~<?_I).~~l1tr~te_d ____________ ------
extract of salvinorin A. A concentrated extract can also be used sub lingually. Neither S. 
divinorum nor salvinorin A can be injected because the powder is insoluble in water.25 

4.2.3 Legitimate Use of the Substance, including Therapeutic. Scientific, Industrial or 
Commercial Uses 

Salvia divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 

19 Gonzalez D, Riba J, Bouso lC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
20 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2): 117-25. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
lun;43(1 ):53-6. 
22 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
lun;43( I ):53-6. 
24 Gonzalez D, Riba l, Bouso lC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson lE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 1 Psychoactive 
Drugs. 1994 lul-Sep;26(3):277-83. 

10 

001509 

Deleted: and this is 
accomplished by smoking the dried 
leaves or a concentrated extract 
using a pipe or bong 
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of producing "mystical" or hallucinogenic experiences as part of spiritual rituals. """" 

Deleted: , 

Deleted: where 

Comment [HABR8]: Where? In 
Western society? 

Deleted: to treat gastrointestinal 
problems, headaches, rheumatism, 
anemia and swelling of the 
stomach." 

( Deleted: kappa receptor 

Although selective K 0 R .agol1i~ts hav~ _bee~ sllo\Vn t() prod lice analg~~ic _ etTec.~, adverse ~ffect~s~ch 
as psychotomimesis, dysphoria and diuresis have been observed limiting further ~tudJt!.sm _____ _ 
investigating their therapeutic ~s~ ??~ ~30 ,In. a<iditi()!!,'Yhil~ ith~, ~e~n _spec.u1a!t!d_ th~U<9.~ ___ "'_ 
agonists may be useful in the treatment of certain psychiatric disorders including Alzheimer's 
disease, schizophrenia, dementia and bipolar disorder, 31but there has been no clinicallese~cht() __ 
support Jhese hyp~!he~es .• :rh~ts~id_ there ~e prt!s~ntly_ ~() _recog!!iz;e<i!ll~<iic_al.llses _ fors: . 
divinorum in Canada. 

[.oeleted: in 

;t , n Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. Most 
I j! (~;J...rc, websites offering S. divinorum cuttings and seeds for sale appear to do so in the context of P...rlJ i.5 growing the plant for "recreational" purposes, rather than out of horticultural interest or for its 
OJrlP esthetic appeal. S. divinorum is also marketed as incense. However, there is no evidence that S. 
, divinorum has any fragrant properties that would legitimize such a use. Therefore it is believed 

i Comment [59]: We need to 
l verifY that 

Deleted: much more 

r Deleted: is needed in order to 
substantiate 

I Deleted: Similarly, another study 
has suggested that chemical 
analogues of salvinorin A may be a 

I useful treatment for those suffering I from addiction to other 
substances.32 

that the marketing of this plant as an incense is aJlle~~t()av()idco_mpliance~<ienf()rce!llet}L_u. - (Deleted: recent invention 

actions by Health Canada. 

4.2.4 Potential for Abuse and/or Addiction Liability 

Salvinorin A is a potent, KOR selective agonist.,at1~jtl_~()t}!~!.t()_!h~~_uph()rillI?~~<ill_~e_d_~)' _u __ -
M()& l:!g_()t}ists _ slICh ~ _ !llorphi!!eJI\Q R ag()nis~_~e_l!~g~!!~~l)'.r~i_I)for(;ing ~~_ ~y~r~~y_~~ _In __ _ 
addition, KOR agonists have analgesic properties but are not associated with respiratory 
:depression like MOR agonist~~ __ f.in.~!IYJ_\Vhil~_MQ~_~g()!1!~~!'._in(;re_~_e_tlle_r~!e_~~_()fA<?J>~J!!~, ______ . ", 
the activation ofKOR decreases dopamine release in the nucleus accumbens.3 In the case of .... , ... , 

26 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
27 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprintsinfodiv.unimelb.edu.aularchive/00002327/01IMunro2006thesis.pdfFebruary 2007. 
29 Prisinzano TE. Psychophannacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
30 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et al., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
31 Sheffler OJ & Roth BL Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Phannacol Sci. 2003 Mar;24(3): 107-109. 
33 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman 's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
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MOR agonists, the increase of dopamine acts as a positive reinforcer. This action motivates the 
user to use the drug again, which could lead to drug abuse and/or addiction. For KOR agonists, 
this is not the case. 

The aversive effects of KOR agonists suggest that the risk of addiction to S. divinorum is 
negligible. However, very few controlled scientific studies of the physical and psychotropic 
effects of S. divinorum on humans have been carried out and the results have been cont1icting. 
For example, one author states: "Many who have used salvinorin A tind the experience 
extremely unnerving, trightening and overly intense and most have no desire to repeat the 
cxperience.,,34 However, another study suggested that this is not the experience of all 
recreational users ofS. divinorum. 35 Over eighty percent of users surveyed on a web-based 
questionnaire about their S. divinorum use said that they would probably or detlnitely use S. 
{livinorum again.36 Users have repOl1ed the negative effects ofS. divinorum as: the short duration 
of action, lack of control over the experience, persisting negative etfects (most often anxiety)/7 
sweating, chills, increased diuresis, impaired vigilance,38 and negative after-etfects including 
tiredness, feeling head heavy, dizziness, physical exhaustion, and some degree of malaise or 
'hangover' as they 'comedown' from the drug.39 

1:.. . _________________ • ___________ .__ _ ____ ,,_______ _ ______ --

I n addition, ~om(lllsersh~ven()ted_ that tht::Y_ regllire iIlc_rt!~ing _d()ses ()f sf!.lvinori_n. Ain ()rde.r to . 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.4o Further studies in this area and on the KOR mediated decrease of dopamine are also 
required in order to fully understand the addiction potential of this substance. 

While concerns for the potential of abuse were initially considered Jllinimal given tha\, 1 kg of 
dried leaves Q.!l\yyieldJUo.l?_hllfl1_atl_~()~~~_lofsalvinotini\ foro!aL~op~u~pti~nJ_it:~aS:tht!n-::_: 
discovered that vaporizing and inhaling 200-500 micrograms had profound hallucinogenic 

34 Turner OM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

35 Gonzalez 0, Riba I, Bouso lC, Gomez-larabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Biicheler R, G1eiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
lan;38(1): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
I Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
36 Baggot Ml, Erowid E, Erowid F and Mendelson IE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San luan, Puerto Rico, 2004. 
37 Baggot Ml, Erowid E, Erowid F and Mendelson IE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San luan, Puerto Rico, 2004. 
3S Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Phannacopsychiatry. 2005 lan;38(1): 1-5. 
39 Gonzalez 0, Riba I, Bouso lC, Gomez-larabo G, Barbanoj MJ. Pattern of use and subjective etfects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
-10 Bucheler R, G1eiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 lan;38(1):1-5. 
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effects.41 Given that only small doses of this substance are now necessary to achieve the desired 
effects through inhalation, the.P()ten~i~1 for_alJllse _ismu_ch higner· __ AIso,ihe extraction ()Lu n_ r 
salvinorin A from the plant is simple, and with care, approximately 1.5 grams of pure salvinorin 
A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. This is enough for 2000 
~umar{~0~~~._42 ____________________________________________________________________________________________________________________ _ 

4.2.5 Evidence of Extent of Actual Abuse ofthe Substance in Canada and Internationally 

In Canada, the prevalence ofJheuse§(llviaAivil1()rumJJ~s recently beel1doc!1meflted .. Qllestions _ 
about the use of S. divinorum were included in the 2009 Ontario Student Drug Use and Health 
Survey, the 2008-2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use 
Monitoring Survey. 

.The results. fr()m th~~OO~()ntario~tu~et1t_I)_rug {,Isl'l_aI1dIfealth SlIrve), _\\fere PIl~J.islte_d_ OIl __ 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using Salvia divinorum at least 
once in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% 

~I Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
42 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
49 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
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indicated they had used cannabis and 5.0% indicated they had used hallucinogens other 
than LSD and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using Salvia 
divinorum; 

• There is significant grade variation, with Salvia divinorum use most likely among II th 

graders (8.6%) and Ith graders (8.4%); and 
'f . . _ _ . ___ ~ ___ . _ . ______ . 

The results of the 2008-2009 Youth Smoking Survey were published on May 31, 2010 and 
indicate that: 

• 4.9% of students stated that they had used S. divinorum in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used S. 
divinorum in the last twelve months; and 

• Males (6.6%) were more likely to have used S. divinorum in the past twelve months 
compared to females (3.2%). 

r 
Deleted: <#>There are 
significant regional variations, with 

I 
students in Northern Ontario 
(9.2%) most likely to use Salvia 
divinorum·ll 

,The Ca.nadiat1AI~ohol and [)rugLJse J\.1~nit()ril1g .S.uryey spec::ifIcallY .ex,atIlil1ed ~al\,iaJ<?~ th~fIrst.·· Deleted: The scope of the 

time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they had previously mentioned studies did 
not provide for any explanations 

used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the regarding differences in usage 

Prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%. I between ages, genders and regions. 
" In this regard, it is difficult to 
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youth with a 7.3% prevalence oflifetime use. '\ \' (FD;"'e=leted==: =. ======; 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, as shown in the following table. It is, however, difficult to 
determine how this data reflects the extent of actual abuse of salvinorin A in Canada. 

NUMBER OF SAMPLES FOUND TO CONTAIN SALVINORIN A 

Year Count 
2006 9 
2007 8 
2008 4 
2009 20 

2010 (as of May 7) 8 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. The following table shows the quantity of S. 
divinorum products that were seized from 2000 through to 2009. 

ANALYZED SALVIA DIVINORUM or SALVINORIN A SEIZURES 
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(Number of ItemslExhibits) 
Source 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009* 
NFLIS- 0 0 0 0 1 8 12 12 70 34 

State/Local l 

STRIDE2 0 0 1 1 1 0 0 0 N/A N/A 
TOTAL 0 0 1 1 2 8 12 

Data Source: NFLIS & STRIDE, 2008 data quened 11124/08, updated 06110/2010 
I NFLIS reported seizures of Salvia divinorum and/or salvinorin A 
2 STRIDE reported items of Salvia divinorum. 
* Includes only January - May data in 2009. 

12 70 34 

Once again, it is difficult to determine how this data can be used to reflect the actual extent of ./ 
abuse of S. divinorum and salvinorin A in the United States. ( ~ 

The increase in both the number of enquiries to Health Canada from various municipalities and 
members of the public and the amount of media interest regarding the availability of Saliva 
Jivinorum in Canada may be an indication that the recreational use of S. divinorum as a 
hallucinogen is on the rise, but it may also only reflect an increased awareness of the 
phenomenon. 

--_ .. ----- - .------------ "-- ----- -------

4.2.6 Risk to Personal and Public Health and Safety 

.Thepotentiaifor hal1ll t()the userandi orotllt::rindi,:,i~lJ~hisp.ritn.aril)' .rellitedJ() the... .... 
hallucinogenic properties of the substance. As this substance is typically smoked, there is no risk 
of infectious disease transmission as is the case when a drug is injected. Users may get up and 
walk around without apparent awareness of their movements, behaviour or surroundings, and 
distinction between self and surroundings is often lost. At doses greater than I mg of salvinorin 
A, out of body experiences are frequent and loss of consciousness has been reported.49 There is 
I ittle information regarding the social behaviours of persons under the influence of S. divinorum 
products, and what risks their activities such as operating a motorized vehicle may pose to the 
general public. There is also very little data regarding the toxicity, teratogenicity or other long
term effects of S. divinorum use.50 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding ,physio.Jogi<;al and ps)'chotropic. i!ffects .of §. divino rum use 
have been published in the;;cientitic!tTl~dicalliterature.For i!xaI11p,le;.ttninternatiollal case report .. ' 
described the perceptions of a 19 year-old man after inhaling S. divinorum smoke. The peak 
psychotropic effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 

;0 Grundmann 0, Phipps SM, Zadezensky J, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Phannacology and Analytical Methodology. Planta Med 2007 Jun;73: 1039-1046. 

15 

001514 

( Deleted:, 

Deleted: The increase in both the 
munber of enquiries from various 
municipalities and members of the 
public and the amount of media 
interest regarding the availability of 
Saliva divinorum in Canada may be 
an indication that the recreational 
use of S. divinorum as a 
hallucinogen is on the rise. 
However, there are no available 
statistics that indicate there has 

I 
been a significant increase in S. 
divinorum use in the Canadian 
population. 'If 
'If 

Deleted: the 

Deleted: academic ! 
~======~""l 
Deleted; , 
~==~==========~ 

Deleted: A 



s.21(1)(a) 
s.21(1)(b) 

of smoke from burning dried leaves.51 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoi~ deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking Salvia divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use. 52 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period of time. 53 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by W olowich et al. (2006), showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 54 

I.h~re .ar~ .~Is.o seye!al. rep.ort.sord~ll1estic. !1liv~rse. reaction~rel!1te~.!() .th\! .lls~of ~~. d.iviy/otll11'! .. 
that have been received through the Canada Vigilance database. However, this does not reflect 
true incidence due to under-reporting. "7 

~IlC~ . 
5. ASSESSMENT OF RISKS AND BENEFITS ~ 

11. .................... . ................................................. . 
6. lDENTIFICA TION AND ANALYSIS OF OPTIONS 
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7. CONSIDERATIONS 

The KOR-mediated aversive and dysphoric effects of Salvia divinorum do not appear to qe 
hampering its use as young adults are ~11lo~ing_ tlie It!~v~s_ ~<i le_af ~xtract recreati()Ilall):1~ 5~ _ It can 
be purchased through online botanical companies and other drug promotion sites and is often 
touted as a legal alternative to substances such as cannabis and mescaline. 57 Interestingly, after 
being widely available for over a decade, the drug does not appear to have had the same social 
impact as LSD orecstasy.5~______ __ ____________ ________ _ 

lh~ Nf::IP~ ~relil11ited in theircal'acitytocontt:ol th~ ~vail~bility_ ()f§.divinoru111 jIl ~hat S:_ 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 

rPl''1.i~ mark~ting of~he product indicates that it is to be used for human consumption and can modify an 
! 'Dfi _ organIc functIOn. 

/,;.W· M'4J Salvia divinorum and salvinorin A meet the criteria for scheduling a substan'ee under the CDS~ 
While neither the plant nor salvinorin A are scheduled tinder any-of the UN Drug Control 
Conventions, a number of countries and American states have_ taken steps to control thE! 
distribution and use -of these substances. -S. divinorum and salvinorin A are pharmacologicall)! 
similar to other substances included in Schedule ill to the CDSA~suchasLSD and psilocybi~ 
There are also currently no legitimate therapeutic; commercial or industrial uses for S. divinorum~ 
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for its abuse as a 'legal' hallucinogen:; There is very little information with regards to the 10ng~ 
term effects of S. diyinorum use.c There is also evidence of abuse, particularly by Canadian youth 
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RECOMMENDATIONS 

57 Wolowich WR, Perkins AM, Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
58 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327 /0 IlMunro2006thesis. pdf February 2007. 
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9. CONSUL TA TIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that S. divinorum is readily 
available and law enforcement agencies have no legal means to prevent its sale. 

OCS has received a number of correspondences from Canada Border Services Agency (CBS A) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented as 
health products that modify organic functions can be refused for import under the NHPR. 

OCS brought S. divinorum and salvinorin A t~..the<:ontr()lle.d_.substl:l.IlcesSche.cluliIlg_\\f{)r\(inK__
Group (CSS-WG) in August 2010 to discuss the possibility of regulatory control of these 
substances. After assessing the available intormation against the 6 criteria,Jhe._c;~~~WQm ___ 
recommended that both S. divinorum and salvinorin A be included under Schedule HI to the 
CDS A. 

10.· IMPLEMENTATION AND EV ALUATIO~ 
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It is difficult to determine the extent of actual abuse of S. divinorum in Canada or 
elsewhere as there appear to be inconsistencies in the literature regarding risk aversion. 
For example, one author states: "Many who have used salvinorin A find the experience 
extremely unnerving, frightening and overly intense and most have no desire to repeat the 
experience.'" However, another study suggested that this is not the experience of all 
recreational users of S. divinorum.2 Over eighty percent of users surveyed on a web
based questionnaire about their S. divinorum use said that they would probably or 
definitely use S. divinorum again.3 Users have reported the negative effects of S. 
divinorum as: the short duration of action, lack of control over the experience, persisting 
negative effects (most often anxiety),4 sweating, chills, increased diuresis, impaired 
vigilance,5 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from 
the drug.6 
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Fw: Legal status of Salvia 
Isabel Shanahan to: Stephanie Chandler 

Isabel Shanahan 
Assistant to the Manager 
Policy & Regulatory Affairs Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Tel: (613) 946-0123 Fax: (613) 946-4224 

----- Forwarded by Isabel Shanahan/HC-SC/GC/CA on 2010-10-2610:50 AM ----

From: 
To: 
Date: 
Subject: 

Dear 

OCS-8SC/HC-SC/GC/CA 

2010-10-2610:44 AM 
Legal status of Salvia 

2010-10-26 10:50 AM 

I am writing in response to your email enquiry dated October 6,2010, in which you have 
requested information concerning the legal status of Salvia. 

In Canada, neither the herb Salvia divino rum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). However, when 
S. divino rum is marketed with a claim to modify brain function (such as for use as a 
hallucinogen), it meets the definition of a natural health product under the Natural Health 
Products Regulations (NHPR). It is illegal to manufacture, sell or provide natural health 
products without their being authorized by Health Canada prior to sale. As of October 
2010, no such products containing S. divinorum or salvinorin A have been authorized for 
sale by Health Canada. 

Salvia divinorum products that are not in compliance with the NHPR may be subject to 
compliance and enforcement action by Health Canada. Complaints about the illegal sale 
of drugs containing S. divinorum and/or salvinorin A can be referred to the Health 
Products and Food Branch Inspectorate at 1-800-267-9675. 

Health Canada recommends that you avoid using this plant because very little is known 
about the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Health Canada is currently reviewing all the 
available information regarding Salvia divino rum to determine whether it should be 
regulated under the CDSA. 

Please do not hesitate to contact me should you have any further questions. 
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Sincerely, 

Jocelyn Kula 
AlDirector 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 
Healthy Environments and Consumer Safety Directorate 
(613) 952-2177 
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Scheduling Substances under the 
Controlled Drugs and Substances Act 

OUTLINE 

• Purposes 

• Background 

• Proposed EAC 

CSS-WG Discussion 
October 27,2010 

• Draft CDSA Scheduling Policy Document 

• CDSA Scheduling Process 

• Proposed Next Steps 

PURPOSES 

1, To present a draft policy setting out the process by 
which substances are scheduled under the 
Control/ed Drugs and Substances Act (CDSA) 

2, To seek approval to consult stakeholders on a draft 
policy that proposes the establishment of an Expert 
Advisory Committee (EAC) to support CDSA 
scheduling 
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BACKGROUND (1) 

• In 2007, stakeholders criticized the transparency and rigour 
of the CDSA scheduling process 

.. Former ADM launched the Scheduling Transparency Project 

• In response to recommendations presented in a 2008 
external contractor review of CDSA scheduling process: 

1. The Controlled Substances Scheduling Working Group, a HECSB
HPFB committee, has been established to coordinate CDSA 
scheduling assessments and improve the timing of info-sharing 
between Branches 

2. HC will continue to publish Notices to Interested Parties in Canada 
Gazette (CG) Part I to provide public with (a) an opportunity to 
comment on proposals and (b) a point of contact for those seeking 

BACKGROUND (2) 

3. CSTD has developed a dratt public policy document describing the 
CDSA scheduling process, including the key scheduling factors 

4. CSTD has decided to publish decision documents, similar to HPFB 
Summary Basis of Decisions, which will enhance transparency of 
CDSA scheduling process 

• In addition, the 2008 External Review highlighted that many 
jurisdictions, e.g., US, UK, EU, Australia, New Zealand, etc. 
have an expertlexternaladvisory committee 10 support their 
scheduling process 

PROPOSED EAC (1) 

• Rationale - Stakeholders demanding for more openness and 
transparency in regulatory decision-making has led to a call for 
greater defensibility 

• Mandate - To provide CSTO with expert medicaUscientific 
advice on: 

y Addiction liability, potential for abuse, health risks, etc. of a 
substance 

, How a substance under review compares, based on the factors 
identified above, to substances currently scheduled under the 
CDSA 

, Any other issues/questions presented by the DG, CSTD 
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PROPOSED EAC (2) 

• Membership - experts on abuse, addiction, phannacologyof 
substances of abuse, epidemiology 

.. Ad hoc representation of law enforcement, criminology, social work 

• Examples of E~ Role/Function: 
;.. Determine ho~alvia and other plants with psychoactive 

properties that are currently unscheduled, e.g., Jimson Weed, 
morning glory, compare with substances scheduled under CDSA 

, Independently review abuse and addiction data in controversial 
cases, e.g., tramadol, in order to further support the defensibility of 
scheduling assessments 

A ill!! 
~ . ':.. "-;.. ... 

" .,. ~ ., 

CDSA SCHEDULING PROCESS (1) 

1. Substance Identification 
;.. United Nations decision to schedule substances under 

international drug control conventions 

, Info on abuse/addiction liability/other risk of substance 

2. Info Collection and Preliminary Review 
;.. Info collected from a variety of sources 

;.. CSS-WG establishes substance profile and determines whether 
sufficient info for CDSA scheduling assessment, could request 
advice from proposed EAC 

3. Notice to Interested Parties in CG. Part I (optiona~ 

, Notices not be published for new phannaceuticals 

CDSA SCHEDULING PROCESS (2) 

4. CDSA Scheduling Assessment 

, Development of an Issue Analysis Summary (lAS) reflective of 
available info, asseSSing substance against 6 CDSA scheduling 
factors 

, CSS-WG reviews lAS and makes a scheduling recommendation 

, CSS-WG could recommend that advice be sought from 
proposed EAC before finalising its recommendation 

5. Scheduling Decision 

, CSS-WG makes scheduling recommendation to CSTD senior 
management for approval 
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CDSA SCHEDULING PROCESS (3) 

6. Federal Regulatory Process 
y Pre-publication of proposed regulation in CG Part I with 

comment period (mimmum of 30 days) 

• CSS-WG could request advice from the EAC on 
issues/questions raised during this process 

, Development of final regulation and publication in CG Part II 

7. Public Notification of Scheduling Decision 

, CDSA Scheduling Decision document published on HC website 
to provide a summary of scientific info considered during CDSA 
scheduling assessment 

~ Confidential business information and other sensitive info will 
not be disclosed, in accordance with the Privacy Act 

PROPOSED NEXT STEPS 

• Fall 2010: ADM decision on including the proposed EAC in 
the draft CDSA scheduling policy for external consultation 

• Winter 2010: release of draft Policy on the Scheduling of 
Substances under the CDSA for external consultation 

• Spring 2011: Consultation of key stakeholders, e.g., 
relevant industries, trade associations, national 
associations, PfT licensing authorities for pharmacy, 
mediCine, etc. 

• Fall 2011: Release of final CDSA Scheduling Policy for 
Controlled Substances 
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Fw: NHP Importation (for Salvia lAS) 
Courtney Smith to: Tiana Branch, Stephanie Chandler 2010-10-2705:53 PM 

History: This message has been replied to. 

Hi both - I received an out of office from Denis and Tiffany, and am passing along to you. 
----- Forwarded by Courtney Smith/HC-SC/GC/CA on 2010-10-27 05:52 PM -----

NHP Importation (for Salvia lAS) 

Courtney Smith to: Denis Arsenault 2010-10-2705:51 PM 

Cc: Tiffany Thornton 

As discussed. Something to this effect may clarify statements relating to import under the NHPR in the 
'context' and the 'options'. 

s. divinorum can be legally imported and sold in Canada. However, if an s.divinorum product is marketed 
with a health claim, it would meet the definition of an NHP. This means that while the domestic sale, and 
the importation for sale, of these products would be prohibited in the absence of a market authorization, 
importation of limited quantities for personal use would be permitted. Therefore this substance is easily 
accessible. 

I will have to follow up regarding the availability of border stats (I'm unsure if we have this information 
available). 
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Issue Analysis Summary 

Scheduling Salvia Divinorum under the CDSA 

Regulatory Policy Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate 

CONTENTS 

1. APPROVALS 
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6. IDENTIFICATION AND ANALYSIS OF OPTIONS 
7. CONSIDERATIONS 
8. RECOMMENDATION(S) 
9. CONSULTATIONS 
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1. APPROVALS 

This Issue Analysis Summary is approved. 
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2. ISSUE 

DRAFT 

October 27, 2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of Salvia 
divinorum (s. divinorum,) which is not currently regulated under the Controlled Drugs and 
Substances Act (CDSA). These requests are further to reports from scientific and media sources 
suggesting that S. divinorum is being used by adolescents and young adults specifically for its 
hallucinogenic properties. Health Canada has also noted an ongoing media interest regarding the 
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availability of S. divinorum in Canada. 

3. PURPOSE 

To assess S. divinorum against the criteria for the addition of a substance to one of the Schedules 
to the CDSA, and determine whether t~Ssubstancel should be regulated as'tontrolled 
substance1 in Canada. 

4. CONTEXT 

S. divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also called "diviner's sage", the plant is known 
to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the psychoactive 
ingredient in S. divinorum is a neoclerodane diterpene which is found primarily in the leaves, and 
to a lesser extent in the stem of the plant. 1 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet andlor bought at head 
shops or alternative life style stores, etc. S. divino rum cuttings are also available from a number 
of garden supply companies. 

S. divinorum is a substance not currently scheduled under the CDSA. It can be imported and sold 
legally in Canada to anyone of any age, anywhere in Canada provided it is not sold as a health 
product or hallucinogen. In addition, the S. divinorum sold in Canada is currently not subject to 
any specific quality or safety standards. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required£) 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) ofthe Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS) in November 2005, which 
recommended that S. divinorum and its active ingredient salvinorin A be regulated as controlled 

I u.s. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htrn Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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substances. This recommendation was maintained when the IAS was updated in November 
2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification ofthe Recall Policy of the Health 
Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to a discussion with the Assistant Deputy Minister (ADM) of the Healthy Environments 
and Consumer Safety Branch (HECSB) in April 2007, the (then) Drug Strategy and Controlled 
Substances Directorate (DSCSD) (now Controlled Substances and Tobacco Directorate, CSTD) 
organized a meeting with MHPD, NHPD and HPFBI to discuss S. divinorum. HPFBI was to 
determine appropriate compliance activities regarding S. divinorum and consult with the Canada 
Border Services Agency (CBSA) regarding the movement of products containing S. divinorum 
into and out of Canada. 

On September 13, 2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals ofDSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that their 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

( a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 
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(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of October 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 

4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada further to the submission of a product 
license application. In this application, the applicant attests to all of the conditions set out in a 
natural health product monograph prepared and published by the Natural Health Products 
Directorate. The applicant may also submit a product license application that provides sufficient 
evidence of quality, safety and efficacy that is assessed and approved by NHPD by the non
compendial route. The NHPR also require that all manufacturers, packagers, labelers, and 
importers be licensed which in turn requires the presence of procedures respecting distribution 
records, product recalls, product handling, storage and delivery, and all other aspects of Good 
Manufacturing Practices as set out in the NHPR. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
m: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all ofthe medicinal ingredients of an 
NHP must be substances set out in Schedule 1 to the NHPR, which is a list of included 
substances. Included substances are those substances that are traditional or homeopathic 
medicines, and of which none of the ingredients are substances set out in Schedule 2, which is a 
list of excluded substances. Excluded substances include any substance listed on Schedules I to 
V of the CDSA. Section 2(2) of the NHPR excludes those substances (except homeopathic 
medicines) whose sale is required to be pursuant to a prescription as per Section C.01.043 of the 
F&DR. As per section 93(1)(b)(vi) of the NHPR, every natural health product must be labeled 
with its authorized recommended use or purpose. In the case of S. divinorum, it is generally 
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marketed for its hallucinogenic properties which are considered a modification of an organic 
function. Therefore products that contain S. divinorum and are manufactured, sold or represented 
for use as a hallucinogen meet the definition of an NHP. 

As of October 2010, no products containing S. divinorum have been reviewed and approved by 
Health Canada and no NPNs or DIN-HMs have been issued for such products. Therefore sales 
of S. divinorum are illegal under the NHPR if it is represented for use as a hallucinogen or if 
other health claims regarding the modification of organic functions are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers a number of factors 
including: 

• International requirements and trends in the control and/or scheduling; 
• Chemical andlor pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse andlor addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of S. Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling 

At the present time, neither S. divinorum nor salvinorin A are listed under the United Nations 
Drug Control Conventions and therefore do not have to be regulated as controlled substances in 
any of the countries (including Canada) that are signatories to these Conventions. 

Australia 
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In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Both S. divinorum and salvinorin A are listed in Schedule 9 of 
Australia's Standardfor the Uniform Scheduling of Drugs and Poisons on the basis of "high 
potential for abuse and risk to public health and safety.,,3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus. 5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I ofthe Narcotics Act in Germany on 
March I, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11, 2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group ofthirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 

3 http://www.tga.gov.au/ndpsc/record/rr200111.pdf 
4 http://www.cognitiveliberty.org/news/salvia_australia.htm 
5 

http:// eldd.emcdda. europa. eu/html. cfrnlindex517 6EN .html ?pluginMethod=eldd.shownewsdetails&id=201 12/2006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%2Oand%20khat 
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phannaceuticallaw, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession andlor use are not considered to be criminal 
offences. 

Other Countries 

It is illegal to possess or sell S. divinorum in Croatia, Latvia, Lithuania, Poland, Romania, South 
Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to possess it. 
In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb and it is 
illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern", but this has no legal implications. According to the National Institute 
for Drug Abuse, the Drug Enforcement Agency is considering fa . in S. divinorum dlor 
salvinorin A as Schedule I drugs. This Schedule includes substances such as D and marijuana. 

In addition, some individual states have implemented laws restricting its use, sale andlor 
distribution. As of July 2010, a number of states have enacted legislation placing regulatory 
controls on S. divinorum andlor salvinorin A including Delaware, Georgia, Florida, Hawaii, 
Illinois, Kansas, Kentucky, Maryland, Mississippi, Missouri, Nebraska, North Dakota, Ohio, 
Oklahoma, South Dakota, Wisconsin, Virginia, California, Louisiana, Maine, North Carolina, 
and Tennessee. By way of example, additional details regarding the regulation of S. divinorum in 
these last five states are provided below. 

California 

As of January 1, 2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divino rum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
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and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1,2009, the North Carolina State Legislature brought a new law into force 
which made S. divinorum and salvinorin A illegal. The only legal S. divinorum activities 
are the growing for aesthetic, landscaping, or decorative purposes or university-affiliated 
medical or pharmacological research. 

Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and if) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances Listed in the Schedules to the 
CDSA 

The psychoactive ingredient in S. divino rum is the neoclerodane diterpene salvinorin A.6 Another 
plant which contains psychotropic terpenoids is Artemisia absinthium (wormwood).7 

Csalvinorin A is a hallucinogen with a distinct structure and it does not interact with the serotonin 
type-2A receptor or any other molecular target of classical hallucinogens.8 Instead, the available 

6 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorurn. Life Sci. 2005 Dec 
~ 22;78(5):527-31. 

G 
8 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9):1268-72. 
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research suggests/the psychotropic effects of salvinorin A are mediated by its agonistic actions at the 
K-opioid (KOR) receptor.9 Its mechanism of action is therefore unique. 10 

The psychoactive effects of S. divinorum vary in onset and duration and include perceptual 
distortions such as the sensation of becoming an object, having visions of various two
dimensional surfaces, films and membranes, revisiting places of the past (particularly childhood), 
perceived loss of the body and/or identity, various sensations of motion (being pulled or twisted 
by a force of some kind), uncontrollable hysterical laughter, and overlapping realities 
(perceptions of being in more than one place). I I Laughter, happiness, a sense of well-being and 
dissociative effects were deemed the most positive aspects of S. divinorum by users, second only 
to the "trip" that the drug elicits. 12 Depersonalization, speaking gibberish, widening of 
consciousness and subjective illusions of rapid movement, flying or hovering have also been 
reported. 13 

.J:t'L 
The psychotomimetic effects of S. divinorum closely resemble'schizoid symptoms induRed by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP). 14 Yet, it is said to have onlyfweak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. IS Its strong dissociative effects are often compared to those of 
ketamine. [6 Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. [7 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience are quite unique. 18 

9 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Nat! Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 

10 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
II Siebert DI. Salvia divinorum and salvinorin A: new pharmacologic fmdings. I Ethnopharmacol. 1994 
Iun;43 (1 ):53-6. 
12 Gonzalez D, Riba I, Bouso IC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
13 Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Ian;3 8( 1): 1-5 and Siebert DI. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Iun;43(1):53-6. 
14 Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
15 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43 ( 1 ):53-6. 
16Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorinA content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
17 Gonzalez D, Riba J, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
18 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6 and Gonzalez D, Riba I, Bouso IC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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S. divinorum causes an unusually high degree of sedation, weakness and fatigue, w1I'tte the 
increased de-realization is not commonly reported for classical psychedelics. 19 The combination 
of these effects seems to correlate with that of other KOR agonists such as pentazocine.2o 

The onset and intensity of the effects of S. divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length of time the material spends in the mouth, with the onset of 
effect generally taking 5-10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside.21 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) provide the quickest and most intense effect. 22 Salvinorin A 
can be isolated from the plant to make a powder which can be vaporized and inhaled. The effects 
felt from vaporizing salvinorin A are experienced in about 30 seconds, last for about 5-10 
minutes, and then subside over the next 30 minutes.23 

Smoking the dried leaves or a co~rated extract using a pipe or bong is by far the most 
popular method of administration 4) ried leaves may also be fortified with a concentrated 
extract of salvinorin A. A concent ted extract can also be used sub lingually. Neither S. 
divinorum nor salvinorin A can be injected because the powder is insoluble in water?S 

4.2.3 Legitimate Use of the Substance, including Therapeutic, Scientific, Industrial or 
Commercial Uses 

S. divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 

19 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
20 Arasteh K, Poudevida S, Farre M, Roset PN, Carni J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
22 W olowich WR, Perkins AM, Cienki n. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
24 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson lE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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Indians in Oaxaca, MeXicaFor medicinal pUl1l es (gastrointestinal problems, headaches, 
rheumatism, anemia and swelling of the stomac 2 an infusion of the leaves or the leaves 
themselves are ingested. , However, Its mam use m Mexico today is believed to be for its 
psychedelic properties in the aid of producing "mystical" or hallucinogenic experiences as part of 
spiritual rituals.29 

Although selective KOR agonists have been shown to produce analgesic effects, adverse effects such 
as psychotomimesis, dysphoria and diuresis have been observed in studies investigating their 
therapeutic US~.30 In addition, while it has been speculated that KOR agonists maybe useful in 
the treatment of certain psychi~c disorders including Alzheimer's disease, schizophrenia, 
dementia and bipolar disorder(;tJut there has been no clinical research to support these 
hypotheses. That said there are presently no recognized medical uses for S. divinorum in Canada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. Most 
websites offering S. divinorum cuttings and seeds for sale appear to do so in the context of 
growing the plant for "recreational" purposes, rather than out of horticultural interest or for its 
esthetic appeal. However, it should be acknowledged that this does not preclude the possibility 
of a person growing this plant for purely decorative purposes. S. divinorum is also marketed as 
incense. However, there is no evidence that S. divinorum has any fragrant properties that would 
legitimize such a use. Therefore it is believed that the marketing of this plant as an incense is a 
means to avoid compliance and enforcement actions by Health Canada. 

4.2.4 Potential for Abuse and/or Addiction Liability 

Salvinorin A is a potent, Ko~elective agonist and in contrast to the euphoria produced by 
MOR agonists such as morphme, KOR agonists are negatively reinforcing and aversive.33 In 
addition, KOR agonists have analgesic propertie~ut are not associated with respiratory 

26 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
27 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aul archive/000023 27/0 1/Munr02006thesis.pdf February 2007. 
29 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527 -31. 
30 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
31 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
33 Killinger BA, Peet MM, Baker LE. Salvinorin A fails to substitute for the discriminative stimulus effects of LSD 
or ketamine in Sprague-Dawley rats. Pharmacology, Biochemistry & Behaviour. 2010 May 96; 260-265. 
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depression like MOR agonists.34 Finally, while MOR agonists increase the release of dopamine, 
the activation ofKOR decreases dopamine release in the nucleus accumbens.35 In the case of 
MOR agonists, the increase of dopamine acts as a positive reinforcer. This action motivates the 
user to use the drug again, which could lead to drug abuse andlor addiction. For KOR agonists, 
this is not the case. 

The aversive effects ofKOR agonists suggest that the risk of addiction to S. divinorum is 
negligible. However, very few controlled scientific studies of the physical and psychotropic 
effects of S. divinorum on humans have been carried out and the results have been conflicting. 
For example, one author states: "Many who have used salvinorin A find the experience 
extremely unnerving, frightening and overly intense and most have no desire to repeat the 
experience.,,36 However, another study suggested that this is not the experience of all 
recreational users of S. divinorum. 37 Over eighty percent of users surveyed on a web-based 
questionnaire about their S. divinorum use said that they would probably or definitely use S. 
divinorum again.38 Users have reported the negative effects of S. divinorum as: the short duration 
of action, lack of control over the experience, persisting negative effects (most often anxiety)/9 
sweating, chills, increased diuresis, impaired vigilance,40 and negative after-effects including 
tiredness, feeling head heavy, dizziness, physical exhaustion, and some degree of malaise or 
'hangover' as they 'comedown' from the drug.41 

In addition, some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.42 Therefore, it is difficult to predict with certainty its potential for addiction and abuse. 

34 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo IS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
35 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11 th Ed. Brunton LL, Lazo IS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
36 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

37 Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Biicheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38(1):1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
38 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
39 Baggot MI, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
~o Biicheler R, Gleiter CH, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Ian;38(1):1-5. 
41 Gonzalez D, Riba 1, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
42 Bucheler R, Gleiter CH, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
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In studies that have been conducted, there is conflicting information around the addiction 
liability of S. divinorum in both animals and humans. Further studies in this area and on the 
KOR mediated decrease of dopamine are also required in order to fully understand the addiction 
potential of this substance. 

While concerns for the potential of abuse were initially considered minimal given that 1 kg of 
dried leaves only yield 3 to 6 human doses of salvinorin A for oral consumption, it was then 
discovered that vaporizing and inhaling 200-500 micrograms had profound hallucinogenic 
effects.43 Given that only small doses ofthis substance are now necessary to achieve the desired 
effects through inhalation, the potential for abuse is much higher. Also, the extraction of 
salvinorin A from the plant is simple, and with care, approximately 1.5 grams of pure salvinorin 
A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. This is enough for 2000 oral 
doses.44 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 
rf 

In Canada, the prevalence oflfteusetS. divinorum has recently been documented. Questions 
about the use of salvia were included in the 2009 Ontario Student Drug Use and Health Survey, 
the 2008-2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use Monitoring 
Survey. In some cases it is not clear if responses indicate the use of S. divinorum or salvinorin A 
given the use of the term "salvia". 

Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
43 Siebert DJ. Salvia divinonun and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
44 Valdes LJ 3rd. Salvia divinonun and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using S. divinorum at least once 
in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% indicated 
they had used cannabis and 5.0% indicated they had used hallucinogens other than LSD 
and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using S. 
divinorum; 

• There is significant grade variation, with S, divinorum use most likely among 11 th graders 
(8.6%) and 12th graders (8.4%); and 

The results of the 2008-2009 Youth Smoking Survey were published on May 31 , 2010 and 
indicate that: 

• 4.9% of students stated that they had used salvia in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used salvia in 
the last twelve months; and 

• Males (6.6%) were more likely to have used salvia in the past twelve months compared to 
females (3.2%). 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined salvia for the first 
time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they had 

51 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(l):53-6. 
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used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%, 
while 1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% ecstasy 
and 0.7% illicit hallucinogens. Salvia appears/however, to be a substance~ that is tried largely by 
youth with a 7.3% prevalence oflifetime use. 

According to the 2009 Monitoring the Future survey, annual prevalence of use of S. divinorum 
among 12th graders in the United States is 5.7%. The American Substance Abuse and Mental 
Health Services Administration's 2006 National Survey on Drug Use and Health found that, of 
respondents aged 12 or older, 1.8 million had used S. divinorum at least once in their lifetime and 
756,000 had used the substance in the past year. Among youth aged 12 to 17, males were more 
likely than females to have used S. divinorum in the past year (0.9% vs. 0.3%). 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, ranging from 9 samples in 2006 to 20 samples in 2009. It is, 
however, difficult to determine how this data reflects the extent of actual abuse of salvinorin A in 
Canada, given that S. divinorum is not an illegal substance and would likely only be seized 
accidentally or during the seizure of other illicit substances. 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. While in 2000 no seized samples were found to 
contain S. divinorum or salvinorin A, 70 samples tested positive in 2008. Once again, it is 
difficult to determine how this data can be used to reflect the actual extent of abuse of S. 
divinorum and salvinorin A in the United States as both these substances are not listed in the 
Controlled Substances Act. 

The increase in both the number of enquiries to Health Canada from various municipalities and 
members of the public and the amount of media interest regarding the availability of&JHD 
divinorum in Canada may bS .... l1:ll indication that the recreational use of S. divinorum as a 
hallucinogen is on the rise.~ay.alae only reflect an increased awareness ofthe 
phenomenon. 

4.2.6 Risk to Personal and Public Health and Safety 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. As this substance is typically smoked, there is no risk 
of infectious disease transmission as is the case when a drug is injected. Users may get up and 
walk around without apparent awareness oftheir movements, behaviour or surroundings, and 
distinction between self and surroundings is often lost. At doses greater than Img of salvinorin 
A, out of body experiences are frequent and loss of consciousness has been reported. 51 There is 
little information regarding the social behaviours of persons under the influence of S. divinorum 
products, and what risks their activities such as operating a motorized vehicle may pose to the 
general pUblic. There is also very little data regarding the toxicity, teratogenicity or other long-
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tenn effects of S. divinorum use. 52 

I lin fCJrrCC!:ltioc! 
s.21(1)(a) 
s.21(1)(b) 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding physiological and psychotropic effects of S. divinorum use 
have been published in the scientific/medicalliterature. For example, an international case report 
described the perceptions of a 19 year-old man after inhaling S. divinorum smoke. The peak 
psychotropic effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves. 53 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thOUght processing and slowed speech after smoking S. divinorum over an 
unknown period oftime. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use.54 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period of time. 55 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006), showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 56 

There are also several reports of domestic adverse reactions related to the use of S. divinorum 
that have been received through the Canada Vigilance database. However, this does not reflect 
true incidence due to under-reporting. 

5. ASSESSMENT OF RISKS AND BENEFITS 

52 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun;73:1039-1046. 

54 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102,823-824. 
55 http://www.kvbc.comiGlobalistory.asp?S=4893692 
56 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
marketing ofthe product indicates that it is to be sold for human consumption in order to modify 
an organic function. Unlicensed natural health products are also permitted to be imported 
provided they are for personal use only. 

Non-regulatory options for the control of S. divinorum were also considered, such as the 
development of an educational campaign to highlight the risks associated with using this plant. 
However, -gUz:co. the risks associated with this substance, as well as the confusion concerning its 
enforcement as a natural health product only when it is sold for use with a health claim, do not 
make this option viable. 

S. divinorum meets the criteria for scheduling a substance under the CDSA. While neither the 
plant nor its main active component salvinorin A are scheduled under any of the UN Drug 
Control Conventions, a number of countries and American states have taken steps to control the 
distribution and use of these substances. S. divinorum and salvinorin A are pharmacologically 
similar to other substances included in Schedule III to the CDSA, such as LSD and psilocybin. 
There are also currently no legitimate therapeutic, commercial or industrial uses for S. divinorum. 
While the addiction potential of S. divinorum appears to be low, there is a significant potential 
for its abuse as a 'legal' hallucinogen. There is very little information with regards to the long
term effects of S. divinorum use. There is also evidence of abuse, particularly by Canadian youth 
and potential for health risks as well as risks to public health and safety. 

~ \ d A 
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s.2~(1)(a) 

s.21(1)(b) 

In light of a recommendation to include S. divinorum under Schedule ill to the CDSA, it is also 
recommended that the main psychoactive ingredient of this plant, salvinorin A,-sl-se be ,~ves 

scheduled.!~alvinorin A can easily be extracted from S. divinorum and this substance restl~ ill-
the plant'lhallucinogenic properties. Therefore salvinorin A results in the same risks as S. 
divinorum and i~s SChedplillg wiH; mitigate such tlfreats to thy personal and public health and 
-safety ofCaHadHWs.Jf\(,l Sh)ulc! ~Iso be CQA\vD\.lea-... UA&u- c~ G\)sA . 

8. RECOMMENDATIONS 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that S. divinorum is readily 
available and law enforcement agencies have no legal means to prevent its sale. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the pl~~ "3 tAte 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented-as 
health products that modify organic functions can be refused for import under the NHPR. 

OCS brought S. divinorum to the Controlled Substances Scheduling Working Group (CSS-WG) 
in August 2010 to discuss the possibility of regulatory control of this substance: After assessing 
the available infonnation against the six criteria listed in the Context section of this Issue 
Analysis Summary, the CSS-WG recommended that S. divinorum be included under Schedule ill 
to the CDSA. 

10. IMPLEMENTATION AND EVALUATION 
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Hi Stephanie 

Re: Fw: NHP Importation (for Salvia lAS) lib 
Courtney Smith to: Stephanie Chandler 
Cc: Denis Arsenault, Tiana Branch 

2010-10-2809:10 AM 

No, they wouldn't; like the information on US seizures included in the lAS, this info would only demonstrate 
that the products are present. It would not give any indication of prevalence. 

Re: Fw: NHP Importation (for Salvia lAS) 

Re: Fw: NHP Importation (for Salvia lAS) ~ 

Stephanie Chandler to: Courtney Smith 2010-10-2809:02 AM 

Cc: Denis Arsenault, Tiana Branch 

Hi Courtney, 

Thanks for your input below. 

Also FYI, we have contacted the Border Integrity unit in the past, and we were told that given the lack of 
regulatory control of salvia, if such stats were available, they wouldn't adequately describe the actual 
quantities of salvia being imported. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances contra lees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Courtney Smith Hi both - I received an out of office from Denis a ... 2010-10-2705:53:25 PM 
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Fw: lAS Salvia - American stats for CSS-WG 
Tanja Kalajdzic, Denis Arsenault, Robin 

Air V d t . Maries, Stephanie Chandler, Hanan 
Ison a neau o. Abramovici, Colette Strnad, Bruna Brands, 

Courtney Smith, Tiana Branch, Irshad Mulla 
Cc Suzanne Desjardins, Isabel Shanahan, laura Cooney, Collin Pinto, 

. Evelyn Soo, Jocelyn Kula 
This message is digitally signed. 

",.r._rr.~._'",'r·=_"_'W_~"~"' _______ '_" ____ _ 

Please find below some statistics from US surveys on salvia use. 

Allison Vadneau 
Research Analyst I Analyste en recherche 
Office of Drugs and Alcohol Research and Surveillance I 
Bureau de la recherche et de la surveillance des drogues et de I'alcool 

Controlled Substances and Tobacco Directorate I 
Direction des substances controh~es et de la lutte au tabagisme 
Health Canada I Sante Canada 
123 Slater St., Ottawa, ON 
K1A OK9 
Ph: 613-946-3738 
Fax: 613-952-5188 
----- Forwarded by Allison Vadneau/HC-SC/GC/CA on 2010-10-2812:49 PM -----

From: 
To: 
Date: 
Subject: 

merci beaucoup 

Suzanne Desjardins/HC-SC/GC/CA 
Allison Vadneau/HC-SC/GC/CA@HWC 
2010-10-2812:43 PM 
Re: Salvia - American stats for CSS-WG draft doc 

svp envoie au CSS_WG 

Suzanne 

Allison Vadneau Suzanne, I did online searches for data on salvi... 

From: 
To: 
Date: 
Subject: 

Suzanne, 

Allison Vadneau/HC-SC/GC/CA 
Suzanne Desjardins/HC-SC/GC/CA@HWC 
2010-10-2810:57 AM 
Salvia - American stats for CSS-WG draft doc 

2010-10-2812:52 PM 

2010-10-28 10:57:50!A.M 

I did online searches for data on salvia use from USA surveys. (For input to CSS-WG meeting document) 

Below is the only information I was able to find. 
1 - data from 2009 Monitoring the Future for 12th grade students, past year use. 
2- stats from 2006 National Survey on Drug Use and Health on salvia use, lifetime, past year by age 
groups. 

1· 2009 Monitoring the Future 

- Annual prevalence among 12th graders: 5.7%(Question was only asked to 12th graders) 
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2- SAMHSA's 2006 National Survey on Drug Use and Health 

- According to the 2006 National Survey on Drug Use and Health of persons aged 12 or older, 1.8 million 
used Salvia divinorum at least once in their lifetime; 

756,000 used the drug in the past year. 
source: 

http://www .justice.gov/dea/concernISalvia%20divinorum%20and%20salvinorin%20A _Feb%2020 1 0%20w 
0%20image.pdf 

- Among youth aged 12 to 17, males were more likely than females to have used Salvia divinorum in the 
past year (0.9% vs. 0.3%) 

- In 2006, young adults aged 18 to 25 were more likely than youths aged 12 to 17 or adults aged 26 or 
older to be past year users of LSD, Ecstasy. and Salvia 

divinorum. 

1 
Table 1. Percentages and Standard Errors (SE)I of Past Year Hallucinogen 
Use'" among Persons Aged 12 or Older, by Age Group: 2006 

12 or Older 12to 17 18 to 25 26 or Older 

Hallucinogen % SE. 0/0 SE % SE % SE 

LSD 0.3 0.02 0.4 0.05;·· 1.2 0.10 0.1 0.02. 
"l 

PCP 0.1 0.02/. 0.2 a.Q4,;;~ 0.2 0.04" 0.0+- 0.02< 

Ecstasy 0.9 0.04 1.2 0.09> 3.8 0.19' 0.3 0.04, 

Ke1amine 0.1 0.02 0.1 0.03 0.2 0.04 0.1 0.02· 

DMT/AMTfFoxy""" 0.0+ 0.01 0.1 0.02 0.2 0.05· 0.0+ O.Of.· 

Salvia dMnorum 0.3 0.02 0.6 0.06· 1.7 0.12 0.0+ 0.01'···· 

Source: SAMHSA. 2006 NSDUH. 

001551 



Table 2. Percentages and Standard Errors (SEl· of Past Year Hallucinogen 
Useu among Persons Aged 12 to 25, by Age Group and Gender: 2006 

12 to 17 18 to 25 

Male Female Male 

Hallucinogen % SE 0/ .. SE 0/" SE 

LSD 0.4 0.01· OA 0.08' 1.5 0.15 

PCP 0.2 0.06 0,3 0.06 0.3 0.06· 

Ecstasy 1.0 o.n 1.4 0.14 4.3 0.28 

Ketamine 0.1 0.03 0.2 0.05 0.3 0.01 

DMT/AMT/Foxy .. ·., 0.1 0.03 0.0+ O.Ot 0.3 0.09·· 

Salvia divinorum 0.9 0.10 0.3 0.06 2.7 0.20 

Source: SAMHSA. 2006 NSDUH. 

http://www.oas.samhsa.gov/2k8/hallucinogens/hallucinogens.pdf 

Allison Vadneau 
Research Analyst I Analyste en recherche 
Office of Drugs and Alcohol Research and Surveillance I 
Bureau de la recherche et de la surveillance des drogues et de I'alcool 

Controlled Substances and Tobacco Directorate I 
Direction des substances controlees et de la lutte au tabagisme 
Health Canada I Sante Canada 
123 Slater St., Ottawa, ON 
K1A OK9 
Ph: 613-946-3738 
Fax: 613-952-5188 

Female 

0/0 SE 

0.8 0.12 

0.2 0.06 . 

3.2 0.24 

0.2 0.04 

0.1 0.03> 

0.7 0.10 
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Hi Courtney, 

Re: NHP Importation (for Salvia lAS) ~ 
Denis Arsenault to: Courtney Smith 
Cc: Tiffany Thornton, Stephanie Chandler 

2010-10-2908:43 AM 

Thanks for this. If you do find border stats, please also send them to Stephanie Chandler as she is 
holding the pen on revising the lAS. 

Denis 

Denis Arsenault, NManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur : (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 

Courtney Smith As discussed. Something to this effect mayclari... 

From: 
To: 
Cc: 
Date: 
Subject: 

Courtney Smith/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
Tiffany Thornton/HC-SC/GC/CA@HWC 
2010-10-2705:51 PM 
NHP Importation (for Salvia lAS) 

········2010-16~2i65:51:23pM 

As discussed. Something to this effect may clarify statements relating to import under the NHPR in the 
'context' and the 'options'. 

S. divinorum can be legally imported and sold in Canada. However, if an s.divinorum product is marketed 
with a health claim, it would meet the definition of an NHP. This means that while the domestic sale, and 
the importation for sale, of these products would be prohibited in the absence of a market authorization, 
importation of limited quantities for personal use would be permitted. Therefore this substance is easily 
accessible. 

I will have to follow up regarding the availability of border stats (I'm unsure if we have this information 
available). 
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History: 

Hi Stephanie, 

Re: CSS-WG comments re: Salvia lAS? fJl 
Allison Vadneau to: Stephanie Chandler 
This message is digitally signed. 

This message has been replied to. 

I will send out an e-mail now for a last request for comments on the lAS. 

2010-10-2912:28 PM 

I'm worried that people may have been forwarding their responses to Tiffany rather than to myself, and 
Tiffany is still out of the office. 

I will get back to you asap with comments if anything is sent to me. 

Allison Vadneau 
Research Analyst / Analyste en recherche 
Office of Drugs and Alcohol Research and Surveillance / 
Bureau de la recherche et de la surveillance des drogues et de I'alcool 

Controlled Substances and Tobacco Directorate / 
Direction des substances contr6h§es et de la lutte au tabagisme 
Health Canada / Sante Canada 
123 Slater St., Ottawa, ON 
K1A OK9 
Ph: 613-946-3738 
Fax: 613-952-5188 

Stephanie Chandler Hi Allison, Just wanted to check if you had rec ... 

From: 
To: 
Date: 
Subject: 

Hi Allison, 

Stephanie Chandler/HC-SC/GC/CA 
Allison Vadneau/HC-SC/GC/CA@HWC 
2010-10-2912:12 PM 
CSS-WG comments re: Salvia lAS? 

2010-10-2912:12:48 PM 

Just wanted to check if you had received any other comments from the CSS-WG regarding the Salvia lAS. 
I received your comments with regard to US stats and comments from Courtney Smith, but I haven't 
received any from NHPD. I believe Robin was going to forward you them by noon today? 

We'd like to send the draft lAS to the Director, OCS by COB today, so if you could forward any other 
comments ASAP it would be greatly appreciated. 

Thanks! 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des SUbstances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Re: CSS-WG Comments on lAS :Salvia Ijt 
Suzanne Desjardins to: Allison Vadneau 

Tanja Kalajdzic, Denis Arsenault, Robin Maries, Hanan Abramovici, 
Cc: Irshad Mulla, Collin Pinto, Colette Strnad, Bruna Brands, Evelyn Soo, 

Courtney Smith, Jocelyn Kula, Tiana Branch, Stephanie Chandler, 
Tiffany Thornton 

2010-10-2901:08 PM 

We will have additional comments on the lAS at a later stage, but for the purpose of submitting the draft to 
Jocelyn today, we have provided them earlier this week. 

Thanks 

Suzanne 

Allison Vadneau Good afternoon, Please advise if you have any ... 2010-10-29 12:32:23FM 

From: Allison Vadneau/HC-SC/GC/CA 
To: Suzanne Desjardins/HC-SC/GC/CA@HWC, Tanja KalajdziclHC-SC/GC/CA@HWC, Denis 

ArsenaultlHC-SC/GC/CA@HWC, Robin Marles/HC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Irshad Mulla/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC, Colette Strnad/HC-SC/GC/CA@HWC, Bruna 
Brands/HC-SC/GC/CA@HWC, Evelyn Soo/HC-SC/GC/CA@HWC, Courtney 
Smith/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Tiana 
Branch/HC-SC/GC/CA@HWC 

Cc: 
Date: 

Stephanie Chandler/HC-SC/GC/CA@HWC, Tiffany Thornton/HC-SC/GC/CA@HWC 
2010-10-29 12:32 PM 

Subject: CSS-WG Comments on lAS :Salvia 

Good afternoon, 

Please advise if you have any further comments for the Salvia lAS. 
Input needs to be provided as soon as possible as the lAS will be sent to the Director of OCS by COB 
today. 

Thank you, 

Allison Vadneau 
Research Analyst / Analyste en recherche 
Office of Drugs and Alcohol Research and Surveillance / 
Bureau de la recherche et de la surveillance des drogues et de I'alcool 

Controlled Substances and Tobacco Directorate / 
Direction des substances contr6h~es et de la lutte au tabagisme 
Health Canada / Sante Canada 
123 Slater St., Ottawa, ON 
K1A OK9 
Ph: 613-946-3738 
Fax: 613-952-5188 
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Hi Stephanie, 

Fw: CSS-WG Comments on lAS :Salvia 
Allison Vadneau to: Stephanie Chandler 
This message is digitally signed. 

I am forwarding comments from Evelyn on to you. 

2010-10-2901:26 PM 

Other than Suzanne, which you were copied on, I have not received any further comments. 

Thanks! 
Allison Vadneau 
Research Analyst / Analyste en recherche 
Office of Drugs and Alcohol Research and Surveillance / 
Bureau de la recherche et de la surveillance des drogues et de I'alcool 

Controlled Substances and Tobacco Directorate / 
Direction des substances controlees et de la lutte au tabagisme 
Health Canada / Sante Canada 
123 Slater St., Ottawa, ON 
K1A OK9 
Ph: 613-946-3738 
Fax: 613-952-5188 
----- Forwarded by Allison Vadneau/HC-SC/GC/CA on 2010-10-29 01 :26 PM -----

From: 
To: 
Date: 
Subject: 

Hi Allison 

Evelyn Soo/HC-SC/GC/CA 
Allison Vadneau/HC-SC/GC/CA@HWC 
2010-10-29 01 :08 PM 
Re: CSS-WG Comments on lAS :Salvia 

Sorry I haven't had much time to review this as I have been out of the office most of this week but I added 
one comment on p.2 to change substances to substance. 

Cheers 
Evelyn 

Draft Salvia Divinorum lAS_Oct 25 2010 SD HA cmts Oct 27 10.doc 
Evelyn C Soo, PhD 
National Compliance and Exemption Division I Division de la conformite et des exemptions nationales 
Office of Controlled Substances I Bureau des substances controlees 
Healthy Environments and Consumer Branch (HECS) 1 Direction de la sante environnementale et de la 
securite des consommateurs (DSESC) 
Health Canada 1 Sante Canada 
123 Slater St. Ottawa ON K1A OK9 1123 rue Slater Ottawa ON K1A OK9 
evelyn.soo@hc-sc.gc.ca 
Telephone 1 Telephone 613-948-8964 
Facsimile I Telecopieur 613-952-8576 
Government of Canada 1 Gouvernement du Canada 

Allison Vadneau Good afternoon, Please advise if you have any ... 2010-10-29 12:32:23 PM 
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From: Allison Vadneau/HC-SC/GC/CA 
To: Suzanne Desjardins/HC-SC/GC/CA@HWC, Tanja Kalajdzic/HC-SC/GC/CA@HWC, Denis 

ArsenauIVHC-SC/GC/CA@HWC, Robin Marles/HC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Irshad Mulla/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC, Colette Strnad/HC-SC/GC/CA@HWC, Bruna 
Brands/HC-SC/GC/CA@HWC, Evelyn Soo/HC-SC/GC/CA@HWC, Courtney 
Smith/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Tiana 
Branch/HC-SC/GC/CA@HWC 

Cc: 
Date: 

Stephanie Chandler/HC-SC/GC/CA@HWC, Tiffany Thornton/HC-SC/GC/CA@HWC 
2010-10-29 12:32 PM 

Subject: CSS-WG Comments on lAS :Salvia 

Good afternoon, 

Please advise if you have any further comments for the Salvia lAS. 
Input needs to be provided as soon as possible as the lAS will be sent to the Director of OCS by COB 
today. 

Thank you, 

Allison Vadneau 
Research Analyst I Analyste en recherche 
Office of Drugs and Alcohol Research and Surveillance / 
Bureau de la recherche et de la surveillance des drogues et de I'alcool 

Controlled Substances and Tobacco Directorate / 
Direction des substances controlees et de la lutte au tabagisme 
Health Canada / Sante Canada 
123 Slater St., Ottawa, ON 
K1A OK9 
Ph: 613-946-3738 
Fax: 613-952-5188 
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Hi Denis 

Re: NHP Importation (for Salvia lAS) ~ 
Courtney Smith to: Denis Arsenault 
Cc: Tiffany Thornton, Stephanie Chandler, Collin Pinto 

2010-10-2901:43 PM 

I will be sure to do so. However, as I have nothing readily available, this is to confirm that I have no 
further comments for the time being. 

Courtney 
Re: NHP Importation (for Salvia lAS) 

Re: NHP Importation (for Salvia lAS) @ 

Denis Arsenault to: Courtney Smith 2010-10-2908:43 AM 

Cc: Tiffany Thornton, Stephanie Chandler 

Hi Courtney, 

Thanks for this. If you do find border stats, please also send them to Stephanie Chandler as she is 
holding the pen on revising the lAS. 

Denis 

Denis Arsenault, AlManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances contr61ees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur : (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 

Courtney$mith As discussed. Something to this effect may clari ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Courtney Smith/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
Tiffany Thornton/HC-SC/GC/CA@HWC 
2010-10-27 05:51 PM 
NHP Importation (for Salvia lAS) 

As discussed. Something to this effect may clarify statements relating to import under the NHPR in the 
'context' and the 'options'. 

S. divinorum can be legally imported and sold in Canada. However, if an S.divinorum product is marketed 
with a health claim, it would meet the definition of an NHP. This means that while the domestic sale, and 
the importation for sale, of these products would be prohibited in the absence of a market authorization, 
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importation of limited quantities for personal use would be permitted. Therefore this substance is easily 
accessible. 

I will have to follow up regarding the availability of border stats (I'm unsure if we have this information 
available). 
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History: 

Hi Stephanie, 

Fw: CSS-WG Comments on lAS :Salvia 
Allison Vadneau to: Stephanie Chandler 
This message is digitally signed. 

This message has been replied to. 

I don't know if these are too late but I just saw them now. 
Comments from Robin re lAS Salvia. 

Thanks! 

Allison Vadneau 
Research Analyst I Analyste en recherche 
Office of Drugs and Alcohol Research and Surveillance I 
Bureau de la recherche et de la surveillance des drogues et de I'alcool 

Controlled Substances and Tobacco Directorate I 
Direction des substances contr61ees et de la lutte au tabagisme 
Health Canada I Sante Canada 
123 Slater St., Ottawa, ON 
K1A OK9 
Ph: 613-946-3738 
Fax: 613-952-5188 
----- Forwarded by Allison Vadneau/HC-SC/GC/CA on 2010-10-29 02:36 PM ----

From: 
To: 
Date: 
Subject: 

Robin Marles/HC-SC/GC/CA 
Allison Vadneau/HC-SC/GC/CA@HWC 
2010-10-2902:01 PM 
Re: CSS-WG Comments on lAS :Salvia 

2010-10-29 02:37 PM 

Here are my comments on the NHP Regulations section, as promised. I have not bothered to reproduce 
all the other corrections submitted by Hanan, Suzanne etc. that we discussed and agreed to at the 
meeting. You already have that from others. 

Draft Salvia Divinorum lAS_Oct 25 2010 ed by NHPD.doc 

Robin 

Robin J. Maries, Ph.D. 
Director, Bureau of Clinical Trials and Health Sciences I Directeur, Bureau des essais cliniques et des 
sciences de la sante 
Natural Health Products Directorate I Direction des produits de sante naturels 
Health Products and Food Branch I Direction generale des produits de sante et des aliments 
Health Canada / Sante Canada 
2936 Baseline Road, A.L. 3302C / 2936 chemin Baseline, Indice de I'adresse 3302C 
Ottawa, ON CANADA K1A OK9 
(Courier / Livraison: K2H 1 B3) 
Tel/Tel.: 613-948-6142; Fax I Telec.: 613-946-1615 
E-mail /Courriel:robin.marles@hc-sc.gc.ca 

Allison Vadneau/HC-SC/GC/CA 

Allison 
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Vadneau/HC-SC/GC/CA 

2010-10-2912:32 PM 

Good afternoon, 

To Suzanne Desjardins/HC-SC/GC/CA@HWC, Tanja 
Kalajdzic/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Robin 
Marles/HC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Irshad 
Mulla/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC, Colette 
Strnad/HC-SC/GC/CA@HWC, Bruna 
Brands/HC-SC/GC/CA@HWC, Evelyn 
Soo/HC-SC/GC/CA@HWC, Courtney 
Smith/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Tiana 
Branch/HC-SC/GC/CA@HWC 

cc Stephanie Chandler/HC-SC/GC/CA@HWC, Tiffany 
Thornton/HC-SC/GC/CA@HWC 

Subject CSS-WG Comments on lAS :Salvia 

Please advise if you have any further comments for the Salvia lAS. 
Input needs to be provided as soon as possible as the lAS will be sent to the Director of OCS by COB 
today. 

Thank you, 

Allison Vadneau 
Research Analyst I Analyste en recherche 
Office of Drugs and Alcohol Research and Surveillance I 
Bureau de la recherche et de la surveillance des drogues et de I'alcool 

Controlled Substances and Tobacco Directorate I 
Direction des substances controlees et de la lutte au tabagisme 
Health Canada I Sante Canada 
123 Slater St., Ottawa, ON 
K1A OK9 
Ph: 613-946-3738 
Fax: 613-952-5188 
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Issue Analysis Summalry 

Scheduling Salvia Divinorum ;,llnder th~CI?SA 

Regulatory Policy Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate 

CONTENTS 

1. APPROVALS 
2. ISSUE 
3. PURPOSE 
4. CONTEXT 
5. ASSESSMENT OF RISKS AND BENEFITS 
6. IDENTIFICATION AND ANALYSIS OF OPTIONS 
7. CONSIDERATIONS 
8. RECOMMENDATlON(S) 
9. CONSULTATIONS 
10. IMPLEMENTATION AND EVALUATION 

1. APPROVALS 

This Issue Analysis Summary is approved. 

Jocelyn Kula, A/Director 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 

[DD/MMl201O] 

2. ISSUE 

DRAFT 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of Salvia 
divinorum (S. ~ivinoru~.llwhJc:I1~_rll?~_C:llfl"e_~~Jy",regulated under the Controlled Drug;~~d .. -
Substances Act (CDSA). These requests are further to reports from scientific and media sources 
suggesting that S. divinorum is being used by adolescents and young adults specifically for its 
hallucinogenic properties. Health Canada has also noted an ongoing media interest regarding the 

I 
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availability of S divinorum in Canada 

3. PURPOSE 

To assess S.divinorum#g~_J:}~~_th~_crite~i~X~~_th~_a~~it!~n_~f~s!1b_staI1~e_t~_~n~_~(th~_~ch~~_uJ~s_____ ~::ts"!~,!~!~~e 
to the CDSA, and determine whether thi§. substanc:e.. should be regulate4 as~controlled subs_tance., _'\" considered, the assessment was not 

in Canada. \" ,<',_made on "and/or salvin orin A" 

i, \. L Deleted: alvia ] 

4. CONTEXT ---- "( Deleted: and/or salvinorin A ) 

S~divinorum is a speci~s ofsagewhich_b~longs t~the mintfamilXLan(t\Vhicl1 is {oundin the 
form of dried leaves, extract and plant cuttings. Also called "diviner's sage", the plant is known 
to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the psychoactive 
ingredient in S divinorum~ __ a~e~~I_t?r~~aI1e_dit~rreIle., \Vh!~l1JsJ<?llIl~prJlll~H)'iIlthel~a:v~sLaIl~_, _____ _ 
to a lesser extent in the stem ofthe plant. I \" 

T _ _ _ ___ ... ~ _ . _ _ _ _ _ _ _ _ _ _ _____ ~ ___ . _ _ _ _ _ _ _ _ _ __________ . _ _ _ . _ _ . ___ . _ • _____ . _ _ _ _ _ _ _ _ _ _ _ _ ___ _ 

S divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported' 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. S. divinorum cuttings are also available from a number 
of garden supply companies. 

S divinorllm is a substance not currently scheduled under the CDSA. It can be imported and sold 
legally in Canada to anyone of any age, anywhere in Canada provided it is not sold as a health 
product or hallucinogen. In addition, the S. divinorllm sold in Canada is currently not subject to 
any specific quality or safety standards. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was requiredt 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt ofthe aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS) in November 2005, which 
recommended that S. divinorum and its active ingredient salvinorin A be regulated as controlled 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
l Dennehy CE, Tsourounis C, Miller AE, Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(l 0): 1634-9. 
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substances. This recommendation was maintained when the lAS was updated in November 
2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation ofa Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 
Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to a discussion with theA~s!~~aIltgt!p_ll:tY._M!Il~s!t!r(~PM1~fJheJ:leaJtht Environments u _-----{>=D=e=le=ted=:=an====== 

and Consumer Safety Branch (HECSBk~!!_~P~PQO},JheJt~t!nlg!1lg_~t~a..tt!gy_~d_~_o~!~~!!~_~mu, (Deleted: HECS???? 1 
Subst~nces Direc~orate. (DSCSD) (now_Gontt:<?IJ{!d __ Subst~ces and T.o~acco Directorate,c:~:rPL,'<:,:" ( Deleted: ~ 
organized a meetmg With MHPD, NHPD and HPFBI to diSCUSS S. dlvmorum. HPFBI was to "'t Deleted: discussion j 
determine appropriate compliance activities regarding S. divinorum and consult with the Canada r Deleted: ) ( 1 
Border Services Agency (CBSA) regarding the movement of products containing S. divinorum-
into and out of Canada. 

On September 13,2007, a further meeting between.,.DSCSQ,M.fIPP, NHPD ~dJfI>F'BIledt~ 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals ofDSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that their 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, ifthe review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention ofa disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

3 
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(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of October 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 
, ~ 
4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are sate, dfective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada. A product licence may be obtained 
Qursuant to an application in which the applicant attests to all onhe conditions set out in a 
natural health product monograph prepared and published by the Natural Health Products 
Directorate. Alternatively, an applicant may submit a product license application that provides 
evidence of quality, safety and efficacy that is assessed as being sufficient and approved by 
NHPD by the full submission route. The NHPR also require that all manufacturers, packagers, 
labelers, and importers have a site license issued on the basis of sufficient evidence of procedures 
respecting distribution records, product recalls, product handling, storage and delivery, and all 
other aspects of Good Manufacturing Practices as set out in the NHPR. 

if _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ , ________ ~ _ _ _ _ _ _ . _ _ _ _ • 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must be substances set out in Schedule 1 (a list of included substances) to the NHPR, a 
traditional medicine or a homeopathic medicine, and none of the ingredients can be substances 
set out in Schedule 2, a list of excluded substances which includes any substance listed on 
Schedules I to V of the CDSA. Section 2(2) of the N HPR excludes those substances (except 
homeopathic medicines) whose sale is required to be pursuant to a prescription as per Section 
C.01.043 of the F&DR. 

As per section 93(1 )(b)(vi) of the NHPR, every natural health product must be labeled with its 
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llUthorized recommended use or purpose. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a moditication of an organic function. 
Therefore products that contain S. divinorum and are manufactured, sold or represented for use as 
a hallucinogen meet the definition of an NHP. 

As of October 20 [0, no products containing S. divinorum have been authorized by Health 
Cana no NPNs or DlN-HMs have been issued for such roducts. Therefore sales ofS. 
divin m are illegal under the NHPR if the product is represented for use as a hallucinogen or if 
other health claims are made. 

._- _. 
4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDS A provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers a number off actors 
including: 

• International requirements and trends in the control and/or scheduling; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse and/or addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of£.DillinoTU.tn forSc,helllllingPurp()ses ,_' 

4.2.1 International Requirements and Trends in the Control and/or Scheduling 

At the present time, neither S"divinorutrl nor sal"il1orin A are Iisti'!d under the United Nati()ns 
Drug Control Conventions and therefore do not have to be regulated as controlled substances in 
any of the countries (including Canada) that are signatories to these Conventions. 

Australia 
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In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Both S. divinorum and salvinorin A are listed in Schedule 9 of 
Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the basis of "high 
potential for abuse and risk to public health and safety.,,3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus.s 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March I, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11,2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti a Psicotrope. 

Japan 

On November 9, 2006, the Japanese government added a group ofthirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 

3 http://www.tga.gov.aulndpsc/record/rr20011 \.pdf 
~ http://www.cognitiveliberty.org/news/saivia_austraiia.htm 
5 

http://eldd.emcdda.europa.eulhtmi.cfinlindex517 6EN .html?pluginMethod=eldd.shownewsdetails&id=201 12/2006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%20and%20khat 
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pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

It is illegal to possess or sell S"divinorumJf!_~~~~ti_~_I..~t.~'J~l..ithu~i~J)~I~~u~~t))_~i~_~~llthu _ 
Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to possess it. 
In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb and it is 
illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
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for Drug Abuse, the Drug Enforcement Agency is considering classitying S. divinorum and/or 
salvinorin 1\as.Schedule I drug~~uIhis Scht!~ulei!lclll~es sUlJs~(:essllch~ I..~])a!ldll1a.riju~a.<. '{=_D~e~leted~~: s~al~vi~a ~~~~=< 
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In addition, some individual states have implemented laws restricting its use, sale and/or 
distribution. As of July 2010, a number of states have enacted legislation placing regulatory 
controls on S. divinorum and/or salvinorin A including Delaware, Georgia, Florida, Hawaii, 
Illinois, Kansas, Kentucky, Maryland, Mississippi, Missouri, Nebraska, North Dakota, Ohio, 
Oklahoma, South Dakota, Wisconsin, Virginia, California, Louisiana, Maine, North Carolina, 
and Tennessee. By way of example, additional details regarding the regulation of S. divinorum in 
these last five states are provided below. 

California 

As of January 1,2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
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and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina .L Deleted: alvia ~ 

On December 1,2009, the North Carolina State Legislature brought a new law into force 
which made S."divinoruffl ~nd s.alyinorill A. illegal. The. 0I11y l~gal. $. diviy/o!.um acth'ities 
are the growing for aesthetic, landscapin~<>.~.d~(;.or . .a!!y~J)lIl]Jo.~~.s.()!.uIl!yer.~!ty~~ffiIAattl<:l .. 0 

medical or pharmacological research. 

Tennessee 

On July 1,2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative : 
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K-opioid (KOR) receptor.9 Its mechanism of action is therefore unique. 10 

The psychoactive effects of S. divinorum vary in onset and duration and include perceptual 
distortions such as the sensation of becoming an object, having visions of various two
dimensional surfaces, films and membranes, revisiting places of the past (particularly childhood), 
perceived loss of the body and/or identity, various sensations of motion (being pulled or twisted 
by a force of some kind), uncontrollable hysterical laughter, and overlapping realities 
(perceptions of being in more than one p lace). II Laughter, happiness, ~sense of well-being and 
dissociative effects were deemed the most positive aspects of S. divinorum by users, second only 
to the "trip" that the drug elicits. 12 Depersonalization, speaking gibberish, widening of 
consciousness and subjective illusions of rapid movement, flying or hovering have also been 
reported. 13 

The psychotomimetic effects of S. divinorum closely resemble the schizoid symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only!!.. weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. 15 Its strong dissociative effects are often compared to those of 
ketamine. 16 Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 17 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience are quite unique. 18 

9 Roth BL, Baner K, Westkaemper R, Siebert 0, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Nat! Acad Sci USA. 2002 Sep 
3;99( 18): 11934-9. 

10 Siebert 01. Salvia divinorum and saivinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
lun;43(l ):53-6. 
11 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
lun;43( 1):53-6. 
12 Gonzalez 0, Riba 1, Bouso lC, Gomez-larabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorurn among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
13 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 lan;38( I): 1-5 and Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. 1 Ethnopharmacol. 19941un;43(\):53-6. 
14 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 lan;38(1):1-5. 
15 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
lun;43( 1):53-6. 
16 Wolowich WR, Perkins AM, Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
17 Gonzalez 0, Riba 1, Bouso JC, Gomez-larabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorurn among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
lR Siebert OJ. Salvia divinorurn and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
lun;43( I ):53-6 and Gonzalez 0, Riba J, Bouso lC, Gomez-Jarabo G, Barbanoj MI. Pattern ofuse and subjective 
etTects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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S. divinorum causes an unusually high degree of sedation, weakness and fatigue, !!!!9.tl1e _____ , ___ ,_ 
increased de-realization is not commonly reported for classical psychedelics. 19 The combination 
of these effects seems to correlate with that of other KOR agonists such as pentazocine.20 

The onset and intensity of the effects of ~d!vinorul1l apPt!ar t()~erelatedto tht!r()ute of __ 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length of time the material spends in the mouth, with the onset of 
effect generally taking 5-10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside.21 

Routes of administration that avoid the hepatic first-pass effect (Le. inhalation, intravenous, 
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minutes~ and then subside over the next 30 minutes. Deleted: and effects 

Smoking the dried leaves or a concentrated extract using a pipe or bongj.~_~)'Jar_tl1_t?_~()_~~_uu_uuu_---/ Deleted: Smoking 
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extract of salvinorin A. A concentrated extract can also be used sub lingually. Neither S. accomplished by smoking the dried 
leaves or a concentrated extract 

divinorum nor salvinorin A can be injected because the powder is insoluble in water.25 
using a pipe ar bong 

4.2.3 Legitimate Use of the Substance, including Therapeutic. Scientific, Industrial or 
Commercial Uses 

19 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj M1. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
20 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
21 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
22 Wolowich WR, Perkins AM, Cienki J1. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
24 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. Most 
websites offering S. divinorum cuttings and seeds for sale appear to do so in the context of 
growing the plant for "recreational" purposes, rather than out of horticultural interest or for its 
esthetic appeal. However. it should be acknowledged that this does not preclude the possibility 
of a person growing this plant for purely decorative purposes. S. divinorum is also marketed as 
incense. However, there is no evidence that S. divinorum has any fragrant properties that would 
legitimize such a use. Therefore it is believed that the marketing of this plant as an incense is a 
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4.2.4 Potential for Abuse and/or Addiction Liability 

Salvinorin A is a potent, KOf\-se!ective agonistJ:lnd in contrast to the euphoria produced by 
- - - - . - - - - - - - - - - - - -- - -- - -- - - - - - - -- - - - ~ - - - - - - - ~ - - - - - - - - - -- - - - - - - -- - - - - - - -- - -.., 

26 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
28 Munro, T. The Chemistry of Salvia divinorurn. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327 10 I IMunro2006thesis.pdf February 2007. 
30 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorurn. Life Sci. 2005 Dec 
22;78(5):527-31. 
31 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
33 Sheffler OJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3): 107-109. 
;;; Killinger BA, Peet MM, Baker LE. Salvinorin A fails to substitute for the discriminative stimulus effects of LSD 
or ketarnine in Sprague-Dawley rats. Pharmacology, Biochemistry & Behaviour. 2010 May 96; 260-265. 
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addition, KOR agonists have analgesic properties, but are not associated with respiratory 
depression like MOR agonists!- Finally, while MOR agonists increase the release of dopamine, 
the activation ofKOR decreasesdopaminenllease in the~ucleus ac~umbens.31 In the cas~ of -
MOR agonists, the increase of dopamine acts as a positive reinforcer. This action motivates the 
user to use the drug again, which could lead to drug abuse and/or addiction. For KOR agonists, 
this is not the case. 

The aversive effects of KOR agonists suggest that the risk of addiction to S. divinorum is 
negligible. owever, very few controlled scientific studies of the physical and psychotropic 
effects . divinorum on humans have been carried out and the results have been conflicting. 

am Ie one author states: "Man who have used salvinorin A find the ex erience 

divinorum a 'at. Users have re orted the ne ative effects of S. divinorum as: the short duration 
of action, lack of co trol over the experience, persisting negative effects (most often anxiety),41 
sweating, chills, increased diuresis, impaired vigilance,42 and negative after-effects inclUding) 
tiredness, feeling head heavy, dizziness, physical exhaustion, and some degree of malaise or 
'hangover' as they 'comedown' from the drug.43 

In addition, ~~ll1e llsers _ haven()t~~ tl1(1t thtly .reqllire incre(lsingd()se~ of salvinorin A in ()rder to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
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37 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hili, New York, USA, 2006, pp. 547-
590. 
38 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

39 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorurn among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Biicheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner'S Sage). Pharmacopsychiatry. 2005 
Jan;38(l):1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
40 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
-II Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
42 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
43 Gonzalez D, Riba J, Bouso lC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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tolerance.44 Therefore, it is difficult to predict with certainty its potential for addiction and abuse. 
In studies that have been conducted, there is contlicting information around the addiction 

liability of S. divinorum in both animals and humans. Further studies in this area and on the 
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potential of this substance. 

While concerns for the potential of abuse were initially considered~i~hrlaLg~Y_tlp:_t~_~~Lkg_()r _------{ Deleted: ere once 

dried leaves Q!!1v..yiel~_t()§h~~_d()s_tl~_()f~_~~~ip:oti_ll_!~,Jo_~_()!~L~<?~~_l:lInmion,it_\V_~_ti1(ln _____ u __ ,::-----t Deleted: because 

discovered that vaporizing and inhaling 200-500 micrograms had profound hallucinogenic '-:-- ! Deleted: s 

effects.45 Given that only small doses of this substance are now necessary to achieve the desired {~D=e=leted==:=so=nl=Y======< 
effects through inhalation, tht;'p()!(lntilllJ()~ _!:l.1?l!~~_i~_rn~~i1Jli_gi1(l_~. __ -,~!s()lJhtl_(lx.tt:a~tio_ll_()L_mu um_~u-u{ Deleted: re is a higher 

salvinorin A from the plant is simple, and with care, approximately 1.5 grams of pure salvinorin ------ Deleted: T 

A per ~ilogram of dried leaves (8kg offresh leaves) can be isolated. This is enough for 2000 eral _______ Comment [HABR9]: Oral 

doses. doses? 
~~==========~ 

4.2.5 Evidence of Extent of Actual Abuse ofthe Substance in Canada and Internationally 
r Deleted: human ] ------
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given the use of the term "salvia". 

44 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use ofnonprohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Sa/via divinorum (Diviner's 
Sage)_ Pharmacopsychiatry. 2005 Jan;38(1): 1-5. 
45 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1):53-6. 
46 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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term effects of S. divinorum use.54 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 
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of smoke from burning dried leaves. 55 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smokingLGiiyill()ru1n0:v~r an r Deleted: Salvia -------------------
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use. 56 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period of time. 57 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law whiCh classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006), showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 58 
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true incidence due to under-reporting. 

5. ASSESSMENT OF RISKS AND BENEFITS 

j~ Grundmann 0, Phipps SM, Zadezensky I, Butterweck Y. Sa/via divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun;73: 1039-1046. 

56 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102,823-824. 
57 http://www.kvbc.comlGlobal/story.asp?S=4893692 
jR Wolowich WR, Perkins AM, Cienki J1. Analysis ofthe psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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distribution and use of these substances. S. divinorum and salvinorin A are pharmacologically 
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There are also currently no legitimate therapeutic, commercial or industrial uses for S. divinorum. 
While the addiction potential pf $.'. ,dillJllor:~'!', a.Pl?~ars.t~ ,b~ -'o,\V~ ,!h,~r~is.a. ~ig,nifl,caIl~, p~!~!1!ia.I, __ ,~ 

for its abuse as a 'legal' hallucinogen. There is very little information with regards to the long
term effects of S. divinorum use. There is also evidence of abuse, particularly by Canadian youth 
ilI1d, p()tentia.l JO,~),l!(}i\liduaIJlea.lth risks as well a~risk~ to public health and safety. 

18 

001579 

\'.',( Formatted: Highlight 1 
' ..... ,( Deleted: have heM ) 
\ Deleted: smoking the 1~ ... [321 

Deleted: While there h~ ... [331 

·.l Deleted: used for 

[ Deleted: and can 

( Formatted: Not Highlight 

' .. ( Deleted: a/via 

. f Formatted: Not Highlight 

f Deleted: and I 
. . :l' Deleted: salvinorin A --l 

. ---....J 

, i Formatted: Not Highli~ 
i 'Formatted: Not Highlight J 

. ( Deleted: for physical dependence 1 

. i Deleted: and adolescents. 1 
i Formatted: Not Hi9hl!gh~ 

( Deleted: for 1 



s.21(1)(a) 
s.21(1)(b) 

!n light of a recommendation to include S. divinorum under Schedule III to the CDSA, it is also 
recommended that the main psychoactive ingredient of this plant. salvinorin A, be scheduled. 
Salvinorin A can easily be extracted from S. divinorllm and this substance gives the plant its 
hallucinogenic properties. Therefore salvinorin A results in the same risks as S. divinorum and 
should also be controlled under the CDSA in the same manner as S. divinorum. 

't: __ ~ ~ _______________________________ ~ _ ~ ____________ ~ ___ ~ ______________________________________________________________ ~ 

,8. RECOMMENDATIONS 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that S. divinorum is readily 
available and law enforcement agencies have no legal means to prevent its sale. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented for 
sale as health products that modify organic functions can be refused for import under the NHPR. 
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It is difficult to determine the extent of actual abuse of S. divinorum.in Canada or 
elsewhere as there appear to be inconsistencies in the literature regarding risk aversion. 
For example, one author states: "Many who have used salvinorin A find the experience 
extremely unnerving, frightening and overly intense and most have no desire to repeat the 
experience.'" However, another study suggested that this is not the experience of all 
recreational users of S. divinorum? Over eighty percent of users surveyed on a web
based questionnaire about their S. divinorum use said that they would probably or 
definitely use S. divinorum again.3 Users have reported the negative effects of S. 
divinorum as: the short duration of action, lack of control over the experience, persisting 
negative effects (most often anxiety),4 sweating, chills, increased diuresis, impaired 
vigilance,5 and negative after-effects including tiredness, feeling head heavy, dizziness, 
physical exhaustion, and some degree of malaise or 'hangover' as they 'comedown' from 
the drug.6 
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There are significant regional variations, with students in Northern Ontario (9.2%) 
most likely to use Salvia divinorum. 
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The scope of the previously mentioned studies did not provide for any explanations 
regarding differences in usage between ages, genders and regions. In this regard, it is 
difficult to speculate on the causality of such differences. 
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I Turner OM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 
1996. 

2 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of 
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4 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on 
Problems of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
5 BUcheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum 
(Diviner's Sage). Pharmacopsychiatry. 2005 Jan;38(l): 1-5. 
6 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of 
Salvia divinorum aruong recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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s.21(1)(a) 
s.21(1)(b) 

Year 
2006 
2007 
2008 
2009 

2010 (as of May 7) 

Count 
9 
8 
4 

20 
8 

Page 15: [6] Deleted STCHANDL 2010-10-27 3:31:00 PM 

The following table shows the quantity of S. divinorum products that were seized from 
2000 through to 2009. 

Page 15: [7] Deleted SDESJARD 2010-10.-26 3:48:00 PM 

The increase in both the number of enquiries from various municipalities and members of 
the public and the amount of media interest regarding the availability of Saliva divinorum 
in Canada may be an indication that the recreational use of S. divinorum as a hallucinogen 
is on the rise. However, there are no available statistics that indicate there has been a 
significant increase in S. divino rum use in the Canadian population. 
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Page(s) 001584 to\a 001587 

Is(Are) exempted pursuant to section(s) 

est(sont) exemptee(s) en vertu de(s)(I')article(s) 

21 (1 )(a), 21 (1 )(b) 

of the Access to Information Act 

de la Loi sur I'acces a I'information 



Re: Salvia lAS for Review ~ 
Jocelyn Kula to: Stephanie Chandler 2010-11-01 09:35 AM 

·~·~'_"·'C."""~-_' _________________ ' ____ """ ____________ _ 

Ok I will review then. Can you pis start drafting the NOI while I try and figure out whether we need to go 
through EC- Science and Risk (see next email) 

JK 
Sent by blackberry 

Jocelyn Kula 
AI Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controllees 

Stephanie Chandler 

----- Original Message -----
From: Stephanie Chandler 
Sent: 2010-11-01 08:50 AM EDT 
To: Jocelyn Kula 
Subject: Re: Salvia lAS for Review 

Hi Jocelyn, 

Yes this version does include all the comments from ODARS. The CSS-WG had no major comments on 
our adjusted recommendations, but they did have some comments on the body of the lAS (though it had 
not changed substantially since it was last reviewed by the working group in August). 

At the meeting it was also confirmed that, in accordance with the CSS-WG process, once a Notice of 
Intent has been published for Salvia and public comments received, the lAS will go back to CSS-WG 
again. 

Let me know if you have any questions. 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Jocelyn Kula 

From: 
To: 
Date: 
Subject: 

just to be clear; does this version include the 0 ... 

Jocelyn Kula/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-10-31 10:33 PM 
Re: Salvia lAS for Review 

2010-10-31 10:33:50 PM 

just to be clear; does this version include the ODARS comments I was copied on? what happened at the 
CSS-WG meeting? 

JK 
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Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances contra lees 
Healthy Environments and Consumer Safety Branch/ Direction gEmerale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Chandler Hi Jocelyn, For your review. 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2010-10-2904:47:13 PM 

Cc: 
Date: 

CSTD-OCS-DO, Daniel GalarneaulHC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-10-2904:47 PM 

Subject: Salvia lAS for Review 

Hi Jocelyn, 

For your review. 
[attachment "Draft Salvia Divinorum lAS_Oct 29 2010.doc" deleted by Jocelyn Kula/HC-SC/GC/CA] 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances contralees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Fw: Salvia 
Jocelyn Kula to; Stephanie Chandler 2010-11-01 09:50AM 

---------~~---------~----------------~--------

for the file pis 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-11-01 01 :36 AM ---

From: 
To: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC, Nicole 
Prentice/HC-SC/GC/CA@HWC 

Date: 2010-10-2012:31 PM 
Subject: Fw: Salvia 

FYI - see email below from HPFB. Heidi may be contacting you about this. 

Christine Roush 
Senior Communications Advisor! 

From: 
To: 

Ken PolklHC-SC/GC/CA 
dave_stephens@hc-sc.gc.ca 

Cc: 
Date: 

Elizabeth Keeping/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC 
2010-10-2012:26 PM 

Subject: Fw: Salvia 

Follow up to MO questions this morning. 

Ken Polk 
Senior Communications Executive! Gestionnaire principal des communications 
Strategic Communications Directorate! Direction generale des communications strategiques 
Public Affairs, Consultation and Communications Branch ! Direction genera Ie des affaires publiques, de 
la consultation et des communications 
Health Canada! Sante Canada 

Tel: (613) 941-0698 Cell: (613)219-0903 Fax: (613) 957-8805 

----- Forwarded by Ken PolklHC-SC/GC/CA on 2010-10-2012:24 PM -----

From: Stephanie PriestlHC-SC/GC/CA 
To: 
Cc: 

Clarke Olsen/HC-SC/GC/CA@HWC, Graham Howell/HC-SC/GC/CA@HWC 
HPFB_ADMO_EWR, Steven SchwendtlHC-SC/GC/CA@HWC, Heidi 
Jackson/HC-SC/GC/CA@HWC 

Date: 2010-10-2012:21 PM 
Subject: Salvia 

Clarke and Graham 
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Further to your questions this morning about Salvia - I have confirmed with NHPD that my information is 
correct. Products containing salvia are would only be considered a NHP (and subject to the NHP 
regulations) if they make a health claim. 

- If the ingredient salvia is found in a product AND it the product makes a health claim, then the product 
would be considered a NHP 

- if the ingredient is found in a product BUT DOES NOT make a health claim, then it would NOT be 
considered a NHP 

As I mentioned, we would look at each situation on a case by case basis - there can be gray areas with 
respect to the claim. You mentioned one of them: if they have a website making a claim or if a retailer is 
making a claim. We would look at these situations carefully to determine if they are NHP claims. If its a 
website, we would likely ask that the claim be removed from the website. 

- With respect to the status of scheduling Salvia as a controlled substance, we have not been able to 
reach HECs ADMO this morning. I would suggest that you follow-up directly with Heidi Jackson. 

Thanks (and sorry for the delay) 

Stephanie 

Stephanie Priest 
Executive Director, Issues Management 
Directrice executive, Gestion des questions d'interet 
ADMO-HPFB/BSMA-DGPSA 
Health Canada/Sante Canada 
tel. 613-952-6237 
fax 613-957-3954 
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Fw: hecs bus ping today 
Jocelyn Kula to: Stephanie Chandler, Denis Arsenault 
Cc: Patricia Rapold 

2010-11-01 09:52 AM 

pis note head's up re salvia. we are all still trying to figure out how the item appears to have made it onto 
the forward agenda so no need to generate anything yet.. ... but stay tuned .... 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-11-01 12:44 AM -----

From: Cathy A Sabiston/HC-SC/GC/CA 
To: Suzanne Desjardins/HC-SC/GC/CA@HWC 
Cc: Suzanne Desjardins/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie 

SzicklHC-SC/GC/CA@HWC 
Date: 2010-10-2704:22 PM 
Subject: Re: hecs bus ping today 

thx very much 

Cathy Sabiston 
Director General / Directrice generale 
Controlled Substances & Tobacco Directorate (CSTD) 
Direction des substances contr61ees et de la lutte au tabagisme (DSCL T) 
Health Canada / Sante Canada 
Tel: (613) 941-1977 Fax: (613) 954-2288 
E-maillcourriel:cathy.a.sabiston@hc-sc.gc.ca 
Website/Site web: www.hc-sc.gc.ca 

Suzanne Desjardins sorry everyone, I should have checked my file ... 

From: 
To: 

Suzanne Desjardins/HC-SC/GC/CA 
Suzanne Desjardins/HC-SC/GC/CA@HWC 

2010-10-2703:21 :57 PM 

Cc: Cathy A Sabiston/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC 

Date: 2010-10-2703:21 PM 
Subject: Re: hecs bus ping today 

sorry everyone, I should have checked my files earlier. 

FYI 
There is a meeting of the HECS Exec Subcommittee on Science Policy, (Chaired by ae.tb.and on which 
Ivan Ross and I are members), scheduled for this Friday. On the Agenda is Beth's de-brief of the "E.:C 
SRM forward agenda ". Among the documents sent in preparation for our meeting is the list of proposed 
tOPICS; Salvia is listed but unscheduled. Salvia is identified as a Natural Health Product with the issue 
being "potential for abuse/dependence (CDSA discussion with OCS)"; the lead identified is HPFB/HECS. 
Looking at the list of "what items should be brought to EC-SRM", it is not clear to me why Salvia has been 
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identified. Also of interest to us would be an issue from Legal services regarding litigation from the 
perspective of how it affects HC -How HC officials are implicated. resources .... (topic also not yet 
scheduled) 

I will let you know what more I learned from my meeting on Friday on this issue and on how the 2 
committees are related. 

Suzanne 

SuzClI1I1~I.)~sjardinl? we had reps from HPFB (Marketed products a ... 

From: 
To: 

Suzanne Desjardins/HC-SC/GC/CA 
Cathy A SabistonlHC-SC/GC/CA@HWC 

2010-10-2702:33:09 PM 

Cc: 
Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
2010-10-27 02:33 PM 

Subject: Re: hecs bus ping today 

we had reps from HPFB (Marketed products and Natural Health Products) and Inspectorate at our meeting 
this morning to discuss the scheduling of Salvia and no one raised it. 

.G9.thy A~a~is.tC:>11 ........ this is the new name for formerly called 5MB ctt .. . 2010-10-2701:58:37 PM 

From: Cathy A SabistonlHC-SC/GC/CA 
To: Suzanne Desjardins/HC-SC/GC/CA@HWC 
Cc: 
Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
2010-10-27 01 :58 PM 

Subject: Re: hecs bus ping today 

this is the new name for formerly called 5MB cttees. We are guessing that HPFB put it on the list, but I 
really don't know! 

So I guess we have to go to ec cttee now ... 

Stephanie, follow up with admo, once you hear back from jocelyn on status. 

Cathy Sabiston 
Director General/ Directrice generale 
Controlled Substances & Tobacco Directorate (CSTD) 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada / Sante Canada 
Tel: (613) 941-1977 Fax: (613) 954-2288 
E-mail/courriel:cathy.a.sabiston@hc-sc.gc.ca 
Website/Site web: www.hc-sc.gc.ca 

Suzanne Desjardins this is certainly all news to me too (what is EC ... 

From: 
To: 

Suzanne Desjardins/HC-SC/GC/CA 
Cathy A Sabiston/HC-SC/GC/CA@HWC 

2010-10-2701:45:53 PM 

Cc: 
Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
2010-10-2701:45 PM 

Subject: Re: hecs bus ping today 

this is certainly all news to me too (what is EC committee?). I wonder who put Salvia on the agenda? 

FYI we had a meeting of the Scheduling Committee this morning and discussed both the scheduling 
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process and the lAS for Salvia. The plan is for Jocelyn to approve the posting on CG1 of a Notice of Intent 
to regulate it. 

Suzanne 

Cathy A Sabiston Beth Pieterson attended the new EC committee ... 2010-10-2701:39:11 PM 

From: Cathy A Sabiston/HC-SC/GC/CA 
To: 
Cc: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 
Stephanie SzicklHC-SC/GC/CA@HWC 

Date: 2010-10-2701:39 PM 
Subject: hecs bus ping today 

Beth Pieterson attended the new EC committee on risk and science. They reviewed terms of reference 
and upcoming forward agendas. 

Guess what. Salvia is on it. So ADMO will want to know when we will be "ready" to present. 

This appears to be a new mandatory step that we will have to factor into our scheduling assessments. 

This is all news to me, Not sure if it is to you as well. 

Cathy Sabiston 
Director General/ Directrice genera Ie 
Controlled Substances & Tobacco Directorate (CSTD) 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada I Sante Canada 
Tel: (613) 941-1977 Fax: (613) 954-2288 
E-mail/courriel:cathy.a.sabiston@hc-sc.gc.ca 
Website/Site web: www.hc-sc.gc.ca 
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,lysis Summary 

_ic:duling Salvia Divinorum under the CDSA 

Regulatory Policy Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate 
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1. APPROV ALS 

This Issue Analysis Summary is approved. 

Jocelyn Kula, AJDirector 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 

(DD/MM/201O] 

2. ISSUE 

DRAFT 

October 29, 2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why ~lth Canada has not taken steps to control the availability of Salvia 
divinorum (s. divinoru .lwh:ieh: is Hot etureHtly regttltttea.under the Controlled Drugs and 
Substances Act (CDSA . These requests are further to reports from scientific and media sources 
suggesting that S. divinorum is being used by 018ilh~Bi!iWt[ij il ~ ) eetl"lg OaMaS specifically for its 
hallucinogenic properties. Health Canada has also noted ~OngOing media interest regarding the 

~~ 1 
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61.: ,Av L LJe... h:J.)u' '1 S. AI· vi n.iY"" /..J I"/r

V]a-/-) cv- Sct.J- vlV\fr\ "- i+ 
(~,)b{~ ee.) ov-0~ ? availability of S. divinorum in Canada. 

rAJ s~/d- k UeAY ~ .. ~~ 
~ 

3. PURPOSE 

To assess S. divinorum against the criteria for the addition of a substance to one of the Schedules 
to the CDSA, and detennine whether this substance should be regulated as a controlled ___ ~ 
substance in Canada. ~ 

~('~~ 
4. CONTEXT ~ re....c.avy.. 

S. divinorum is a species oris e which belongs to the mint family, and which is found in the ~~ 
fonn of dried leaves, extra d plant cuttings. Also called "diviner's sage", the plant is known 5 ~ 
to induce illusions and ha1 inations when chewed or smoked. Salvinorin A, the psychoactive L.. 

ingredient in S. divinorum is a neoclerodane diterpene which is found primarily in the leaves, ! k "" ,r::;. 
and to a lesser extent in the stem of the plant. 1 f ~ 

()?JF. 
~~~~:%:;:~:SO:~~;;h~~~~t ~r:;~~;::~~~~~~~;::~sO:s~; ~::,rna~:~:a~i~:St~I~I~i~~e;rugS ~ 
among adolescents and young adults. 2 While very little is known about how and where S. 
divinorum is sold in Canada, it is suspected that it is mainly purchased over the Internet and/or ~ 
bought at head shops or alternative life style stores, etc. S. divinorum cuttings are also available J l-
from a number of garden supply companies. J;;) J 

~,.,,-u.eA-~ V- ~ j£ 
S. divinorum is a subs ce not currently scheduled under the CDSA. It can be imported and 
sold legally in Can a to anyone of any age, anywhere in Canada provided it is not sold as a ~!'tN-
hea~th product 0 ~llucino?en. In addition, the S. divinorum sold in Canada is currently not I 

subject to any specIfic qualIty or safety standards. ,. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. j M.. VI 'y, 
In 2004, H~~lth Canada receiv~d four ad~erse drug :eaction .(ADR) reports. associate? .with the Uf't-~ ,.. 
use of S. dlvmorum as a hallucmogen, WIth three bemg consldered non-senous (requIrIng no - J / 
medical attention) and the fourth being considered serious (medical intervention was required). " 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS) in November 2005, which 
recommended that S. divinorum and its active ingredient salvinorin A be regulated as controlled 
substances. This recommendation was maintained when the lAS was updated in November 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia d/salvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39( I 0): 1634-9. 
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2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation ofa Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 
Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to a discussion with the Assistant puty Minister (ADM) of the Healthy Environments 
and Consumer Safety Branch (HECSB)· April 2007, the (II , Drug Strategy and Controlled 
Substances Directorate (DSCSD) (no Controlled Substances and Tobacco Directorate, CSTD) 
organized a meeting with MHPD, NHPD and HPFBI to discuss S. divinorum. HPFBI was to 
determine appropriate compliance activities regarding S. divinorum and consult with the Canada 
Border Services Agency (CBSA) regarding the movement of products containing S. divinorum 
into and out of Canada. 

On September 13,2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals ofDSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your H.ealth" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that their 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, ifthe review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, 
or 
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(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of October 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 

4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These 
numbers are issued once a product is authorized for sale in Canada. A product licence may be 
obtained pursuant to an application in which the applicant attests to all of the conditions set out 
in a natural health product monograph prepared and published by the Natural Health Products 
Directorate. Alternatively, an applicant may submit a product license application that provides 
evidence of quality, safety and efficacy that is assessed as being sufficient and approved by 
NHPD by the full submission route. The NHPR also require that all manufacturers, packagers, 
labelers, and importers have a site license issued on the basis of sufficient evidence of 
procedures respecting distribution records, product recalls, product handling, storage and 
delivery, and all other aspects of Good Manufacturing Practices as set out in the NHPR. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
111: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must be substances set out in Schedule 1 (a list of included substances) to the NHPR, a 
traditional medicine or a homeopathic medicine, and none of the ingredients can be substances 
set out in Schedule 2, a list of excluded substances which includes any substance listed on 
Schedules I to V of the CDSA. Section 2(2) of the NHPR excludes those substances (except 
homeopathic medicines) whose sale is required to be pursuant to a prescription as per Section 
C.Ol.043 of the F&DR. 

As per section 93(l)(b)(vi) of the NHPR, every natural health product must be labeled with its 
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authorized recommended use or purpose. In the case of S. divinorum, it is generally marketed 
for its hallucinogenic properties which are considered a modification of an organic function. 
Therefore products that contain S. divinorum and are manufactured, sold or represented for use 
as a hallucinogen meet the definition of an NHP. 

As of October 2010, no products containing S. divinorum have been authorized by Health 
Canada. Therefore no NPNs or DIN-HMs have been issued for such products. Therefore sales 
of S. divinorum are illegal under the NHPR if the product is represented for use as a hallucinogen 
or if other health claims are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted 
or misused. Except as authorized under its regulations, activities such as possession, possession 
for the purposes oftrafficking, trafficking, importation, exportation, possession for the purposes 
of exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into 
which Schedule of the CDSA it should be placed, Health Canada considers it RHHi8@f gf factors ':' 

~'\&I'"';£t,~t;:;!;!!A' ~ tV<.. ~ .vH;<~.l ... 7 tW-fi lln.,.,Jlj 
~ • International requirements and trends ~ontrol and/or scheduling; 

• Chemical and/or pharmacological si~y to substances listed in the Schedules to the 
CDSA; c;V 

• Legitimate use of the substance, including therapeutic, scientific, industrial or Q'Smm:ercial 
uses; 

• Potential for abuse and/or addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of S. Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling 

At the present time, neither S. divinorum nor salvinorin A are listed under the United Nations 
Drug Control Conventions and therefore do not have to be regulated as controlled substances in 
any of the countries (including Canada) that are signatories to these Conventions. 

Australia 
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In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Both S. divinorum and salvinorin A are listed in Schedule 9 of 
Australia's Standard/or the Uniform Scheduling o/Drugs and Poisons on the basis of "high 
potential for abuse and risk to public health and safety.,,3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval 
of Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus.5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11, 2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella J" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 

3 http://www.tga.gov.au/ndpsc/record/rr200111.pdf 
4 http://www.cognitiveliberty.orglnews/salvia_australia.htm 
5 

http://eldd.emcdda.europa.eu/html.cfmlindex517 6EN. html?p luginMethod=eldd.shownewsdetai ls&i d= 20/12/2006 B E 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%20and%20khat 
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i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

It is illegal to possess or sell S. divinorum in Croatia, Latvia, Lithuania, Poland, Romania, South 
Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to possess 
it. In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb and it is 
illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum an1salvinorin A are not included in the edules to the United States Controlled 
Substances Act-flthough both S. divinorum and s morin A have been added to a list of 
chemicals "of concern':,_this has no lega . plications. According to the National Institute 
for Drug Abuse, the Drug Enforcement is considering classifying S. divinorum and/or 
salv:o rin A as Schedule I drugs. This Schedule includes substances such as LSD and 

r~\ ~~ f:?-de lweJ-.1 ~?rN.-~{1Je &r11tJ-vt-e9 ~ 
. . .. . have implemented laws restricting ~e, s!l~r and/or 

distribution As of July 2010, a number of states have @sa@t@t:llegisitlti@m pla~regulatory 
co n S. divinorum and/or salvinorin A including Delaware, Georgia, Florida, Hawaii, 
Illinois, Kansas, Kentucky, Maryland, Mississippi, Missouri, Nebraska, North Dakota, Ohio, 
Oklahoma, South Dakota, Wisconsin, Virginia, California, Louisiana, Maine, North Carolina, 
and Tennessee. By way of example, additional details regarding the regulation of S. divinorum 
in these last five states are provided below. 

California 

As of January 1,2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
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consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1,2009, the North Carolina State Legislature brought a new law into force 
which made S. divinorum and salvinorin A illegal. The only legal S. divinorum activities 
are the growing for aesthetic, landscaping, or decorative purposes or university-affiliated 
medical or pharmacological research. 

Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession ofthe active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and if) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances Listed in the Schedules to the 

CDSA -P;~ 

The psychoactive ingredient in S. divinorum is the neoc1erodane diterpene salvinorin A. 6 Another ~~ 
plant which contains psychotropic terpenoids is Artemisia absinthium (wormwood).7 Salvinorin A 
A is a hallucinogen with a distinct structure and it does not interact with the serotonin type-2A SJ~j~ 
receptor or any other molecular target of classical hallucinogens.8 Instead, the available research -+f/Aj
suggests that the psychotropic effects of salvinorin A are mediated by its agonistic actions at the c.trtv~ 

fe-rf~~ 
(A~ 
)~ 

(, Prisinzano TE. Psychopharmacology of the haIIucinogenic sage Salvia divinorum. Life Sci. 2005 Dec n ~ I~ UAA1~ 
22;78(5):527-31. yvv'-T ..,r U V 

7 Wolowich WR, Perkins AM, Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia --1b I\.,~ 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): l268-72. I a;J- 2-

8~~ 
/ 
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K-opioid (KOR) receptor.9 hs mechanism of action is therefore unique. 10 

The psychoactive effects of S. divinorum vary in onset and duration and include perceptual 
distortions such as the sensation of becoming an object, having visions of various two
dimensional surfaces, films and membranes, revisiting places of the past (particularly 
childhood), perceived loss of the body and/or identity, various sensations of motion (being 
pulled or twisted by a force of some kind), uncontrollable hysterical laughter, and overlapping 
realities (perceptions of being in more than one place). I I Laughter, happiness, a sense of well
being and dissociative effects were deemed the most positive aspects of S. divinorum by users, 
second only to the "trip" that the drug elicits. 12 Depersonalization, speaking gibberish, widening 
of consciousness and subjective illusions of rapid movement, flying or hovering have also been 
reported. 13 

The psychotomimetic effects of S. divinorum closely resemble the schizoid symptoms induced 
by lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only a 
weak influence on the prevailing mood of the user which differentiates it from other 
hallucinogens such as LSD and psilocybin.15 Its strong dissociative effects are often compared 
to those ofketamine. 16 Users have reported that the psychedelic effects of S. divinorum were 
most similar to those caused by psilocybin mushrooms. 17 However, users familiar with the 
effects of other hallucinogens agree that despite certain similarities to classical hallucinogens, 
the visions and overall experience are quite unique. IS 

S. divino rum causes an unusually high degree of sedation, weakness and fatigue, and the 

9 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc NatI Acad Sci USA. 2002 Sep 
3;99(18):11934-9. 

10 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(l ):53-6. 
II Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
12 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
13 Biicheler R, Gleiter CH, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new 
pharmacologic findings. J Ethnopharmacol. 1994 Jun;43(1):53-6. 
14 Biicheler R, Gleiter CH, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(l):1-5. 
15 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
16 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
17 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62. 
18 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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increased de-realization is not commonly reported for classical psychedelics. 19 The 
combination of these effects seems to correlate with that of other KOR agonists such as 

. 20 pentazocme. 

The onset and intensity of the effects of S. divino rum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvin orin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length of time the material spends in the mouth, with the onset of 
effect generally taking 5-10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside. 21 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) provide the quickest and most intense effect. 22 Salvinorin A 
can be isolated from the plant to make a powder which can be vaporized and inhaled. The 
effects felt from vaporizing salvinorin A are experienced in about 30 seconds, last for about 5-10 
minutes, and then subside over the next 30 minutes.23 

Smoking the dried leaves or a concentrated extract using a pipe or bong is by far the most 
popular method of administration. 24 Dried leaves may also be fortified with a concentrated 
extract of salvinorin A. A concentrated extract can also be used sub lingually. Neither S. 
divinorum nor salvinorin A can be injected because !h~ ~luble in water. 25 

4.2.3 Le itimate Use of the Substance Thera eutic Scientific Industrial· 
«9F W ST?jpl Us .:::: 

S. divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico.26 For medicinal purposes (gastrointestinal problems, headaches, 

19 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
20 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(l ):53-6. 
22 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in tIve Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
J un;43( 1 ):53-6. 
24 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
2S Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
26 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62. 
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rheumatism, anemia and swelling of the stomach) an infusion of the leaves or the leaves 
themselves are ingested. 27 However, its main use in Mexico today is believed to be for its 
psychedelic properties in the aid of producing "mystical" or hallucinogenic experiences as part 
of spiritual rituals. 28 

Although selective KOR agonists have been shown to produce analgesic effects, adverse effects 
such as psychotomimesis, dysphoria and diuresis have been observed in studies investigating 
their therapeutic use. 29 In addition, while it has been speculated that KOR agonists may be 
useful in the treatment of certain psychiatric disorders including Alzheimer's disease, 
schizophrenia, dementia and bipolar disorder,~ there has been no clinical research to support 
these hypotheses. 30 TRitt sfl:iJ1here are presently no recognized medical uses for S. divino rum in 
Canada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. Most 
websites offering S. divinorum cuttings and seeds for sale appear to do so in the context of 
growing the plant for "recreational" purposes, rather than out of horticultural interest or for its 
esthetic appeal. However, it should be acknowledged that this does not preclude the possibility 
of a person growing this plant for purely decorative purposes. S. divinorum is also marketed as 
incense. However, there is no evidence that S. divinorum has any fragrant properties that would 
legitimize such a use. Therefore it is believed that the marketing of this plant as an incense is a 
means to avoid compliance and enforcement actions by Health Canada. 

4.2.4· Potential for Abuse and/or Addiction Liability 

Salvinorin A is a potent, KOR-selective agonist and in contrast to the euphoria produced by 
MOR agonists such as morphine, KOR agonists are negatively reinforcing and aversive.3l In 
addition, KOR agonists have analgesic properties, but are not associated with respiratory 
depression like MOR agonists.32 Finally, while MOR agonists increase the release of dopamine, 
the activation ofKOR decreases dopamine release in the nucleus accumbens.33 In the case of 
MOR agonists, the increase of dopamine acts as a positive reinforcer. This action motivates the 

27 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv .unimelb.edu.au/archive/00002327 10 IIMunr02006thesis.pdf February 2007. 
28 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
29 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
30 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3): 107-109. 
31 Killinger BA, Peet MM, Baker LE. Salvinorin A fails to substitute for the discriminative stimulus effects of LSD 
or ketamine in Sprague-Dawley rats. Pharmacology, Biochemistry & Behaviour. 2010 May 96; 260-265. 
32 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lith Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hili, New York, USA, 2006, pp. 547-
590. 
33 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of Therapeutics 
lith Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-590. 
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user to use the drug again, which could lead to drug abuse and/or addiction. For KOR agonists, 
this is not the case. 

The aversive effects of KOR agonists suggest that the risk of addiction to S. divinorum is 
negligible. Users have reported the negative effects of S. divinorum as: the short duration of 
action, lack of control over the experience, persisting negative effects (most often anxiety),34 
sweating, chills, increased diuresis, impaired vigilance,35 and negative after-effects including 
tiredness, feeling head heavy, dizziness, physical exhaustion, and some degree of malaise or 
'hangover' as they 'comedown' from the drug.36 Despite these reports, very few controlled 
scientific studies of the physical and psychotropic effects of S. divinorum on humans have been 
carried out and the results have been conflicting. For example, one author states: "Many who 
have used salvinorin A find the experience extremely unnerving, frightening and overly intense 
and most have no desire to repeat the experience.,,37 However, another study suggested that this 
is not the experience of all recreational users of S. divinorum. 38 Over eighty percent of users 
surveyed on a web-based questionnaire about their S. divinorum use said that they would 
probably or definitely use S. divinorum again.39 

In addition, some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.4o Therefore, it is difficult to predict with certainty its potential for addiction and 
abuse. In studies that have been conducted, there is conflicting information around the addiction 
liability of S. divinorum in both animals and humans. Further studies in this area and on the 
KOR mediated decrease of dopamine are also required in order to fully understand the addiction 
potential of this substance. 

While concerns for the potential of abuse were initially considered minimal given that I kg of 
dried leaves only yield 3 to 6 human doses of salvinorin A for oral consumption, it was then 
discovered that vaporizing and inhaling 200-500 micrograms)¥ft profound hallucinogenic 

h~ 
34 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
35 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of nonprohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(l):1-5. 
36 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62. 
37 Turner OM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

38 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62, Biicheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38(l):1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
39 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPO D), in San Juan, Puerto Rico, 2004. 
4U Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(l):1-5. 
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effects.41 Given that only small doses of this substance are now necessary to achieve the desired 
effects through inhalation, the potential for abuse is much higher. Also, the extraction of 
salvinorin A from the plant is simple, and with care, approximately 1.5 grams of pure salvinorin 
A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. This is enough for 2000 
oral doses.42 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

In Canada, the prevalence of use of S. divinorum has recently been documented. Questions 
about the use of salvia were included in the 2009 Ontario Student Drug Use and Health Survey, 
the 2008-2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use 
Mo~itor~ng Su.rvey.l1n some cases it is not ~l~ar if responses indicate the use ~f S. dE·vi o:um or 
salvlllonn A gIven the use of the term "salVIa J t.4 iU l~/e-a.-f6(.;.1 c:.... ~~ 

v I~ t.-"", d bL- V\.-~ , , , 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using S. divinorum at least once 
in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% indicated 
they had used cannabis and 5.0% indicated they had used hallucinogens other than LSD 
and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using S. 
divinorum; 

• There is significant grade variation, with S, divinorum use most likely among 11 th graders 
(8.6%) and lih graders (8.4%); and 

The results of the 2008-2009 Youth Smoking Survey were published on May 31, 2010 and 
indicate that: 

• 4.9% of students stated that they had used salvia in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used salvia in 
the last twelve months; and 

• Males (6.6%) were more likely to have used salvia in the past twelve months compared 
to females (3.2%). 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined salvia for the 
first time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they 

41 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(l ):53-6. 
42 Yaldes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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had used salvia in their lifetime, a 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis se among Canadians 15 years of age and older was 10.6%, 
while 1.2% of respondents repo ed using cocaine or crack in the past 12 months, 0.9% ecstasy 
and 0.7% illicit hallucinogens. alvia appears h9l,1,T~verll be a substance that is tried largely by 
youth with a 7.3% prevalence of lifetime use. 

According to the 2009 Monitoring the Future surve~ual prevalence of use of S. divinorum 
among 12th graders in the United States is 5.7%. The American Substance Abuse and Mental 
Health Services Administration's 2006 National Survey on Drug Use and Health found that, of 
respondents aged 12 or older, 1.8 million had used S. divinorum at least once in their lifetime and 
756,000 had used the substance in the past year. Among youth aged 12 to 17, males were more 
likely than females to have used S. divinorum in the past year (0.9% vs. 0.3%). 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, ranging from 9 samples in 2006 to 20 samples in 2009. It is, 
however, difficult to determine how this data reflects the extent of actual abuse of salvin orin A 
in Canada, given that it is not an illegal substance and would likely only be seized accidentally 

orduringtheseizureofothe~~ C ~~ ~d Sub{'~.~. 
The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve / 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement AgeMey t'1.J.~~.vt,.t~/~· 
(DEA) databases that collect scientifically verified data on analyzed samples in state and local )~-
forensic labs as well as samples from DEA labs. While in 2000 no seized samples were found to c:::iL 

contain S. divinorum or salvinorin A, 70 samples tested positive in 2008. Once again, it is 
difficult to determine how this data can be used to reflect the actual extent of abuse of S. 
divinorum and salvinorin A in the United States as @6tli tft.es8 substanceM pot listed in the 
Controlled Substances Act. ~ J? 

The increase in both the number of enquiries to Health Canada from various municipalities and 
members of the public and the amount of media interest regarding the availability of S. 
divino rum in Canada may be an indication that the recreational use of S. divino rum as a 
hallucinogen is on the rise. However, it may,.. reflect an increased awareness of the 

phenomenon? ~ ~ t'lH ~~lAA .. e£) ~~ 1 t1 J.t?- • 

4.2.6 Risk to Personal and Public Health and Safety 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. As this substance is typically smoked, there is no 
risk of infectious disease transmission as is the case when a drug is injected. Users may get up 
and walk around without apparent awareness of their movements, behaviour or surroundings, 
and distinction between self and surroundings is often lost. At doses greater than 1 mg of 
salvinorin A, out of body experiences are frequent and loss of consciousness has been reported. eLI 

There is little information regarding the social behaviours of persons under the influence of S. 
divinorum products, and what risks their activities such as operating a motorized vehicle may 
pose to the general public. There is also very little data regarding the toxicity, teratogenicity or 

43 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 001608 



other long-term effects of S. divinorum use.44 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding physiological and psychotropic effects of S. divino rum use 
have been published in the scientific/medicalliterature. For example, an international case report 
described the perceptions of a 19 year-old man after inhaling S. divinorum smoke. The peak 
psychotropic effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.45 Another report involved a 15-year-old male who 
presented to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking S. divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use.46 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period oftime.47 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006), showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 48 

There are also several reports of domestic adverse reactions related to the use of S. divino rum 
that have been received through the Canada Vigilance database. However, this does not reflect 
true incidence due to under-reporting. 

5. ASSESSMENT OF RISKS AND BENEFITS 

44 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun;73:1039-1046. 

46 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
47 http://www.kvbc.comiGlobal/story.asp?S=4893692 

s.21(1)(a) 
s.21(1)(b) 

48 Wolowich WR, Perkins AM, Cienki ]J. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 
s.21(1)(a) 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. s.21(1)(b) 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop-
sales, forfeiture, destruction, and administrative seizure, cannot- be implemented unless the 
marketing of the product indicates that it is to be sold for human consumption in order to modify 
an organic function. Unlicensed natural health products are also permitted to be imported 
provided they are for personal use only. 

Non-regulatory options for the control of S. divinorum, such as the development of an 
educational campaign to highlight the risks associated with using this plant, were also 
considered. However, the risks associated with this substance, as well as the confusion 
concerning its enforcement as a natural health product only when it is sold for use with a health 
claim, do not make this option viable. 

S. divinorum meets the criteria for scheduling a substance under the CDSA. While neither the 
plant nor its main active component salvinorin A are scheduled under any of the UN Drug 
Control Conventions, a number of countries and American states have taken steps to control the 
distribution and use of these substances. S. divinorum and salvin orin A are pharmacologically 
similar to other substances included in Schedule III to the CDSA, such as LSD and psilocybin. 
There are also currently no legitimate therapeutic, commercial or industrial uses for S. 
divinorum. While tpe addiction potential of S. divinorum appears to be low, there is a significant 
potential for its abuse as a 'legal' hallucinogen. There is very little i ation with regards to 
the long-term effects of S. divinorum use. There is also evidence f abuse articularly by 
Canadian youth and potential for individual health risks as well as ri s to public health and 
safety. 

1001611 



In light of a recommendation to include S. vinorum under Schedule 
recommended that the main psychoactiv mgredient of this plan alvin orin A, be scheduled. 
Salvinorin A can easily be extracted fr S. divinorum and . s substance gives the plant its 
hallucinogenic properties. Therefore salvinorin A . the same risks as S. divino rum and 
should also be controlled under the CDSA in the same manner as S. divinorum. 

8. RECOMMENDATIONS 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that S. divinorum is readily 
available and law enforcement agencies have no legal means to prevent its sale. 

s.21(1)(a) 
s.21(1)(b) 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented for 
sale as health products that modify organic functions can be refused for import under the NHPR. 

OCS brought S. divinorum to the Controlled Substances Scheduling Working Group (CSS-WG) 
in August 2010 to discuss the possibility of regulatory control of this substance. After assessing 
the available information against the six criteria listed in the Context section of this Issue 
Analysis Summary, the CSS-WG recommended that S. divinorum be included under Schedule III 
to the CDSA. 

10. IMPLEMENTATION AND EVALUATION 
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s.21(1)(a) 
s.21(1)(b) 

001613 



· I 
-~ 

Hi Lisa 

Re: Question on Salvia j 
Jocelyn Kula ,. Lisa MacKay 

Bruna Brands, Hanan Abramovici, Lisa MacKay, Suzanne 
Desjardins, Stephanie Chandler 

2010-11-0111:31 AM 

According to our files, we started getting media enquiries on salvia in 2002, so from my perspective, that 
is when we would have started a file on it, and hence when we became aware of it as a psychotropic 
substance. I am not surprised that the date when MHPD became aware is different as to my knowledge, 
MHPD only became involved in salvia at all, when it received the four ADR reports that we sometimes 
reference ...... 

Suzanne- not sure what is on your files? 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Lisa MacKay Hello all, A question has come in from Chris Tur ... 2010-11-0111:03:38AM 

From: Lisa MacKay/HC-SC/GC/CA 
To: Suzanne Desjardins/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Hanan 

Abramovici/HC-SC/GC/CA@HWC, Bruna Brands/HC-SC/GC/CA@HWC 
Cc: Lisa MacKay/HC-SC/GC/CA@HWC 
Date: 2010-11-01 11 :03 AM 

Question on Salvia 

Hello all, 

A question has come in from Chris Turner (DG MHPD) - The use of Salvia divinorum as a psychotropic 

agent first carne to Health Canada's attention in the spring of 2005 

MHPD first became aware of this in the "spring of2005" is that the same for HECSB? 

Thank you 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Consumer Information Bureau / Bureau d'information aux consommateurs 
Marketing and Communications Services Directorate/Direction des services de marketing et de 
communications 
Public Affairs, Consultation and Communications Branch/ Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
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Fw: October 19th EC - Science and Risk Management 
Jocelyn Kula to: Stephanie Chandler 
Cc: Daniel Galarneau, Denis Arsenault 

FYI (and phew!) 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 

2010-11-0102:20 PM 

Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-11-01 02:20 PM-

From: 
To: 
Date: 
Subject: 

Suzanne Desjardins/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
2010-11-01 02:19 PM 
Fw: October 19th EC - Science and Risk Management 

as per my previous email 
Suzanne 
-- Forwarded by Suzanne Desjardins/HC-SC/GC/CA on 2010-11-01 02: 19 PM -

From: 
To: 
Date: 
Subject: 

Hi Cathy, 

Suzanne DesjardinslHC-SC/GC/CA 
Cathy A Sabiston/HC-SC/GC/CA@HWC 
2010-10-2912:11 PM 
Re: Fw: October 19th EC - Science and Risk Management 

I am just returning from the HECS-Science Policy meeting that Beth Chairs. The forward agenda for the 
EC-SRM meeting was discussed. Beth does not know how items were identified but she believed that one 
input was the combination of the forward agenda from the 2 committees that have been merged (i.e. 
5MB-Risk and 5MB science). In any case, she will ask that Salvia be removed from the agenda at this 
time. If there is a desire later for Salvia to go to the Committee, we could make a request to that effect. 
Items will not have to go through HECS-Science before they go to EC-SRM (this will rather be, I think, for 
HECS Exec to decide), but HECS-Science could discuss whether a specific item or issue should be 
brought to EC-SRM and make recommendations in that regard. 

Suzanne 

Cathy A Sabiston FYI. I believe Beth is the HECSB representative, ... 

From: 
fo: 
Cc: 
Date: 
~14~88t! 

FYI. 

Cathy A Sabiston/HC-SC/GC/CA 
CSTD-Directors 
CSTD-DGO 
2010-10-29 11 :22 AM 
Po;. 8ctobel 1!11 i ~e -~Clellee ana RISK Management 

2010-10-29 11 :22:23 AM 

I believe Beth is the HECSB representative, so if we have issues I can go through her. 
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Fw: For approval: URGENT MEDIA REQUEST - Salvia (CTV News Halifax) 
Denis Arsenault to: Jeannine Ritchot 2010-11-0401:18 PM 
Cc: Jocelyn Kula, Stephanie Chandler 

Hi Jeannine, 

See our suggested revisions below. 

Denis 

Denis Arsenault, AlManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur : (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
---- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-11-04 01 :14 PM -----

From: 
To: 
Date: 

Stephanie Chandler/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-11-0401:11 PM 

Subject: Fw: For approval: URGENT MEDIA REQUEST - Salvia (CTV News Halifax) 

For your review. Effects of salvia come straight from the IYH. I also added a few sentences that we used 
in the last media request to clarify when salvia is considered an NHP. 

Stephanie 

1 - Has salvia been on Health Canada's radar and why? 

A 1 - Health Canada is aware of salvia and has noted media interest regarding the availability of Salvia 
divinorum in Canada. 

Health Canada will continue to collect and study information about S. divinorum as it becomes available
and is currently assessing whether the regulation of Sa/via divinorum andlor Salvinorin A under the 
Controlled Drugs and Substances Actis warranted. , and to consult '."lith law enforcement and health 
aificials domestically and internationally in order to determine the best way to manage the risks 
associated with its availability in Canada. 

Health Canada +s currently assessing whether the regulation of Sa/~{ia divinorum and/or Salvinorin A 
Joinder the Controlled Drugs and Sf:Jbstances Act is 'Narranted. 

2 - What are the effects of salvia? 

A2 - S. divinorum is known to have both physical and mental effects. The effects of S. divinorum, which 
'lary from oerson to person, are often described as unpleasant and may include the following: 

hallucinations 
dysphona (feeling anxious, depressed or festless) 
out-or-body experiences 
uncontrollable laughter 
: css of conscIousness 
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short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

Health Canada does not recommend the use of products containing S. divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain and/or body, 
and their impact on physical and mental functions. 

3 - Is it legal or illegal to sell salvia in Canada? Does this include products sold in stores andlor on the 
internet? 
4 - If it is legal or has to be authorised, is this product in fact authorised for sale in Canada? 
5 - If illegal and is stores, are there any restrictions on salvia that are currently being enforced? 

A3/4/5 - When salvia products are sold for the purposes of modifying brain functions (Le. for their 
hallucinogenic effects), they meet the definition of a natural health product (NHP) under the Natural Health 
Products Regulations and the definition of a drug under the Food and Drugs Act. To date, Health Canada 
has not licensed for sale any drug or Natural Health Product which contains salvia as an ingredient. 

It is a contravention of the Food and Drugs Act and the Natural Health Products Regulations to sell 
Natural Health Products in Canada unless they have been reviewed by Health Canada and authorized for 
sale. NHPs authorized for sale will have a Natural Product Number (NPN), a Homeopathic Medicine 
Number (DIN-HM) or an Exemption Number (EN) on the label. The sale of unauthorised natural health 
products containing S. divinorum and/or salvinorin A may be subject to compliance and enforcement 
action by Health Canada under the Food and Drugs Act 

Health Canada ,,,,ill continue to collect and study information about S. aivinoruR1 as it becomes 
available, and to consult '<'lith lavi enforcement and health officials domestically and 
internationally in order to determine the best way to manage the risks associated with its 
availability in Canada. 

Complaints about the sale of unauthorized products containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-11-0401 :03 PM -----

From: 
To: 
Date: 

Denis ArsenaultlHC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-11-0401:00 PM 

Subject: Fw: For approval: URGENT MEDIA REQUEST - Salvia (CTV News Halifax) 

For review. 

Denis 

Denis Arsenault, AlManager I Gestionnaire p.L 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur: (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-11-0401 :00 PM -----
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From: Jocelyn Kula/HC-SC/GC/CA 
To: "Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Jeannine Ritchot" 

<jeannine.ritchot@hc-sc.gc.ca> 
Date: 2010-11-0412:18 PM 
Subject: Fw: For approval: URGENT MEDIA REQUEST - Salvia (CTV News Halifax) 

Not crazy about the line re domestic and international law enforcement agencies etc as we are not doing 
that per se. Think we shld just cut that out and move straight to the part about assessing for scheduling ... 

For Q2, text is accurate but doesn't really respond to question about effects. There is stuff on effects in 
IYH we could use. 

JK 
Sent by blackberry 

Jocelyn Kula 
AI Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlll~es 

Nicole Prentice 

----- Original Message ----
From: Nicole Prentice 
Sent: 2010-11-04 12:07 PM EDT 
To: Jeannine Ritchot; Jocelyn Kula 
Cc: Christine Roush; Paul Spendlove; Denis Arsenault; CSTD-OCS-DO 
Subject: For approval: URGENT MEDIA REQUEST - Salvia (CTV News Halifax) 

Hi Jeannine, 

Below is an urgent media response for approval by 12:45 at the latest as this is due at 2pm today. These 
proposed responses were drafted using the salvia media lines (that are in the works) and a previously 
approved media response from a few weeks ago which was thoroughly discussed between HPFB and 
HECS. 

Thanks in advance and sorry for the short notice, 
Nicole 

********************* 

1 - Has salvia been on Health Canada's radar and why? 

A 1 - Health Canada is aware of salvia and has noted media interest regarding the availability of Salvia 
divinorum in Canada. 

Health Canada will continue to collect and study information about S. divinorum as it becomes available, 
and to consult with law enforcement and health officials domestically and internationally in order to 
determine the best way to manage the risks associated with its availability in Canada. 

Health Canada is currently assessing whether the regulation of Sa/via divinorum and/or Salvinorin A 
under the Controlled Drugs and Substances Actis warranted. 

2 - What are the effects of salvia? 

A2 - Health Canada does not recommend the use of products containing S. divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain and/or body, 
and their impact on physical and mental functions. 

3 - Is it legal or illegal to sell salvia in Canada? Does this include products sold in stores and/or on the 
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internet? 
4 - If it is legal or has to be authorised, is this product in fact authorised for sale in Canada? 
5 - If illegal and is stores, are there any restrictions on salvia that are currently being enforced? 

A3/4/5 - To date, Health Canada has not licensed for sale any drug or Natural Health Product which 
contains salvia as an ingredient. 

It is a contravention of the Food and Drugs Act and the Natural Health Products Regulations to sell 
Natural Health Products in Canada unless they have been reviewed by Health Canada and authorized for 
sale. NHPs authorized for sale will have a Natural Product Number (NPN), a Homeopathic Medicine 
Number (DIN-HM) or an Exemption Number (EN) on the label. The sale of unauthorised natural health 
products containing S. divinorum andlor salvinorin A may be subject to compliance and enforcement 
action by Health Canada under the Food and Drugs Act 

Health Canada will continue to collect and study information about S. divinorum as it becomes 
available, and to consult with law enforcement and health officials domestically and 
internationally in order to determine the best way to manage the risks associated with its 
availability in Canada. 

Complaints about the sale of unauthorized products containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-11-04 12:04 PM ----

From: Christelle LegaultlHC-SC/GC/CA 
To: Elizabeth Keeping/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC, Christine 

Roush/HC-SC/GC/CA@HWC 
Cc: Dave Stephens/HC-SC/GC/CA 
Date: 2010-11-0411 :02 AM 
Subject: URGENT MEDIA REQUEST - Salvia (CTV News Halifax) 

Please see request below on salvia. 

Deadline: By 2pm today. 

Thank you, -- Christelle 

********************************** 

*** Previous response used to answer a similar media request dated October 20: 
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Q1 - Est-ce illegal ou simplement pas encore authorise au Canada? (L'article cite la GRC qui dit qu'iI 
ne paut rien faire aupres des acheteurs de salvia aussi longtemps que Ie gouvernement n'a pas 
legifere pour rendre Ie produit illegal.) 

Q2 - Est-ce que la vente du salvia est toujours authorise ou non au Canada? 

Health Canada does not recommend the use of products containing S. divinorum andlor salvinorin A 
because very little is known about these substances and their potential effects on the brain andlor body, 
and their impact on physical and mental functions. 

To date, Health Canada has not licensed for sale any drug or Natural Health Product which contains 
salvia as an ingredient. 

It is a contravention of the Food and Drugs Act and the Natural Health Products Regulations to sell 
Natural Health Products in Canada unless they have been reviewed by Health Canada and authorized for 
sale. NHPs authorized for sale will have a Natural Product Number (NPN), a Homeopathic Medicine 
Number (DIN-HM) or an Exemption Number (EN) on the label. The sale of unathorized natural health 
products containing S. divinorum andlor salvinorin A may be subject to compliance and enforcement 
action by Health Canada under the Food and Drugs Act. 

Complaints about the sale of unauthorized products containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

Health Canada is currently assessing whether the regulation of Salvia divinorum and/or Salvinorin A 
under the Controlled Drugs and Substances Actis warranted. 

Approved by I Approuve par: 
Jocelyn Kula, AlDirector, OCS 
Cathy A Sabiston, DG, CSTD 
Dave Stephens, Comms Executive, assigned to HECS 
Heidi Jackson, Director, HECS ADMO 

Christelle Legault 
Media Relations Officer I Agente des relations avec les medias 
Regulatory Communications and Media Relations Division I 
Division des communications reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I 
Direction generale des affaires publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel. I Tel.: 613.957.2988Fax I Telec.: 613.960.0208 
----- Forwarded by Christelle LegaultlHC-SC/GC/CA on 2010-11-04 10:59 AM ----

Media Enquiry - Demande mediatique 

Name/Nom: 
TelephonelTelephone: 
Cell TelephonelTelephone cellulaire: 

EmaiVCourriel : : 

Date and Time Received 
Date et Heure de reception: 2010-11-04 10:53:15 AM 

Media/Media: CTV News Halifax 
language/langue: English-anglais 
FaxIT elecopieur : 

Date Completed 
Date d'achevement : 
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Subject/Objet: Controlled Substances/Substances controlees, Natural Health Products/Produits de sante 
naturels 
------~------------------------~-----.~~-

Question: 

~dd~o thE!.Question/ajou~r a 1a..9.ue~Q!lj 
2010-11-04 10:53:16 AM (Christelle Legault) 

CTV News in Halifax 
5.19(1) 

Issue: Salvia 

Questions: 

1 - Has salvia been on Health Canada's radar and why? 
2 - What are the effects of salvia? 

----] 

3 - Is it legal or illegal to sell salvia in Canada? Does this include products sold in stores and/or on the 
internet? 
4 - If it is legal or has to be authorised, is this product in fact authorised for sale in Canada? 
5 - If illegal and is stores, are there any restrictions on salvia that are currently being enforced? 

Deadline: 2:00pm (3pm Atlantic) 

Response/Reponse : 

-------~---~~-------~-------~~------.--~--~----------.-----~----

Action Taken/Mesures prises : 

Add to the Action Taken/ajouter au mesures prisesl 

2010-11-04 10:59:27 AM (Christelle Legault) 
Request sent to Beth Keeping, Christine Roush, Nicole Prentice, Dave Stephens. 

Interview with spokesperson grantedlEntrevue avec porte-parole accorde: 0 Yes-Oui • No-Non 
--~---- ---------.--~----

Branch/Direction generale : 

Spokesperson/Porte-parole : TelephonelTelephone: 
Reporter's Deadline Story Run Date 
Heure de tom bee du joumaliste : Date de parution de I'article : 
Priority/Priorite : Regular Status/Rapport de situation : Follow-up 

Attachments/Pieces jointes : 

Related Clippings/Coupures connexes : 

Media Relations Officer/Agente de relations avec les medias: Christelle Legault 
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Send To / Transmettre a : 
Branch Recipient 

Mail Recipients: 
CN=Charles Mojsej/OU=HC-SC/O=GC/C=CA, CN=Peter YendaIl/OU=HC-SC/O=GC/C=CA, CN=Jean 
Tessier/OU=HC-SC/O=GC/C=CA, CN=Tim VaiI/OU=HC-SC/O=GC/C=CA, CN=Jenny 
VanAlstyne/OU=HC-SC/O=GC/C=CA 
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Re: Fw: For approval: URGENT MEDIA REQUEST - Salvia (CTV News Halifax) ~ 
Denis Arsenault to: Stephanie Chandler 2010-11-04 01 :50 PM 

Thanks for checking on this 

D 
Stephanie Chandler 

----- Original Message -----
From: Stephanie Chandler 
Sent: 2010-11-04 01:32 PM EDT 
To: Jeannine Ritchot 
Cc: Denis Arsenault 
Subject: Re: Fw: For approval: URGENT MEDIA REQUEST - Salvia (CTV News 

Halifax) 
Hi Jeannine, 

Will you be forwarding this to Comms, or would you like us to? 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Jeannine Ritchot Merci! Jeannine R. Ritchot 

From: Jeannine RitchotlHC-SC/GC/CA 
To: Denis ArsenaultlHC-SC/GC/CA@HWC 

2010-11-0401:22:57 PM 

Cc: 
Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-11-04 01 :22 PM 

Subject: Re: Fw: For approval: URGENT MEDIA REQUEST - Salvia (CTV News Halifax) 

Mercil 

Jeannine R. Ritchot 
Director/Directrice 
Medical Cannabis/Cannabis medical 
Office of Controlled Substances/Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/Direction Generale, Sante environnementale et 
securite des consommateurs 
Health Canada/Sante Canada 

Denis Arsenault Hi Jeannine, See our suggested revisions below. 2010-11-0401:18:09 PM 
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Fw: eN Halifax - Lack of He regulation making salvia use difficult to control -
Nov 5 2010, 6:15PM 
Denis Arsenault to: Stephanie Chandler 2010-11-0810:03 AM ---------- --- ., -. . .--~--

FYI 

Denis 

Denis Arsenault, AlManager / Gestionnaire pj. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TelfTel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-MaiIiCourriel:denis_arsenault@hc-sc.gc.ca 
- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-11-08 10:02 AM -

From: 
To: 
Date: 

HC_Media_SC/HC-SC/GC/CA 

2010-11-0809:47 AM 
Subject: 
Sent by: 

CTV Halifax - Lack of HC regulation making salvia use difficult to control- Nov 5 2010, 6:15PM 
Nicolas Frate 

Distribution group/Groupe de distribution: Controlled Substances - Substances controlees -
HECSB/DGSESC, Natural Health Products - Produits de sante naturels - HPFB/DGPSA, 

CTV Halifax 
Fri Nov 5 2010 
6:15 PM AT 
Lack of He regulation making salvia use difficult to control 

THIS NEXT STORY IS ABOUT SOMETHING CALLED SALVIA. ITS NOT A DRUG, BUT SOME KIDS ARE USING 
IT TO GET HIGH AND HEALTH CANADA WANTS IT MAKE IT MORE DIFFICULT TO GET, BUT THE FACT THAT 
ITS LEGAL MAKES IT DIFFICULT TO CONTROL. KELLAND SUNDAHL HAS THE STORY. 

Reporter: THE TRIPS VARY. 

THE GRASS IS THE HAIR OF A MUPPET. 

Reporter: THE HIGH DOESN'T LAST LONG, BUT IT CAN PACK A POWERFUL PUNCH. OUT OF BODY 
EXPERIENCES, UNCONTROLLABLE LAUGHTER, AND MEMORY LOSS. 

CRAZY AND INTENSE, LASTS TEN MINUTES OR SOMETHING. 

Reporter: JEFF HASN'T TRIED THE DRUG BEFORE BUT KNOWS PEOPLE WHO HAVE. 

I HEARD OF PEOPLE NOT HAVING AN EFFECT, AND OTHERS THAT WERE SCARED TO DEATH FROM IT. 

Reporter: IT CAN BE SOLD AS A NATURAL HEALTH PRODUCT BUT MUST BE AUTHORIZED BY HEALTH 
CANADA, BUT IF YOU ASK POLICE OFFICERS, THEY'LL SAY IT'S NOT LISTED AS A BANNED SUBSTANCE OR 
DRUG. HEALTH CANADA IS LOOKING AT REGULATING SALVIA BUT UNTIL THAT IT CAN BE FOUND IN 
SMOKE SHOPS. IT'S SOLD IN SMALL VIALS AND CAN BE SMOKED. 

IT'S NOT A PLEASANT HIGH. 
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Reporter: MARY lANDRY WORKS THROUGH THE IWK CHOICES PROGRAM IN HALIFAX. SHE'S ONLY EVER 
RUN ACROSS A FEW TEENS WHO TRIED SALVIA. 

IF HEALTH CANADA IS FINDING A REASON TO DO WHAT THEY'RE DOING, IT'S PROBABLY FOR A GOOD 
CAUSE AND PROBABLY SHOULD CONTINUE DOING WHAT THEY'RE DOING TO PROMOTE HEALTH. 

HOW DOES IT FEEL? 

Reporter: EVEN IF HEALTH CANADA'S STANCE ISN'T ENOUGH TO DETER SOME PEOPLE, THE EXPENSIVE 
PRICE OF THE HERB MAY BE. KELlAND SUNDAHL, "CTV NEWS," HALIFAX. 

-END-

You are receiving this e-mail because you are subscribed to the distribution group identified at the top of 
this e-mail message. If you wish to unsubscribe from this group, please reply to this message or send a 
request to HC_Media_SC@hc-sc.gc.ca 
Thank you. 
Media Monitoring Team 
Health Canada 

Vous recevez ce courriel parce que vous faites partie du groupe de distribution qui apparait en haut du 
present courriel. Si vous desirez que votre nom so it retire de ce groupe, veuillez repondre a ce courriel et 
demander que votre nom soit retire ou envoyer une demande a HC_Media_SC@hc-sc.gc.ca 
Merci. 
L'Equipe de surveillance des medias 
Sante Canada 
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Rescheduled: CSS-WG Meeting 
2010·11·16 Tue 10:30 AM - 12:00 
PM 
Attendance is optional for Stephanie Chandler 
Chair: Tiffany Thornton/HC·SC/GC/CA 
Location: 123 Slater Street, Rm 629B 

Tiffany Thornton has rescheduled this meeting. You have not yet responded. 
o This meeting has been rescheduled - please confirm your attendence. If you have agenda items for the 

meeting please send them to me. The Rm for the meeting is 629B (same as before). 

Thanks and sorry for the inconvinience. 

Tiffany 

Required: 

Optional: 

DeSCriptJO~ 
Hi everyone, 

Colette Stmad/HC-SC/GC/CA@HWC, Collin Pinto/HC-SC/GC/CA@HWC, Courtney 
Smith/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Evelyn 
Soo/HC-SC/GC/CA@HWC, Hanan Abramovici/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Robin Marles/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC, Tanja KalajdziC/HC-SC/GC/CA@HWC. Tiana 
Branch/HC-SC/GC/CA@HWC 

Isabel Shanahan/HC-SC/GC/CA@HWC. Laura Cooney/HC-SC/GC/CA@HWC. Stephanie 
Chandler/HC-SC/GC/CA@HWC. Valence Nebie/HC-SC/GC/CA@HWC 

Please mark your calendars. The Agenda for the next meeting and the Record of 
Discussion from October 27 to follow shortly. Please find attached (from Robin) 
• the most recent versions of the Salvia divinorum HRA and lAS documents 

prepared by MHPD and NHPD and 
• background information on "morning glory" 

Thanks, 
Tiffany 
*********************************************************** 

:~ 
Health Risk Assessment of Salvia divinorum as a Health Product 201 0-08-2S.doc 

&~ 
=.1" ..... 

Salvia divinorum lAS 2006-11-03.doc 

At the last CSS-WG meeting we reviewed the deck "Scheduling Substances under the Controlled Drugs 
and Substances Act'. On slide 7, I pointed out that "morning glory" was identified as a plant with 
psychoactive properties but that may be a bit misleading because the psychoactive species are not the 
common morning glory that people have in their gardens. I promised I would provide details bye-mail. 

The psychoactive "morning glory" plant, species name Turbina corymbosa (l.) Raf., Convolvulaceae, 
widely published synonym Rivea corymbosa (l.) Hallier f., is better known in the scientific literature by 
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its Mexican Nahuatl name of "Ololiuqui". Horticulturally it has the English common names 
"Christmaspops" or "Christmasvine."The seeds were consumed in water traditionally by the Mexican 

-Chinatec, Mazatec, Mixtec and Zapotec peoples as a narcotic hallucinogen for purposes of divination by 
traditional healers. Hallucinations occur during the somnambulistic stage of intoxication. 

The psychoactive properties are due to biosynthesis of ergoline alkaloids by fungi of the order 
Clavicipitales (related to ergot) that colonize the adaxial (upper) leaf surface and seeds of certain 
members of the morning glory family, especially Turbina corymbosa and Ipomoea asarifolia . A closely 
related fungus is found on Ipomoea violacea . The fungus-derived ergoline alkaloids: chanoclavine, 
lysergic acid-alpha-hydroxyethlyamide, lysergic acid amide, and ergonovine, accumulate in the leaves 
and seeds of the host plant. The fungi are seed-transmitted to the next generation of plants. 

The common garden morning glory is Ipomoea purpurea (L.) Roth. Additional horticultural species 
include I. pes-caprae, I. pandurata, I. carnea, I. cainca, I. quamoc/il, I. tncolor, I. hederifolia, I. ml, I. 
aquatica, Convolvulus tricolor, Argyreia nervosa, and Merremia tuberosa. The wild morning glory or 
bindweed plants that infest our gardens as noxious weeds are Convolvulus arvensis L. (small-flowered) 
and Calystegia sepium (L.) R.Br. (greater bindweed). 

~ 
Markert et al ergoline alkaloids fungi and Convolvulaceae.pdf 
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Health Risk Assessment of Salvia divinorum as a Health Product 

Marketed Health Products Directorate and Natural Health Products Directorate 

revised August 25, 2010 

Issue: 

In the last several years, Health Canada has become aware of the use of the plant Salvia 
divinorum and its main active ingredient, salvinorin A, as recreational hallucinogens and their 
promotion on web sites as "legal alternatives" to illicit drugs. In certain areas of Mexico but not 
in Canada, this plant has been used traditionally for religious as well as for health purposes. 

Purpose: 

This health risk assessment was undertaken to determine the potential risks to health from the 
use of Salvia divinorum and salvinorin A as health products and to help guide potential 
compliance and enforcement actions to be taken by Health Canada on products available on the 
Canadian market that contain Salvia divinorum or its active constituents. 

Introduction: 

Salvia divinorum Epling & J ativa is a herb in the mint family (Lamiaceae), native to Mexico. It 
is also known by a number of common names such as Diviner's Sage, Magic Sage, Mexican 
Sage, Sage ofthe Seers, and Herba Maria (Natural Medicines Comprehensive Database 2007). 
The plant has been used in traditional healing and spiritual practices by the Mazatec Indians of 
Oaxaca, Mexico (Diaz, 1976). 

Salvinorin A (Figure 1), the main hallucinogenic ingredient in Salvia divinorum, is a non
nitrogenous neoc1erodane diterpene acting as a high-affinity and selective K-opioid receptor 
agonist (Chavkin et al. 2004). 

Figure 1. Salvinorin A 

Page 1 of20 
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Regulatory Context: 

Uses: 

Health Canada has received four reports of adverse reactions involving psychotropic effects, 
associated with the use of Salvia divinorum. There have been several reports (scientific articles, 
case reports, media enquiries/articles) which indicate that Salvia divinorum has the potential for 
abuse, and is being used by adolescents and young adults for its hallucinogenic properties. In 
addition, Salvia is being widely touted on internet sites aimed at these population groups, as a 
"legal" alternative to street drugs. 

In Canada, neither the herb Salvia divinorum, nor its active constituents such as salvinorin A, are 
listed in any Schedule to the Controlled Drugs and Substances Act (CDSA), nor any Schedule of 
the Food and Drugs Act and Regulations. Salvia divinorum meets the definition of a natural 
health product (NHP) if marketed in Canada with health claims. However, the current use and 
advertising of Salvia divinorum as a recreational hallucinogen does not meet the intent of the 
functional component of the definition of a natural health product. In addition, as a hallucinogen 
and potential drug of abuse, Health Canada's Office of Controlled Substances (OCS) has placed 
Salvia divinorum on its list of substances to monitor. As part of this action, the OCS will collect 
relevant information specific to this herb and its active constituents, in relation to its 
psychotropic use. 

Since Salvia divinorum in some circumstances meets the definition of a NHP and is not listed in 
any Schedule to the CDSA, nor any Schedule of the Food and Drugs Act or its Regulations, it is 
appropriate to assess the health risk associated with the use of Salvia divinorum, when used as a 
health product. 

Traditional Use: 

Non-Psychoactive Use: 
When consumed orally, Salvia divinorum has been used traditionally to treat diarrhoea, 
constipation, anaemia, headache, rheumatism and alcohol addiction, as well as for regulation of 
urination. It is also used topically in traditional settings for treating ulcers of the skin (Natural 
Medicines Comprehensive Database, 2007; Valdes et aI., 1982). 

Psychoactive Use: 
Salvia divinorum has been used traditionally by the Mazatec people of Oaxaca, Mexico, for 
religious ceremonies, in order to produce "mystical" and hallucinogenic experiences. The 
psychoactive effects can be produced by chewing the leaves, or by inhalation of the smoke from 
the leaves. 

Page 2 of20 

001629 



Non-Traditional Use: 

Non-Psychoactive Use: 
No infonnation is available on Salvia divinorum-containing products currently marketed for 
health-related purposes. Some research, however, suggests therapeutic potential for salvinorin A 
(see Therapeutic Potential section, below). 

Psychoactive Use: 
The main non-traditional use of Salvia divinorum relates to its psychoactive properties and use as 
a street drug. The hallucinogenic properties can be achieved by a variety of means, and products 
available commercially for such purposes include dried leaves, extracts, plant cuttings, tinctures, 
tablets, essence and leaf juice. Products can be taken orally (tablets, leaves extract), sublingually 
(tincture) and by inhalation (smoking of dried leaves, extract), to experience hallucinogenic 
effects. 

Hazard Assessment and Characterisation: 

Phannacokinetics: 
The main active constituent of Salvia divinorum, both from the perspective of psychoactive and 
potential therapeutic use, appears to be the diterpene salvinorin A. 

The phannacokinetics of salvinorin A have not been studied extensively; however, it is apparent 
that when taken orally, the hallucinogenic effects depend on absorption by the oral mucosa, as 
salvinorin A is largely inactivated in the gastrointestinal tract (Siebert, 1994). Although some 
psychotropic activity has been noted after drinking the leaf juice, the effects are much more mild 
compared to the chewing of the leaves (Siebert, 1994). Siebert (1994) administered 2 mg of 
encapsulated salvinorin A to human subjects. Swallowing the capsules produced no detectable 
psychotropic activity. Thus, the most effective way (orally) to use the plant or its purified 
constituents to achieve hallucinogenic effects is to ensure the salvinorin A remains in the mouth 
for a period of time, allowing buccal absorption. Other studies on the phannacokinetics and 
potential therapeutic effects of salvinorin A have relied on non-oral routes of exposure (Schmidt 
et aI., 2005; McCurdyet aI., 2006). 

It should be noted that since salvinorin A is postulated as the phytochemical in Salvia divinorum 
that has potential therapeutic effect, the plant and its extracts may only be effective when 
administered non-orally. More research is required to clarify the potential therapeutic uses of 
Salvia divinorum. More detail is provided below. 

Toxicology studies on Salvia divinorum and salvinorin A: 
No studies appear to have been perfonned to detennine the adverse effects of Salvia divinorum, 
or its chemical constituents, in humans. 
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With regard to animal toxicity studies, only one published report is available. Mowry et al. 
(2003) examined the short term effects of salvinorin A in rats. Swiss-Webster rats of both sexes, 
4-6 months of age, were administered salvinorin A by intraperitoneal injection at doses of 0 
(vehicle control), 400, 800, 1600,3200 and 6400 ug/kg/day for 14 days. A total of 114 animals 
were used, specific numbers in each group were not reported. The authors did not observe any 
effects on cardiac conduction (PR or QT intervals), heart rate, body temperature or galvanic skin 
response. In a separate study, a nonsignificant rise in pulse pressure was observed after 20 and 40 
minutes of salvinorin A exposure in anesthetized rats administered a single dose of 1600 ug/kg. 
In the repeat-dose study, no histologic differences were noted at any salvinorin A doses for either 
sex in the liver, spleen, kidney, bone marrow or brain tissue. The authors concluded that while 
salvinorin A is a potent hallucinogen, it has relatively low toxicity. 

Mowry et aI. (2003) also noted a literature report of a single dose of 19/kg bw of an extract of 
Salvia divinorum, injected in mice (specific route unknown), where no toxic effects were noted. 
The actual reference provided by Mowry et aI. for this study (Valdes et aI., 1984), does not make 
mention of the actual dose, route of administration, or animal species employed, but notes that 
this administration produced behavioural patterns resembling the intoxication in humans. 

Longer terms studies on the potential toxic effects of salvinorin A, or the whole plant, are not 
available, and no specialized studies (eg. teratology studies) appear to have been published in the 
scientific literature to date. 

Psychotropic effects and mechanism of action: 
The psychotropic effects induced by salvinorin A include altered perception, hallucinations, 
ataxia, depersonalization, hysterical laughter, incoherent speech and unconsciousness (Siebert DJ, 
1994). Onset and intensity of the effects of salvin orin A depend on the dose and route of 
administration. A route that avoids the hepatic first-pass effect (sublingual, inhalation) produces 
rapid and intense effects. 

The effects of Salvia divinorum can last up to two hours after absorption through the oral mucosa, 
while effects of inhaled salvia can last up to 30 minutes. A minimum dose of 200-500 Jlg of 
purified salvinorin A, or 0.1 - 0.5 g of dried leaves of Salvia divinorum were shown to produce 
intense psychoactive affects when inhaled (Bucheler et aI., 2005). 

Various studies have claimed that the psychotropic effects of Salvia divinorum closely resemble 
the symptoms of schizophrenia induced by other drugs such as LSD, phencyclidine or ketamine 
(Hansen et aI., 1988; Javitt and Zukin, 1991; Valdes, 1994). 

Salvinorin A has been shown to be a potent agonist of the kappa-opioid receptor (Chavkin et aI., 
2004). Research has shown that the hallucinogenic effects of salvinorin A are mediated through 
its kappa-opioid receptor agonist activity (Zhang et aI, 2005). 

Salvinorin A is structurally different from other naturally occurring classical hallucinogens such 
as mescaline, psilocybin and lysergic acid diethylamide. Typical doses of other hallucinogens 
(LSD, mescaline and psilocybin) required to produce hallucinogenic effects are 50-250 ug, 100 
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mg and 5 mg, respectively (Wolowich et aI., 2006), while a minimum dose of 200-500 Jlg of 
purified salvinorin A can produce intense psychoactive affects, when vapourised and inhaled 
(Natural Medicines Comprehensive Database, 2007). Therefore, salvinorin A has more potency 
compared to mescaline and psilocybin, both of which are controlled substances in Canada. The 
Natural Medicines Comprehensive Database (2007) notes that "salvinorin A is the ~ost pot~t 
?allucinogen kno~." 

Adverse reactions associated with the use of Salvia divinorum: 
Domestic reports: See the appendix for detailed causality assessments of the adverse reaction 
reports submitted to Health Canada. Health Canada has received four reports of adverse reactions 
(ARs) associated with the use of Salvia divinorum. All of these ARs involved psychotropic 
effects. Out of the four AR reports, three cases involving inhalation were associated with 
hallucinogenic effects and were considered to be non-serious reactions. The fourth case, however, 
was considered serious and was associated with the oral use of the chemical constituent 
salvinorin A. As well, it should be noted that, in this case report, salvinorin A was consumed in a 
therapeutic drug form (one tablet containing 57 mg of salvinorin A), although this commercially 
available product was meant to provide psychotropic, rather than therapeutic, effects. In this 
particular case, the product produced the effects when combined with alcohol. 

Summary of Canadian domestic AR cases associated with Salvia divinorum or salvinorin A 

Total number of cases 4 

Route of exposure Oral (1) & Inhalation (3) 

Age range 16 yrs - 56 yrs 

Gender 2 male, 2 female 

Causality oral - 1 possible; inhalation - 2 possible, 1 
probable 

International reports: Two case reports of salvia abuse have been published in the scientific 
literature. 

(1) An international case report involving Salvia divinorum was published in which a young 
man (19 years of age) described his perceptions after inhaling the smoke from Salvia 
divinorum. The peak psychotropic effects, including prickling of the skin, fever-like hot 
flashes, muscular tremor, and depersonalization, were reached in less than five minutes 
after inhalation of an unknown amount of dried leaves (Bucheler et aI., 2005). 

(2) Most recently, another published case of Salvia divinorum abuse involved a I5-year-old 
male who presented to psychiatric emergency services with acute onset of paranoia, deja 
vu, blunted affect, thought blocking and slowed speech, after smoking Salvia divinorum 
over an unknown period oftime. During his hospitalization all symptoms improved 
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significantly except the feeling of deja vu. Based on this case presentation, the author 
suggested that the feelings of deja vu may be considered long-term effects of Salvia use 
(Singh, 2007). However, given that this is the only case report in which deja vu was 
associated with the use of Salvia divinorum, more reports are needed to substantiate this 
finding. 

In addition to the above-mentioned case reports, in 2006, a case report was reported in the US in 
which a 17-year-old boy committed suicide after smoking Salvia divinorum for unknown period 
of time (http://www.kvbc.com/Global/story.asp?S=4893692). Alcohol and general depression 
were the main confounders in this case. As a result of this case, however, the state of Delaware 
passed a law outlawing Salvia divinorum, and classifying it as a Schedule I controlled substance 
with other hallucinogenic substances 
(http://www.jointogether.org/news/headlines/inthenews/2006/youths-death-inspires.html).It 
should be noted that suicidal symptoms were also observed in one of the four domestic cases of 
Salvia divinorum abuse reported to Health Canada. 

Dose-response assessment 

The dose-response for non-psychoactive adverse effects of Salvia divinorum or salvinorin A, by 
any route of administration, either in animals or humans, is unknown. No statistically significant 
findings were noted in the only available study (Mowry et aI., 2003), in which NOELs of 1600 
ug/kg bw and 6400 ug/kg bw/day were noted for acute physiologic effects, and short-term 
histological effects, respectively, using intraperitoneal injection. No longer term studies are 
available. 

The intensity of the psychotropic effects in humans, induced by Salvia divinorum, has been noted 
as dose-dependent; however, a quantitative dose-response assessment has not been carried out. It 
is known, however, that the minimum dose required to produce hallucinogenic effects by 
inhalation is about 200 ug salvinorin A (Bucheler et aI., 2005). 

Potential for Dependance, Addiction, and Abuse 

It is well known that Salvia divinorum or purified salvinorin A can produce various psychotropic 
effects (altered perception, hallucinations, ataxia, hysterical laughter, and incoherent speech) in 
humans. As noted above, the intensity of the psychological effects induced by salvinorin A is 
dose-dependent: high doses can produce extreme effects, such as depersonalisation with loss of 
reality, and intense psychosis which could be enough for users to harm themselves or others 
unintentionally (Siebert, 1994). In addition, the symptoms associated with Salvia divinorum are 
expected to be similar to those seen with other hallucinogens, although the duration of effects 
can be much shorter, depending on the route of exposure (inhalation vs. buccal absorption). 

Drug dependence is a physiologic state where continued administration of the drug is necessary 
to prevent withdrawal; it can be of two types, physical and/or psychological. Dependance can be 
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influenced by certain receptor types, such as opioid receptors. The existence ofthree major 
groups of opioid receptors (mu, delta and kappa) in the central nervous system is well 
documented (Suzuki and Misawa 1997). There exist complicated interactions among opioid 
receptor types. The activation of the kappa opioid receptor suppresses physical and 
psychological dependence produced by mu and delta opioid receptor agonists, but the activation 
of the delta opioid receptor potentiates the dependence of mu opioid receptor agonists. Various 
studies provide arguments to support substantial roles for mu-opioid receptors and the possible 
involvement of delta-opioid receptors in the development of physical and psychological 
dependence produced by morphine (Narita et al. 2001; Suzuki and Misawa 1997). 
Most of the drugs used clinically that are mu-opioid analgesics are habit-forming. While both 
receptor types (delta and mu) provide analgesia, only stimulation of the mu-opioid receptors lead 
to tolerance and dependency. Opioid agonists (stimulators) such as morphine and other drugs 
(meperidine, diphenoxylate, methadone, dextramethorpan, codeine, fentanyl, heroin, and 
tetrahydrocannabinol) exert their activity mainly at the mu receptor (Gaveriaux-Ruff and Kieffer 
2002; Narita et al. 2001; Pasternak 2003; Suzuki and Misawa 1997). Using in vitro methods, 
Margolis et al. (2003) demonstrated that the mechanism of action of kappa opioid receptor 
agonists may involve direct inhibition of midbrain (ventral tegmental area) dopaminergic 
neurons, that playa critical role in motivation and reinforcement of goal-directed behaviours, 
and are excited by addictive substances such as morphine. It is well known that mu and delta 
opioid receptor agonists produce psychological dependence, while kappa opioid receptor 
agonists produce an aversive effect, i.e. dysphoria rather than euphoria (Kumor et al. 1986; 
Rothman et al. 2000). The activation of kappa-receptors also leads to the suppression of 
muldelta-mediated side effects such as dependence and respiratory depression. 

Salvinorin A is unique in that it is a potent, non-nitrogenous, selective kappa opioid agonist, 
distinct in its actions from other known opioid receptor agonists. It appears to be devoid of the 
mainly mu receptor-mediated side effects such as dependence and respiratory depression 
associated with morphine and its analogues. It may, thus, be possible to use salvinorin A to treat 
heroin, cocaine, alcohol and amphetamine dependency, depressive illness, and even excessive 
marijuana use. Being defined by its selectivity for the kappa class of opioid receptor, salvinorin 
A has the potential to offer a non-habit forming alternative to addictive drugs. It may also reduce 
the effects of physical and emotional dependence by its antidepressive action (Hanes, 2001). 

Although Salvia divinorum does not appear to cause dependency, it has the potential for 
abuse/misuse, especially by young adults. Health Canada has received four domestic case reports 
of adverse reactions (ARs) associated with the use of Salvia divinorum (three inhaled and one 
oral). In addition, Health Canada is aware of several media reports published on the issue of 
Salvia divinorum, specifically its presence on the market as a legal alternative to illicit drugs. 
This has prompted the concern of police (eg. Saskatoon Star-Phoenix, December 21, 2006). I!!!' 
Furthermore, there are two international cases of salvia abuse published in scientific journals. 
However, it is important to note that accumulated case reports cannot be used to determine the 
incidence of a reaction, nor the risk associated with use of a product, because of the unknown 
number of individuals exposed to the product and because of the significant under-reporting of 
ARs. In any case, it should be noted that the Canadian Adverse Drug Reaction Monitoring 

Page 70f20 

001634 



Program is not an appropriate tool to obtain information concerning adverse reactions associated 
with the use of Salvia divinorum as a street drug. 

It has been suggested that Salvia divinorum is the most marketed herbal substances available for 
use as a legal alternative to illicit drugs of abuse, among adolescents and young adults (Siemann 
et aI., 2006; Dennehy et aI., 2005). In 2000, a large number of Salvia divinorum plants were 
seized at a large scale plantation in Switzerland, which suggest that its use is increasing as a 
recreational drug in Europe (Giroud et aI, 2000). Several countries (Australia, Denmark, Finland, 
Italy, Norway, Sweden and some states of the US) have either banned or included Salvia 
divinorum in their list of controlled substances. 
The above evidence would suggest that any therapeutic products containing Salvia divinorum 
and/or salvinorin A could be misused or abused for their potential psychotropic activities. 

Therapeutic potential of Salvia divinorum and salvin orin A 

Recent studies have suggested that salvinorin A acts at kappa opioid receptor sites (Chavkin et a1. 
2004; Valdes 1994; Roth et a1. 2002). Selective kappa receptor agonists have been shown to 
produce analgesic effects with potential for reduced tolerance and dependence (Tidgewell et aI., 
2004). Animal studies have shown that salvinorin A has short-acting anti-nociceptive effects 
which operate via kappa opioid receptors (McCurdy et aI., 2006). Considering the functional 
interaction between opioid receptor types noted above, the co-administration of morphine-like 
compounds with kappa-receptor agonists, such as salvinorin A, may constitute a preferable and 
superior approach to the treatment of pain with fewer side effects (Narita et aI., 2001). 

There have been significant advances in studies on the role of kappa opioid receptor agonists in 
producing aversive effects and in the potential modulation of withdrawal from other substances 
such as morphine, cocaine, THC, alcohol, and in other non-opioid addictions (Cui et a1. 2000; 
Hahn et a1. 2000; Mori et a1. 2002; Raffa et a1. 2003; Rosin et a1. 1999; Rothman et a1. 2000; 
Schenk et a1. 1999; Tao et a1. 1994). As noted above, it may, thus, be possible to use salvinorin A 
to treat heroin, cocaine, alcohol and amphetamine dependency, clinical depression, and even 

. excessive marijuana use. Because of its selectivity for the kappa class of opioid receptor, 
salvinorin A has the potential to offer a non-habit forming alternative to these drugs, and may 
also reduce the effects of physical and emotional dependence by its antidepressive action (Hanes, 
2001). Nevertheless, salvinorin A is a well recognised hallucinogen in its own right. 

One study suggests that the salvinorin A may be used as a novel molecular candidate for the 
development of antipsychotic drugs and could be used to treat psychiatric (schizophrenia, bipolar 
depression) and neuropsychiatric disorders (Alzheimer's disease, dementia) (Sheffler and Roth, 
2003). 

It should be noted that the above-mentioned therapeutic potentials of Salvia divinorum are 
extrapolated from the results of preliminary investigations, and therefore, much more evidence is 
needed to substantiate the therapeutic use of Salvia divinorum or salvinorin A. 
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Exposure Assessment: 

It is not feasible to assess the exposure to Salvia divinorum or salvinorin A from the use of health 
products, as such products do not appear to exist in Canada, currently. Based on currently 
available information, however, it is possible that any therapeutic doses ofthis plant or its active 
constituents may produce adverse psychoactive effects (see below). 

Risk Characterization: 
Although little scientific information exists regarding dose-response for Salvia divinorum or 
salvinorin A, risks associated with their use can be assessed in a qualitative manner. 

The single toxicological study in animals alludes to the low toxicity of salvinorin A, at least with 
respect to certain physiological and histological effects. No information, however, is available on 
the potential long-term effects of exposure to Salvia divinorum or salvinorin A, and no studies 
have looked at the potential for other effects such as teratogenicity. 

The psychotropic, and potentially therapeutic effects, elicited by salvinorin A are dependant on 
the route of exposure. Inhalation and buccal absorption are the most efficient; however, the 
bioavailibility is greatly reduced when ingested without prolonged contact with the oral mucosa. 

It is unknown if any potentially therapeutic effects of Salvia divinorum Isalvinorin A would be 
achieved via inhalation or ingestion. Although the psychotropic effects appear to be dose
dependent, without more information on the dose-resp'onse of the hallucinogenic or therapeutic 
effects of Salvia divinorum or salvinorin A, the risk cannot be fully characterized. However, 
since the hallucinogenic and potentially therapeutic effects are both dependant on salvinorin A's 
affinity for the kappa opioid receptor, it is possible that any exposure to the plant or its active 
constituents, at a dose required for therapeutic use, may result in some degree of psychoactivity. 
Although selective kappa receptor agonists have been shown to produce analgesic effects, 
adverse effects such as psychotomimesis, dysphoria and diuresis have been observed in studies 
investigating their therapeutic use (Barker et ai. 2002; Tidgewell et aI., 2004). Thus, the potential 
for psychoactivity, and therefore abuse, with any future therapeutic use of Salvia divinorum or 
salvinorin A, cannot be discounted at the present time. 

Summary and Conclusions: 

Salvinorin A appears to have low acute and short-term toxicity, although only one limited 
toxicological study in animals was identified in the scientific literature. No long-term studies 
have been published, and the long-term safety of this compound has not yet been established. 
The scientific literature does not support the possibility of developing dependency with Salvia 
divinorum use; however, its use has the potential for misuse or abuse. Salvia divinorum and 
salvinorin A have the ability to induce dose-dependent, moderate to severe hallucinogenic effects 
in humans, depending on the route of administration. 
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The fact that a clear dose-response has not been established for the potential therapeutic benefits 
of salvinorin A, and that the psychotropic and potentially therapeutic actions rely on the same 
mechanism of action, suggest that any therapeutic activity established in the future may also 
produce unwanted psychotropic effects. Therefore, the psychotropic activity of Salvia divinorum 
and salvinorin A may lead to the abuse of any health products proposed in the future. 

In addition to the above, one of the potential therapeutic uses of salvinorin A is in the treatment 
of addiction to illicit drugs such as cocaine and heroin. Such potential use should be carried out 
under the supervision of a qualified physician. 

Recommendations: 

Based on the above assessment, Salvia divinorum or salvinorin A-containing health 
products should be restricted from over-the-counter use. Should any such (unauthorized) 
health products be found on the Canadian market, they should be removed from sale. 
Such products would constitute a Type II Health Risk, defined as "A situation in which ~ 
there is a reasonable probability that the use of, or exposure to, a product, will cause e 
moderate or mild adverse health consequences." 

Health products containing Salvia divifwrum or salvinorin A would meet criteria A 
(requirement for direct practitioner supervision), C (potential or known undesirable or 
severe side effects at normal therapeutic doses), and H (possess a dependance or abuse 
potential that is likely to lead to harmful non-medicinal use) of Schedule F of the Food 
and Drug Regulations. Thus, it is recommended that if such therapeutic products were 
identified, they should be classified as Schedule F products, precluding them from being 
Natural Health Products, or regulated under the Natural Health Products Regulations. 

Authors: 
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APPENDIX 
CAUSALITY ASSESSMENTS OF ADVERSE REACTIONS 

Updated May 22, 2007 

Natural Health Product: Salvia divinorum 

Purpose of the assessment: 
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To review the adverse reactions! associated with the use of Salvia divinorum. (Domestic case 
reports are reviewed with respect to causality? and seriousness3 

Date of review commenced: 
May 2005 - ongoing monitoring 

Medical evaluator(s): 
Dr. T. Desjarlais-Renaud 

Approved: 
Dr. M. Murty (Sept. 9/05; revised May 22, 2007) 

Search Strategy: 
Adverse reactions suspected to be associated with Salvia divinorum were searched, using the 
search term Salvia divinorum in the Canadian Adverse Drug Reaction Monitoring Program 
(includes reports received and entered into the database from January 01, 1997 to May 3,2005)] 

Executive summary: 
There are 4 domestic Canadian case reports of neuropsychiatric adverse effects associated with 
the use of Salvia divinorum (3 "non-serious"cases associated with inhalation route of 
administration and 1 "serious" case associated with oral ingestion). 
The 'serious' case of psychosis associated with oral use was confounded by concomitant alcohol 
and therefore, the causality assignment is "Possible". 
One of the inhaled cases was assessed as 'probable' but the reaction was not 'serious'. 

Conclusion: In the serious case, Salvia was sold in a drug form, a tablet containing 57 or 72 mg 
of Salvinorin-A. In this case concomitant use of Salvia and alcohol most likely contributed to the 
adverse reaction of psychosis. 

!Natural Health Product Regulations: http://canadagazette.gc.ca/partIIl2003/20030618/htmllsor196-e.html 

An adverse reaction is defined as a noxious and unintended response to a natural health product that occurs at any 
dose used or tested for the diagnosis, treatment or prevention of a disease or for modifying an organic function. 
(reaction indesirable) 

2 Based on the WHO causality algorithm unless otherwise specified. (See appendix/or WHO algorithm 

3Natural Health Product Regulations: http://canadagazette.gc.ca/partIIl2003/20030618/htmllsor196-e.html 

A serious adverse reaction means a noxious and unintended response to a natural health product that occurs at any 
dose and that requires in-patient hospitalization or a prolongation of existing hospitalization, that causes congenital 
malformation, that results in persistent or significant disability or incapacity, that is life threatening or that results in 
death. (reaction indesirable grave): 
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In the 3 non serious cases, there was disorientation and hallucination after taking one "puff of 
Salvia divinorum. 

From a clinical perspective, the main concern is the easy access, availability in retail outlets to 
adolescents without controls and the potential for misuse, as suggested by the AR case report of 
prolonged psychosIs in an adolescent. Additionally, the hallucinogenic effects of Salvia may put 
individuals in life-threatening situations for themselves and others (driving while under the 
influence of Salvia). Although the case was confounded by alcohol and details of "intervention" 
were not specified in the report, it is likely that the Salvia component had contributed 
significantly to the psychosIs, requiring restraint, observation/monitoring prior to the 
incarceration. PsychosIs is a medically significant event and causality remains "Possible" and 
"Serious". 

It is important to note that CADRMP is not the proper tool for monitoring the risk associated 
with Salvia in this context, because CADRMP is not designed or promoted for the collection of 
street drug effects. Rather, CADRMP is designed and promoted for the collection of adverse 
reactions associated with health products, and Salvia used in the current context would not be 
considered a health product. 
Further monitoring and public education are necessary to regulate and possibly restrict Salvia 
divinorum. 

Total domestic AR case reports associated with the use of Salvia divinorum up to May 31,2005 

Source # of route psyc hallucin Causalit Causal Causal Serio 
of cases hosis ation y ity ity us Fatal 
ADRs report disorien certain proba possib outcome 

tation ble Ie 

CADR 4 oral 1 1 1 I 0 
MP 

inhal 3 3 1 2 0 0 
ation 
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Summary of Causality Assessment of reaction associated with the use of Salvia divinorum 

Case Age/ Date/ Suspect Route/ Time to Possib Outco Caus Seri 
ID gend Adverse drug/ Dose/ onset Ie me ality ous 

er reaction Product Freq. ARI Confo (Y/ 
repor (AR) name Exposur under N) 
ter etime s 

period 
date 
receiv 
ed 

17786 27yr/ -Unknown Salvia Inhalat 1 puff No Recove Prob No 
6 F - divinoru IOn taken red able 

Disorientati m (Effect 
consu on, Puff lasted 5 
mer hallucinatio encens minutes 

n, not special ) 
Jan recogmzmg 
12, people 
2005 around her. 

Case summary no 0177866 
A 27 year old woman experienced disorientation, not recognizing people in the room, 
hallucination for a duration of approximately 5 minutes after taking one puff of Salvia divinorum. 
The product called Puff encens special obtained from a boutique called "L'Ecologique" was 
inhaled thru a pipe. Patient reported prior use of mescaline and LSD and that the effect of those 
were not as bad ("moins pires"). The patient was on no other medications. This is not an 
unexpected reaction to Salvia divinorum. 
There is no evidence from the case report that she had recently taken other hallucinogenic 
substances. 
The causality was assigned as probable. 
The adverse reaction judged as not serious. 
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Case Ag Date/ Suspect Rout Time to Possibl Outco Caus Seri 
ID e/ Adverse drug/ e/ onsetARI e me ality ous 

gen reaction Product Dose/ Exposure Confou (V/ 
repo der (AR) name Freq. time nders N) 
rter period 

date 
recei 
ved 

1778 28y -Unknown Salvia Inhala 1 puff No Recov Possi No 
65 rIM - divinoru tion taken -no ered ble 

Disorientati m other (Effect 
cons on, Puff medicat lasted 
umer hallucinatio encens ions 5 

n, special -past minute 
Jan - foaming at med s) 
12, the mouth history -
2005 unknow 

n 

Case summary no 0177865 
A 28 year old man experienced disorientation, foaming at the mouth, hallucination for a duration 
of approximately 5 minutes after taking one puff of Salvia divinorum. The product called Puff 
encens special obtained from a boutique called "L 'Ecologique" was inhaled thru a pipe. There 
~was no concomitant medication. Past medical history is unknown. This is not an unexpected 
reaction to Salvia divinorum. 

The causality was assigned as possible. 
The adverse reaction judged as not serious. 

Case Ag Date/ Suspect Rout 
ID e/ Adverse drug! e/ 

gen reaction Product Dose/ 
repo der (AR) name Freq. 
rter 

date 
recei 
ved 

Time to 
onset ARI 
Exposure 
time 
period 
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Case Ag Date/ Suspect Rout Time to Possibl Qutco Caus Seri 
ID e/ Adverse drug! e/ onset AR/ e me ality ous 

gen reaction Product Dose/ Exposure Conrou (y/ 
repo der (AR) name Freq. time nders N) 
rter period 

date 
recei 
ved 

1799 56y -Unknown Salvia Inhala 1 puff Unkno Recov Possi No 
69 rIF - divinoru tion taken wn ered ble 

Disorientati m (total 
cons on, Al sasia effect 
umer hallucinatio encens 30 

n, special minute 
Feb. does not s) 
17, recognize 
2005 husband 

Case summary no 0179969 
A 56 year old woman experienced 30 minutes of disorientation and vivid hallucination after 
taking 1 puff of Salvia divinorum. The reaction was very intense for 10 minutes and then 
decreased in intensity. The past medical history, concomitant medication and NHP usage are 
unknown. This is not an unexpected reaction to Salvia divinorum. 

The causality was assigned as possible. 
Th d f· ddt . e a verse reac IOn JU Lge as no senous. 

Case Age Date/ Suspect Rout Time to 
ID / Adverse drug! e/ onset ARI 

gen reaction Product Dose/ Exposure 
repo der/ (AR) name Freq. time 
rter wei period 

ght 
date 
recei 
ved 
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Case Age Datel Suspect Rout Time to Possibl Outco Caus Seri 
ID I Adverse drug! el onsetARI e me ality ous 

gen reaction Product Dosel Exposure Confou (VI 
repo derl (AR) name Freq. time nders N) 
rter wei period 

ght 
date 
recei 
ved 

0185 16y March 29, Salvia! orall single Yes Recov Possi Yes 
128 riM 20051 aka Maria 1 dose ered ble 

-drug Pastora tablet Concom 
Cons induced "the itant 
umer 150 psychosis 30$p intake 
(pare lbs -incoherent ill" of: 
nt) -suicidal 57mg Alcohol 

- restrained * ("few 
May -threatened drinks") 
31, to kill 
2005 police Concom 

officers itant 
-amneSIa conditio 
(does not n: 
remember ADD 
any of 
these 
events) 
-jailed 

Case summary no 0185128: 
On March 23, 2005, a 16 year old male experienced drug induced psychosis: was incoherent, 

was suicidal, needed to be restrained, threatened to kill police officers, was jailed and had 
amnesia of these events after taking a single tablet of Salvia ( aka Maria Pastra). He had also 
consumed a few drinks of alcohol. He had an underlying Attention Deficit Disorder (ADD) but 
was not receiving medication for this. He had previously taken Salvia "on its own" (route of 
administration unknown) with no adverse reaction. 
Additional information obtained through the ADR specialist: 
* Follow up request for more information obtained July 282005, confirmed that the tablet was 
oral "30 $ pill" purchased "behind the counter" at Bob Headquarters4 in Manitoba. This outlet 

4http://www.bobhq.comlpubliclindex.htm 
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sells a Salvia lOx containing 57 mg of Salvin orin-A for 29.98$ and a Salvia 20x containing 72 
mg of Salvin orin-A for 39.98$. 
Further information received August 182005: When Salvia was taken previously, it was the 
same dose (30$ pill orally). The only thing different was that on previous occasions, the patient 
did not have alcohol with it. 
This is a case where there was no adverse reaction with previous use of Salvia (same dosage, 
same distributer, same route of administration) but when associated with alcohol, it had a severe 
adverse reaction. 
The causality was assigned as possible with alcohol as a confounder. 
The adverse reaction was judged as serious because it required intervention. 

Appendix 

WHO 1 'thm fC aLgon 0 1'1 C t ausa 1 y a egones: 

1 Probably/Likely: a clinical event, including laboratory test abnormality, with a 
reasonable time sequence to administration of the drug, unlikely to 
be attributed to concurrent disease or other drugs or chemicals, and 
which follows a clinically reasonable response on withdrawal 
(dechallenge). Rechallenge information is not required to fulfil this 
definition. 

2 Possible: a clinical event, including laboratory test abnormality, with a 
reasonable time sequence to administrations of the drug, but which 
could also be explained by concurrent disease or other drugs or 
chemicals. Information on drug withdrawal may be lacking or 
unclear. 

3 Unlikely A clinical event, including laboratory test abnormality, with a 
temporal relationship to drug administration which makes a causal 
relationship improbable, and in which other drugs, chemicals or 
underlying disease provide plausible explanations. 

4 ConditionallUnclass A clinical event, including laboratory test abnormality, reported as 
ified an adverse reaction, about which more data are essential for a 

proper assessment or the additional data are under examination. 

5 UnassessiblelUnclas A report suggesting an adverse reaction which cannot be judged 
sifiable because information is insufficient or contradictory, and which 

cannot be supplemented or verified. 
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NHPD AND MHPD ISSUE ANALYSIS SUMMARY 
Salvia divinorum Regulatory Authority and Health Risks 

Prepared by: Jacinta Roberts and Robin MarIes, NHPD, and Shahid Perwaiz, MHPD 
Draft Date: June 24, 2004 
Draft Revised: July 15, 2004 
Finalized: July 15, 2004 
Updated: November 3, 2006 

ISSUES 
1. Which regulatory authority is most appropriate for Salvia divinorum under various 

conditions of use? 
2. What are the risks to consumers of this substance? 

BACKGROUND AND ISSUE ANALYSIS 
Salvia divinorum as a Health Product 
Salvia divinorum Epling & J ativa is an herb in the mint family (Lamiaceae), native to 
Mexico, that is smoked as a hallucinogen. As a substance it falls under Item 1 of 
Schedule 1 (inclusion list) to the Natural Health Products Regulations, which includes: 
"a plant or plant material, an alga, a bacterium, a fungus or a non-human animal 
material. " 

The main active ingredient of Salvia divinorum is a neoclerodane diterpene compound 
called salvinorin A, which currently falls under Schedule 1, item 2: "an extract or isolate 
of a substance described in item I, the primary molecular structure of which is identical 
to that which it had prior to its extraction or isolation." 

In Canada neither the herb, Salvia divinorum, nor its active ingredients, such as salvinorin 
A, are listed in any Schedule to the Controlled Drugs and Substances Act (CDSA), nor 
any Schedule of the Food and Drugs Act or its Regulations that would remove it from the 
purview of the Natural Health Products Regulations. 

Salvia divinorum and its active constituents therefore meet the substance aspect of the 
regulatory definition of a natural health product. 

Whether or not Salvia divinorum products meet the function aspect of the regulatory 
definition of a natural health product depends on the purpose for which the product is 
being manufactured, sold, or represented for use. According to Section 1(1) ofthe 
Natural Health Products Regulations, a natural health product means a substance that is 
manufactured, sold, or represented for use in: 
(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or 

abnormal physical state or its symptoms in humans; 
(b) restoring or correcting organic functions in humans; or 
(c) modifying organic functions in humans, such as modifying those functions in a 

manner that maintains or promotes health. 
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Salvia divinorum has traditional medicinal uses among the native peoples of Mexico, e.g. 
for the treatment of topical ulcers (Dfaz 1976), to help normalize eliminatory functions 
(diarrhoea! constipation and urination), anemia, headaches, rheumatism, and alcohol 
addiction, in addition to its use as a hallucinogen in divination rituals (Valdes et al. 1982). 

With respect to potential modem uses, there is one human case study from Australia 
suggesting a possible antidepressant effect (Hanes 2001). 

Since Salvia divinorum and salvinorin A under some conditions of use meet both the 
functional and substance portions of the definition of a natural health product and are not 
currently suhject to any regulatory exclusions, if associated with a health claim finished 
products containing these substances could be considered to be natural health products 
(NHPs). 

Until such time as the herb and its active constituent are scheduled under the CDSA or 
Schedule F to the Food and Drug Regulations, the NHPD has jurisdiction to receive a 
Product Licence Application for a therapeutic use. However, the safety assessment will 
be sufficiently rigorous to protect consumers' health, particularly with respect to the 
following safety factors: 
• "Does the medicinal ingredient or product have a demonstrated potential for 

addiction, abuse or severe dependency that is likely to lead to harmful non-medicinal 
use?" 

• "Does the medicinal ingredient or product have known adverse effects at the 
recommended or therapeutic dosage level?" 

• "Does the medicinal ingredient or product have a therapeutic effect based on recently 
established pharmacological concepts, the consequences of which have not yet been 
fully established?" 

• "Does the medicinal ingredient or product possess a high level of risk relative to 
expected benefits?" 

The answers to these questions are as follows: 
• Despite the fact that it is being used as a hallucinogen, the potential for Salvia 

divinorum to cause addiction or dependence is likely to be very low since it affects 
the brain in way that is quite different from other hallucinogens such as heroin or 
LSD. 

• Nevertheless, Salvia divinorum alters perception and could potentially trigger 
withdrawal symptoms in people suffering from other addictions. 

• It is subject to abuse as a street drug. 
• It acts on the brain in a way that is quite novel and for which the consequences have 

not yet been fully established. 

For all those reasons, the risks of Salvia divinorum use compared to any expected 
benefits suggest that if it were to be regulated as a health product, it should require a 
prescription under the Food and Drug Regulations, rather than being regulated as an 
over-the-counter natural health product. 
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Salvia divinorum as a Hallucinogen 
As with many other NHP substances, there are other uses for the herb that may in future 
be more appropriately regulated under a different framework. 

Salvia divinorum is used as a hallucinogen in traditional divination rituals (Valdes et al. 
1982) and is being widely touted on internet sites aimed at young adults and adolescents 
as a "legal" alternative street drug. 

The current use and advertising of Salvia divinorum as a recreational hallucinogen does 
not meet the intent of the function component ofthe Natural Health Products 
Regulations' definition of a natural health product. Nevertheless, even if it is being sold 
without labelled claims as leaf material in a plastic baggy, it is being represented for use 
in "modifying organic functions in humans" so from a compliance perspective Salvia 
divinorum falls under the jurisdiction of the Food and Drugs Act. 

As a hallucino gen and drug of abuse, Health Canada's Office of Controlled Substances 
has placed Salvia divinorum on its list of substances to monitor. As part of this action, the 
Office of Controlled Substances will collect relevant information specific to this herb and 
its active constituents. 

Salvia divinorum in Other Regulatory Jurisdictions 
In the U.S. Congress, Salvia divinorum was the subject of a bill (H.R.5607) entitled "To 
amend the Controlled Substances Act to place Salvinorin A in Schedule I" introduced on 
October 10, 2002, seeking to place the herb and its active constituent salvinorin A onto 
U.S. Controlled Substances Act Schedule 1 (drugs or other substances with a high 
potential for abuse, with no currently accepted medical use in treatment in the United 
States, and with respect to which there is a lack of accepted safety for use under medical 
supervision). Since November 11,2002, the bill has been referred to the Subcommittee 
on Crime, Terrorism, and Homeland Security (http://thomas.loc.gov/cgi
binlbdquery/z?d107:HR05607:@@@L&summ2=m&, accessed June 24,2004). 
Currently, the FDA considers street drug alternatives such as Salvia divinorum to be 
unapproved new drugs and misbranded drugs under sections 505 and 502 of the Act 
(http://www.fda.gov/cder/guidance/3602fnl.pdf. accessed May 26,2004) and has issued 
warning letters to a number of firms. Thus it appears that the U.S. has sufficient 
regulatory authority already to achieve the necessary level of control. 

Both the herb and the active ingredient are listed on Schedule 9 of Australia's Standard 
for the Uniform Scheduling of Drugs and Poisons on the basis of "high potential for 
abuse and risk to public health and safety," but no substantiation ofthis risk was provided 
(http://www.tga.health.gov.au/ndpsc/recordlrr200111upd8.pdf. accessed May 26,2004). 
They are both also in Category B of the Danish list of controlled substances 
(http://www.retsinfo.dkldelfinihtm1lb2003/0071405.htm. accessed May 26,2004). 

Scientific Details of the Potential of Salvia divinorum for Abuse 
Salvia divinorum is smoked to induce visual hallucinations, the diversity of which are 
described by its users to be similar to those induced by other hallucinogens such as 
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mescaline or psilocybin. Since neither Salvia divinorum nor any of its active ingredients 
are specifically listed in the Controlled Drugs and Substances Act, nor any Schedule of 
the Food and Drugs Act or its Regulations in Canada, some on-line botanical companies 
and drug promotional sites have advertised the herb as a legal alternative to other plant 
hallucinogens like mescaline. The objective of this section is to provide background on 
whether or not Salvia divinorum has the potential to induce dependence effects. 

Salvinorin A (there are Band C forms) is a hallucinogen when vaporized and inhaled. 
Salvinorin A is a highly efficacious kappa-opioid receptor agonist of clinical interest for 
treatment and etiological studies of depression, dementia, bipolar disorder, and 
schizophrenia (Chavkin et al. 2004, Roth et al. 2002). Chemically, salvinorin A is a 
psychotropic diterpenoid. 

Other plants with similar properties include Cannabis sativa, which contains the phenolic 
active principle, tetrahydrocannabinol (THC), and Artemisia absinthium, also known as 
wormwood and used to make the liqueur asbinthe, which contains the monoterpenoid 
active principle, thujone. 

A dose of 200 to 500 micrograms of salvinorin A produces profound hallucinations when 
smoked. Its effects in the open field test in mice and locomotor activity tests in rats are 
similar to those of mescaline. A large body of evidence links the action of hallucinogenic 
agents (LSD, mescaline) to effects at serotonin (5-HT) receptor sites in the central 
nervous system (Aghajanian and Marek 1999). Salvinorin A's actions in the brain are not 
well elucidated. However, recent tissue testing (in vitro assays) have suggested that 
salvinorin A acts at the kappa opiate receptor site (Chavkin et al. 2004; Valdes 1994; 
Roth et al. 2002). Effects associated with kappa opioid receptor activation include 
analgesia, sedation, and dysphoria (Barker et al. 2002). Using in vitro methods, Margolis 
et al. (2003) have found evidence that the mechanism of action of kappa opiate receptor 
agonists may involve direct inhibition of midbrain (ventral tegmental area) dopaminergic 
neurons that playa critical role in motivation and reinforcement of goal-directed 
behaviours, and have also been implicated in the addictive process initiated by drugs such 
as morphine. 

Drug dependence is a physiologic state where continued administration ofthe drug is 
necessary to prevent withdrawal; it can be of two types, physical andlor psychological 
dependence. The existence of three major groups of opioid receptors (mu, delta and 
kappa) in the central nervous system is well documented (Suzuki and Misawa 1997). 
There are complicated interactions among opioid receptor types. The activation of the 
kappa opioid receptor suppresses physical and psychological dependence on mu and delta 
opioid receptor agonists, but the activation of the delta opioid receptor potentiates the 
dependence on mu opioid receptor agonists. Various studies provide arguments to 
support substantial roles for mu-opioid receptors and the possible involvement of delta
opioid receptors in the development of physical and psychological dependence on 
morphine (Narita et al. 2001; Suzuki and Misawa 1997). 
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Most of the drugs used clinically that are mu-opioid analgesics are habit-forming. While 
both receptor types (delta and mu) provide analgesia, only the mu-opioid receptors lead 
to tolerance and dependency. Opioid agonists (stimulators) such as morphine and other 
drugs (meperidine, diphenoxylate, methadone, dextramethorpan, codeine, fentanyl, 
heroin, and tetrahydrocannabinol) exert their activity mainly at the mu receptor 
(Gaveriaux-Ruff and Kieffer 2002; Narita et ai. 2001; Pasternak 2003; Suzuki and 
Misawa 1997). From behavioural, biochemical and molecular biological studies, it is 
suggested so far that development of physical dependence on morphine results 
predominantly from an activation of mu 1 and mu 2 opioid receptors which cause 
functional changes in Gilo, adenyl ate cyclase, protein kinases A and C, beta-adrenoceptor 
and NMDA receptor in the locus coeruleus. However, activation of the mesolimbic 
dopamine system may lead to psychological dependence on opioids (Narita et ai. 2001; 
Suzuki and Misawa 1997). 

It is well known that mu and delta opioid receptor agonists produce psychological 
dependence, while kappa opioid receptor agonists produce an aversive effect, i.e. 
dysphoria rather than euphoria (Kumor et ai. 1986; Rothman et ai. 2000). Recently, there 
have been significant advances in studies on the role of kappa opioid receptor agonists in 
producing an aversive effect of other stimulants such as morphine, cocaine, THC, 
alcohol, and in other non-opioid addictions (Cui et ai. 2000; Hahn et ai. 2000; Collins et 
ai. 2001; Mori et ai. 2002; Raffa et ai. 2003; Rosin et ai. 1999; Rothman et ai. 2000; 
Schenk et ai. 1999; Tao et ai. 1994). The activation of kappa-receptors also leads to the 
suppression of unpleasant muldelta-mediated side effects such as dependence and 
respiratory depression. Considering the functional interaction between opioid receptor 
types, the co-administration of morphine-like compounds with kappa-receptor agonists 
may constitute a preferable and superior approach to the treatment of pain with fewer side 
effects (Narita et aI., 2001). 

Salvinorin A is unique in that it is a potent, non-nitrogenous, selective kappa opioid 
agonist distinct in its actions from other known opioid agonists. Therefore, it appears to 
be devoid of the mainly mu receptor-mediated side effects such as dependence and 
respiratory depression associated with morphine and its other analogues. It may thus be 
possible to use salvinorin A to treat heroin, cocaine, alcohol and amphetamine 
dependency, depression, and even excessive marijuana use. Being defined by its 
selectivity for the kappa class of opioid receptor, salvinorin A has the potential to offer a 
non-habit forming alternative. It may also reduce the effects of physical and emotional 
dependence by its antidepressive action (Hanes, 2001). 

In conclusion, on the basis of available scientific literature, the potential addiction or 
dependence effects of Salvia divinorum are expected to remain very low because of the 
following: 
• Most of the drugs which cause dependence and addiction are mu-opioid agonists, 

while salvinorin A acts as a full agonist at kappa opioid receptors and appears to 
possess no mu opioid receptor activity. 
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• Kappa opioid receptor agonists are characterized as being able to modulate 
dependence-related behavioural effects of drugs like morphine and cocaine rather 
than causing dependence. 

• There have been no cases of dependence on Salvia divinorum or salvinorin A 
reported in the scientific literature. 

• The precise mechanism of interaction between salvinorin A and the brain to produce 
its hallucinogenic effects remains unclear. 

• The toxicity of salvinorin A is relatively low, even at doses many times greater than 
what humans are exposed to (Mowryet aI., 2003). 

• Many individuals have reported experiencing negative effects (bitter taste, 
unpredictable and occasionally disturbing short-term mental effects) during their first 
experience with Salvia divinorum and indicate that they would not use it a second 
time. 

Canadian Reports of Adverse Reactions to Salvia dvinorum Products 
The Canadian Adverse Drug Reaction Monitoring Program within the Marketed Health 
Products Directorate (MHPD) has received four reports of adverse reactions (ARs) 
associated with products said to contain Salvia divinorum, used for its hallucinatory 
effects. MHPD has conducted causality assessments on the four Canadian case reports 
associated with the use of Salvia divinorum products. All the reported ARs relate to 
neuropsychological effects. Specifically, three cases (27 year-old female, 56 year-old 
female, 28 year-old male) were associated with inhalation of Salvia divinorum with 
reported brief hallucinogenic effects, which were considered to be non-serious reactions 
requiring no medical intervention. The fourth case was associated with the oral 
consumption of tablets said to contain Salvia divinorum and concomitant use of alcohol 
in a 16 year-old male, with reported adverse reactions of psychosis and amnesia which 
were considered to be serious and required medical intervention. 

PRESENT HEALTH CANADA ACTIONS: 
1. Adverse reactions to Salvia divinorum or salvinorin A reported through the Canadian 

Adverse Drug Reaction Monitoring Program (CADRMP) and those reported in the 
United States and other jurisdictions are being monitored continuously, recognizing 
that it is unlikely that adverse reaction reports for these substances will be adequately 
documented due to Salvia divinorum' s use primarily as an hallucinogen. Some 
information might also be available from Poison Control Centres but there is 
apparently no unifonn means for communication between Poison Control Centres at 
this time. 

2. Health Canada's Office of Controlled Substances has placed Salvia divinorum on its 
list of substances to monitor. As part of this action, the Office of Controlled 
Substances is collecting relevant information specific to this herb and its active 
constituents. 

3. A Customs Lookout is already in place and should be continued to restrict 
importation. 
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4. Salvia divinorum and its active principles are being represented for use in modifying 
organic functions in humans and are therefore classified as health products that fall 
under the jurisdiction of the Food and Drugs Act. To protect the health of Canadians, 
they are subject to compliance actions by the Health Products and Food Branch 
Inspectorate in accordance with their Policy 000 1. 

NEXT STEPS: 
1. If the information collected warrants further action, the Office of Controlled 

Substances will assess Salvia divinorum against the criteria used for adding 
substances to the appropriate schedule ofthe Controlled Drugs and Substances Act. 
These criteria include: 
• international requirements and trends in control/scheduling; 
• chemical and pharmacological similarity to other drugs listed in the CDSA; 
• dependence potential; 
• likelihood of abuse/misuse; 
• extent of abuse/misuse in Canada; 
• danger to public health and safety, and 
• legitimate use in Canada. 

2. If Salvia divinorum is added to one of the Schedules to the Controlled Drugs and 
Substances Act it will become subject to compliance actions by the federal, 
provincial, and municipal police forces instead of the HPFB Inspectorate. 
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Issue 

Media Lines 
Salvia divinorum 

Since 2006, Health Canada has noted ongoing media interest regarding the availability of Salvia 
divinorum in Canada. Health Canada has also received a number of enquiries from various 
municipalities and members of the public ~iDg why Health Canada has not taken ste~ ~ 
control the avallability of Salvia divinorum, particularly given reports from scientific and media 
sources suggesting that Salvia divinorum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. 
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Health Products Regulations and the definition of a drug under the Food and Drugs Ac0 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing S. divinorum and/or salvinorin A may be subject to 

(/-eompliance and enforcement action under the Food and Drugs Act. 
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in Canada. Health Canada has determined that a Notice of Intent to schedule S. divinorum .. "" 
and salvinorin A under the Controlled Drugs and Substances Act (CDSA) will be issued. \.. ' 
The purpose of this Notice will be to inform stakeholders and other interested parties of \'~\ 
Health Canada's proposal to regulate these substances as controlled substances, as well as \\ 
to allow the public to provide comments on the proposal. '-.,: 

Deleted: will ttinue to collect 
and 

Deleted: y ( 

Deleted: as it becomes available. 
and to consult with law 
enforcement and health officials 
domestically and internationally in 
order to determine the 

Deleted: best way to manage 
.. 

Supplementary Messages: [ '--De_leted~"'-:_its _____ ~ 

Salvia divinorum as a controlled substance: 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are currently regulated under the Controlled Drugs and Substances Act (CDSA). 
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Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions and thus, do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. Although some individual U.S. states have implemented 
laws restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
regulated under the federal Controlled Substances Act in the United States. 

Questions and Answers: 

Q 1 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

A I - Because S. divinorum meets the definition of ~ N?tll~!lU1~aI5h J~~~du_cU~fl])} llt1d_t?~ th~ __ _ _ _ _ {LDeJ_eted __ : n _____ _ 

Natural Health Product Regulations, it is illegal to manufacture, sell or provide products 
containing S. divinorum and/or salvinorin A without their being authorized by Health Canada 
prior to sale. Health Canada,b,~~J_t?~i~_~~!h~ __ ~~~il!l~~t?_ !t1f~~~!i~t1_r~_g~~~~g§~I~i~ _~i~!~~J:"~~1L < _ ---
including the prevalence of its use in Canada, and plans to issue a Notice of Intent to include S. --
divinorum and salvinorin A in one of the schedules to the {;ontrol!ed Drugs and Substances Act __ ----

(CDSA). J~t?_p.~m<?~~_~f!h~~_~<?_*~_~!!!_~~_!~_~~XO!:1??_~_~~~~~~!~~:~~:~~~:~~~~~:!~!~!~~~~~:p~~~~::::~--' 
of Health Canada's proposal to regulate these substances as controlled substances, as well as to 
allow the public to provide comments on the proposal. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but not the 
sale of Salvia divinorum itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Sa/via divinorum on the 
market? 

A3 - Salvia divinorum products that are not in compliance with the Natural Health Products 
Regulations may be subject to compliance and enforcement action by Health Canada 
Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q4 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
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• 

• 
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International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada has reviewed the available information regarding Salvia divinorum, including the 
prevalence of its use in Canada, and plans to issue a Notice of Intent to include S. divinorum and 
salvinorin A in one ofthe schedules to the Controlled Drugs and Substances Act (CDSA). Jh~ __ m.""'{ Formatted: Font: 12 pt 

pumose of this Notice will be to inform stakeholders and other interested parties of Health 
Canada's proposal to regulate these substances as controlled substances. as well as to allow the 
public to provide comments on the proposal. 

~ ~ - - - -- - -- - - - - - - - -- - -~-. - - ----- -- - -- ~ - - --- -- -- ---- - --_. - - - - - - - - - -- - - --~ --- ---- - - -- -- - - - -- - -- - - ~ -_. - - - - - - - - ------ - - - - -- -- --- -- -- --- - - ---

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why has 
that recommendation not been acted upon? 

AS -SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

/fpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health (IYH) article on Salvia divinorum to help 
inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 
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The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 

7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 

5.4% of students (grades 7-12) ever used S. divinorum; and 
the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 
in 2009. 

Prepared by: Cheryl Tremblay and Denis Arsenault, OCS, CSTD 
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Issue 

Media Lines 
Salvia divinorum 

Since 2006, Health Canada has noted ongoing media interest regarding the availability of Salvia 
divinorum in Canada. Health Canada has also received a number of enquiries from various 
municipalities and members of the public asking why Health Canada has not taken steps to 
control the availability of Salvia divinorum, particularly given reports from scientific and media 
sources suggesting that Salvia divinorum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. 

Key Messages: 

I • 

I • 

,<:~a£iia.n~ _~h()_ulcl_l1ot.use produc:ts containinsS. divin()rurrz an<ilor salvinoril1A ~eca.use. _. 
very little is known about the substance and its potential effects on the brain and/or body, 
and its impact on physical and mental functions. 

Because ofJ.ht!ir halJllcinogeflic: propi!rties, p~()duct~ .c()l1taifl ing ~~ tiivin()ru11l .al1d!or m __ 

salvinorin A meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

• It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action under the Food and Drugs Act. 

• Health Canada~ __ ~~_di~<:t _~~i! .a.va.iI~~!s. info!'f11a.ti()l1_ a.b()ll~ s.. ti!l'i,!()~u",- »fl~ _ ~_as_ al1~Jxz.e~ ____ --.--
the options available to manag~_~~~_ri~_ks __ assoc!a.te~_\Vi~h.~~~r~H~bil_i~_()fth~~_~ll~s~~I1_~~._"~::'" 
in Canada. Health Canada has determined that a Notice of Intent to schedule S. divinorum \ \\ 
and salvinorin A under the Controlled Drugs and Substances Act (CDSA) will be issued. '\ 
The purpose of this Notice will be to inform stakeholders and other interested parties of '\, 
Health Canada's proposal to regulate these substances as controlled substances, as well as " 
to allow the public to provide comments on the proposal. '.' 

Supplementary Messages: 

Salvia divinorum as a controlled substance: 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are currently regulated under the Controlled Drugs and Substances Act (CDSA). 
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• Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions and thus, do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. Although some individual U.S. states have implemented 
laws restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
regulated under the federal Controlled Substances Act in the United States. 

Questions and Answers: 

Ql - If Health Canada is aware of adverse effects associated with the use of Salvia 
div;norum, why isn't it illegal? 

Al - Because S. divinorum meets the definition of a.. Natural Health Product {NHPl under the 
Natural Health Product Regulations, it is illegal to maniifactUre~-seiCorprovicleproductS -
containing S. divinorum and/or salvinorin A without their being authorized by Health Canada 

, (Deleted: n 

prior to sale. Health Canada.b~Ee"!~~~~h~ __ ~"aiJ~b.I~jIlf~~~ti~Il_reg~~illg§~lvj~_~i~ill~~lt~! ___ <---
including the prevalence of its use in Canada, and plans to issue a Notice oflntent to include S. ---
divinorum and salvinorin A in one of the schedules to the{;~'!!!:f.!Jl(?~P!"Eg~_5111~§lt~st~11c(?~A~L ______ ---
(CDSA). Jhe_Q~m<?~~_~f!h!~_~<?~A(;~ __ ~!!!_b.~_!~_~l1~<?!!ll_~_t~~~_h~!~~!~_al~~ o_~~~~_!n~~!~~t~~_p~~~~~ ____ :""" 
of Health Canada's proposal to regulate these substances as controlled substances, as well as to " 
allow the public to provide comments on the proposal. 

Q2 - How can Health Canada regulate a product containing Salvia div;norum, but not the 
sale of Salvia divinorum itself! 

A2 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A3 - Salvia divinorum products that are not in compliance with the Natural Health Products 
Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q4 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
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International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
Legitimate uses ofthe substance (Le., therapeutic, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada has reviewed the available information regarding Salvia divinorum, including the 
prevalence of its use in Canada, and plans to issue a Notice of Intent to include S. divinorum and 
salvinorin A in one of the schedules to the Controlled Drugs and Substances Act (CDSA). Jhe_m __ ------{ Formatted: Font: 12 pt 

purpose of this Notice will be to inform stakeholders and other interested parties of Health 
Canada's proposal to regulate these substances as controlled substances, as well as to allow the 
public to provide comments on the proposal. 

'f ________________________ • __________ • _________ • __________ • _______________________________________________________________________ _ 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why has 
that recommendation not been acted upon? 

AS- SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

/fpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health (lYH) article on Salvia divinorum to help 
inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 
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The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 

the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used S. divinorum; and 
• the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 

in 2009. 
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, 
Salvia divinorum 

Issue 

Salvia divinorum (s. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally 0, Lady Sally, Maria pastora, ska Maria 
pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are 
using S. divinorum for its ability to produce hallucinations. Certain websites are also 
promoting the use of S. divinorum as a "legal" alternative to street drugs. As of _ 
20 10 Health Canada has not authorized for sale any products containing S. divinorum. 

Health Canada recommends that you avoid using this plant because very little is known 
about the effects it may have on YQur body and/or brain functions. There is also no way to 
predict how it will affect you with each use. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

hall ucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-body experiences 

• uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

the potency of the product 
• how much is used 

the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 
how it is taken, for example, whether the product is chewed, swallowed or 
smoked 
the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 
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• how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage 

• how it interacts with other substances, including other drugs, natural health 
products and alcohol 

• the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divinorum 

In Canada 
Because of their., hallu(;i~()gt!~ic Ptop~rtie.s, products c:ol?:taiIling§: .4~vin(),.u11J .()~ .slllvin()tinn ... ·· {~De_leted __ : _its _____ _ 

A meet the definition ofa Natural Health Product (NHP) in accordance with the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 
It is illegal to sell drugs or NHPs in Canada, unless they have been reviewed and 
authorized for sale by Health Canada. In the case ofNHPs, they need to be labelled with 
one of the following: 

a Natural Product Number (NPN); or 
an Exemption Number (EN); or 

• a Drug Identification Number - Homeopathic Medicine Number (DIN-HM). 

As of _ 2010 no products containing S. divinorum or salvinorin A have been 
authorized by Health Canada for sale. The sale of unauthorized drugs and NHPs is illegal, 
and may be subject to compliance and enforcement actions by the Department. 

Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs 
and Substances Act (CDSA). Health Canada has reviewed the available information 
regarding Salvia divinorum, and plans to issue a Notice of Intent to include S. divinorum 
and salvinorin A in one of the schedules to the CDSA. The purpose of this Notice will be 
to inform interested parties of Health Canada's proposal to regulate these substances as 
controlled substances, as well as to allow the public to provide comments on the 
proposal. 

1' ____________________ _ 
-- ---- ------ - ------- -------------------- ------- -- ----

In Other Countries 
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, 
Several countries including but not limited to Australia, Belgium, Germany, Italy, Japan, 
etc .. , have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 
In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution. For example, in some states 
it is illegal for S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, less than 2% of Canadians age IS and older reported having used S. 
divinorum at least once in their lifetime. Youth, ages IS-24 were much more likely to 
have used it than adults. The results from the Canadian 2008-2009 Youth Smoking Survey 
show that S% of ISyr olds have used S. divinorum in the past year. For more information 
on these surveys, see the Need More lrifo section below. 

Health Canada's Role 

Health Canada continues to collect and consider safety information regarding S. 
divinorum and will continue to consult with key stakeholders including health officials in 
other countries and law enforcement officials here at home. 'rrhis will assist in 
determining Health Canada's future approach to.Jl:l.c:?_~~gt,lJ~!!~"-_'?K~_~~y.~I'l(J~l!!!!_!!L ___________ ... · Deleted: decision-making 

Canad~Ije.alth_<:_a"-~_cJ~_al~~_<;~"-H"-u_~~_~.O_!!l~':1}_~Or:t_~~_S~!~_~K_U"-~ut_~~~j~~_cJ_h~~J~h_. _____ .... ____ .__ >=r=egaro-di ... o
g 
______ ""< 

Products, including those that contain S. divinorum or its main active ingredient --. COmment [51]: Not sure if we 
should re-state info about NO! 

salvinorin A, and will take appropriate action when the department becomes aware of any here? " 
~ __ ~ __________ -J 

unauthorized health products that may pose a risk to Canadians. ~ ~ 

Need More Info? 

Complaints about the illegal sale of drugs containing S. divinorum can be made to 
the Health Products and Food Branch Inspectorate at: http://www.hc
sc.gc.caldhp-mps/compli-conform/prob-report-
rapport/gui_ 44_ consumer _ consommateur _ cp-pc-eng.php 
Tel: 1-800-267-967S. 
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You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 
Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.caldhp
mps/medeff/index-eng. php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEtfect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at : http://www.hc
sc.gc.caldhp-mps/medeff/report-declarationlar-ei_form-eng.php 

For information about the Government of Canada's Anti-Drug Strategy. go to: 
www.nationalantidrugstrategy.gc.cal 
The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager, at: www.hc-sc.gc.ca/hc-ps/pubs/adp
apd/talk-aborder/index-eng.php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.ca/parents/pubs/talking-aborder/talking
aborder.html 
Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.ca/hc-ps/drugs-drogues/youth-jeunes/facts
faits/index-eng.php 

Information on natural health products and the Natural Health Products 
Regulations can be found at: www.hc-sc.gc.ca/dhp-mps/prodnatur/index-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterioo.ca/index.cfm?section=5&page=288 
The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://www.hc-sc.gc.ca/hc-ps/ drugs-drogues/ stat/index-eng. php 
The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.netlNews _ eventslNews _releases_and _media_advisories _and _ b 
ackgrounders/osduhs2009 _advisory .html 

Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divinorum and Salvinorin A at: 
www.deadiversion.usdoj.gov/drugsconcernlsalviad/salviad.htm 
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U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8/hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.ca/iyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Salvia divinorum 

Issue 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria 
pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are 
using S. divinorum for its ability to produce hallucinations. Certain websites are also 
promoting the use of S. divinorum as a "legal" alternative to street drugs. As of _ 
2010 Health Canada has not authorized for sale any products containing S. divinorum. 

Health Canada recommends that you avoid using this plant because very little is known 
about the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 

uncontrollable laughter 
loss of consciousness 
short-term memory loss 

• lack of physical coordination 
• slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. [n addition, the 
effects may differ from one use to the next, depending on factors such as: 

the potency of the product 
how much is used 

• the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 
how it is taken, for example, whether the product is chewed, swallowed or 
smoked 
the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 
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• how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage 

• how it interacts with other substances, including other drugs, natural health 
products and ,alcohol 

• the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divinorum 

In Canada 
Because of thei~ hallucinogt!I1ic properties,pr()ducts containing. S. divinorum. or sl:dvinorin _ ... (~De_leted __ : _its _____ _ 

A meet the definition of a Natural Health Product (NHP) in accordance with the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 
It is illegal to sell drugs or NHPs in Canada, unless they have been reviewed and 
authorized for sale by Health Canada. In the case of NHPs, they need to be labelled with 
one of the following: 
• a Natural Product Number (NPN); or 

an Exemption Number (EN); or 
a Drug Identification Number - Homeopathic Medicine Number (DIN-HM). 

As of _ 2010 no products containing S. divinorum or salvinorin A have been 
authorized by Health Canada for sale. The sale of unauthorized drugs and NHPs is illegal, 
and may be subject to compliance and enforcement actions by the Department. 

Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs 
and Substances Act (CDSA). Health Canada has reviewed the available information 
regarding Salvia divinorum, and plans to issue a Notice of Intent to include S. divinorum 
and salvinorin A in one of the schedules to the CDSA. The purpose of this Notice will be 
to inform interested parties of Health Canada's proposal to regulate these substances as 
controlled substances, as well as to allow the public to provide comments on the 
proposal. 

'f ______ _ - - - - --- ------ --- -- - ---- -- --- ,- --

[n Other Countries 
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Several countries including but not limited to Australia, Belgium, Germany, Italy, Japan, 
etc .. , have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 
In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution. For example, in some states 
it is illegal for S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, less than 2% of Canadians age I S and older reported having used S. 
divinorum at least once in their lifetime. Youth, ages 1 S-24 were much more likely to 
have used it than adults. The results from the Canadian 2008-2009 Youth Smoking Survey 
show that S% of ISyr olds have used S. divinorum in the past year. For more information 
on these surveys, see the Need More Info section below. 

Health Canada's Role 

Health Canada continues to collect and consider safety information regarding S. 
divinorum and will continue to consult with key stakeholders including health officials in 
other countries and law enforcement officials here at home. This will assist in 
determining Health Canada's future approach to..t.h€?r~guJ~ti~I1..0!§:.ci!y.Zn()~lJ111)I1. .......... __ 
Canada. Health Canada also continues to monitor the sale of unauthorized health 
products, including those that contain S. divinorum or its main active ingredient 
salvinorin A, and will take appropriate action when the department becomes aware of any 
unauthorized health products that may pose a risk to Canadians. 

Need More Info? 

Complaints about the illegal sale of drugs containing S. divinorum can be made to 
the Health Products and Food Branch Inspectorate at: http://www.hc
sc.gc.caldhp-mps/compli-conform/prob-report-
rapport/gui _ 44_ consumer _ consommateur _ cp-pc-eng. php 
Tel: 1-800-267-967S. 
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• You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 
Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.caldhp
mps/medeff/index-eng.php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at : http://www.hc
sc.gc.caldhp-mps/medefflreport-declarationlar-eijorm-eng.php 

For information about the Government of Canada's Anti-Drug Strategy. go to: 
www.nationalantidrugstrategy.gc.cal 
The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp
apd/talk-aborder/index-eng.php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.html 
Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/youth-jeunes/facts
faits/index-eng.php 

• Information on natural health products and the Natural Health Products 
Regulations can be found at: www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calindex.cfm?section=5&page=288 
The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/statlindex-eng.php 
The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.netlNews _ eventslNews _releases_and _media_advisories _and _ b 
ackgrounders/osduhs2009 _advisory .html 

Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divinorum and Salvinorin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 
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• U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8/hallucinogens/hallucinogens.pdf 

• For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.caliyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Re: Salvia lAS IJl 
Tiffany Thornton to: Stephanie Chandler 2010-11-17 12:32 PM 

Thanks Stephanie, all will note that when I circulate. 

Tiffany 

Stephanie Chandler Hi Tiffany, Here is the current lAS for salvia. A. .. 2010-11-1709:44:47 AM 

From: 
To: 
Cc: 
Dnte: 
Subject: 

Stephanie Chandler/HC-SC/GC/CA 
Tiffany Thornton/HC-SC/GC/CA@HWC 
Denis ArsenauIUHC-SC/GC/CA@HWC, Tiana Branch/HC-SC/GC/CA@HWC 
2010-11-1709:44 AM 
Re: Salvia lAS 

----------------------------------------------------------------------------------
Hi Tiffany, 

Here is the current lAS for salvia. As previously stated I have yet to incorporate some changes from the 
Director, OCS (so it has not been approved) and it will be updated again pending comments from the NOI. 
[attachment "Draft Salvia Divinorum lAS_Oct 29 2010.doc" deleted by Tiffany Thornton/HC-SC/GC/CA] 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Tiffany Thornton Hi Stephanie, Thanks for your note. 

From: Tiffany Thornton/HC-SC/GC/CA 
To: Stephanie Chandler/HC-SC/GC/CA@HWC 
,)ate: 2010-11-1604:48 PM 

Re: Salvia lAS 

Hi Stephanie, 

Thanks for your note. 

2010-11-1604:48:15 PM 

Based on what I heard today I think Suzanne would like to see the comments based on the last CSS-WG 
meeting (Oct 27th) that were provided to you. In addition, she would like to see whether or not the lAS 
has incorporated all the changes thus far that have been given throughout the entire review process to see 
if these have been integrated into the current document. 

Suzanne is aware that the document has not receive approval and the NOI comments have not been 
incorporated. As a result,can you send me the most recent version you have. 
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Let me know if you have any further questions. 
Tiffany 

Stephanie Chandler Hi Tiffany, Denis mentioned to me that Suzann ... 

From: 
To: 
Date: 

Stephanie Chandler/HC-SC/GC/CA 
Tiffany Thornton/HC-SC/GC/CA@HWC 
2010-11-1603:55 PM 
Salvia lAS 

2010-11-1603:55:42 PM 

Subject: _______________________________ ~ ____ W~'W_"M"<O'W'"WW""wow,""'." 

Hi Tiffany, 

Denis mentioned to me that Suzanne stated at today's CSS-WG meeting (sorry I couldn't attend due to a 
scheduling conflict) that she would like for the group to see an updated version of the lAS. I recall from 
the last meeting that Suzanne felt that ODARS did not have time to provide in depth comments with 
regard to the scientific sections of the lAS and would provide comments at a later date. I haven't received 
any other comments, so I'm wondering if ODARS would like to provide them before I send you the latest 
version of the lAS? I am happy to provide the current lAS (though please keep in mind it is not the final 
version as NOI comments will be incorporated). I also have to incorporate some grammatical changes 
from Jocelyn before she officially approves it. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

001679 



Fine 

Re: Fw: Salvia products Ql 
Daniel Galarneau to: Stephanie Chandler 
This message is digitally signed. 

Head, Regulatory Affairs Section - Chef, Section de la reglementation 
Office of Controlled Substances -- Bureau des substances controlees 

2010-11-1703:19 PM 

Controlled Substances and Tobacco Directorate - Direction des substances contrcliees et de la lutte au tabagisme 
Healthy Environments and Consumer Safety Branch -- Direction Generale de la Sante Environnementale et de la 
Securite des Consommateurs 
Tel: (613) 946-6521 
Fax: (613) 946-4224 

Stephanie Chandler Revised as discussed. For your review. Thanks, 2010-11-1702:56:16 PM 

From: Stephanie Chandler/HC-SC/GC/CA 
To: Daniel Galarneau/HC-SC/GC/CA@HWC 
Date: 2010-11-1702:56 PM 
Subject: Fw: Salvia products 

------------~--------------------------------------------------------------
Revised as discussed. For your review. 

[attachment "Salvia Media Lines_Nov17 _SC.doc" deleted by Daniel Galarneau/HC-SC/GC/CA] 

Thanks, 

Stephanie 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-11-17 02:55 PM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Daniel, 

Stephanie Chandler/HC-SC/GC/CA 
Daniel Galarneau/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-11-1709:26 AM 
Fw: Salvia products 

For your review. Denis stated yesterday that you should approve this on his behalf before we send this to 
the DO. (Comms would like it by the end of the week.) 

[attachment "Salvia Media Lines_Nov16_SC.doc" deleted by Stephanie Chandler/HC-SC/GC/CAJ 
[attachment "IYH Salvia divinorum_ v19 Nov 16_SC.doc" deleted by Stephanie Chandler/HC-SC/GC/CA] 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
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de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-11-17 09:24 AM -----

From: Denis ArsenaultlHC-SC/GC/CA 
To: Stephanie Chandler/HC-SC/GC/CA@HWC 
Date: 2010-11-1503:14 PM 
Subject: Fw: Salvia products _..:..... ______ -.:.. ___________________________ M_.~>M_."« < 

Hi Stephanie, 

For action. 

Denis 

Denis Arsenault, AlManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances contr6lees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur: (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenauIVHC-SC/GC/CA on 2010-11-15 03:13 PM -----

From: 
To: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, Paul 
Spendlove/HC-SC/GC/CA@HWC 

Date: 2010-11-1502:47 PM 
Subject: Salvia products 

Hi Jocelyn, 

Below are the salvia media lines and IYH article. This is not urgent, but if possible can you revise these 
lines and the IYH article regarding the NOI and possible scheduling by the end of this week so we can 
move these products along? Cathy would like to get the lines going at the very least so we can limit the 
amount of media enquiries on salvia in her inbox. 

On a side note, I sent these back to HPFB as well so they can correct the wording re: illegal vs. in 
contravention of etc ... 

If you have any issues or concerns, please let me know. 

Thanks. 

[attachment "Salvia Media Lines_Sept30.doc" deleted by Stephanie Chandler/HC-SC/GC/CA] 

[attachment "IYH Salvia divinorum_ v18 clean Oct 1.doc" deleted by Stephanie Chandler/HC-SC/GC/CA] 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
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reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 
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Issue Analysis Summary 

Scheduling Salvia Divinorum under the CDSA 

Regulatory Policy Division 
Office of Controlled Substances 

DRAFT 

Controlled Substances and Tobacco and Directorate J'Iovew,ber lLJOIQ < ··l Deleted: ~j . r Deleted: (Xto . 
(:=De~Ieted=~:=29=========< CONTENTS 
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2. ISSUE 
3. PURPOSE 
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5. ASSESSMENT OF RISKS AND BENEFITS 
6. IDENTIFICATION AND ANALYSIS OF OPTIONS 
7. CONSIDERATIONS 
8. RECOMMENDA T10N(S) 
9. CONSULTATIONS 
10. IMPLEMENTATION AND EVALUATION 

l. APPROVALS 

This Issue Analysis Summary is approved. 

Jocelyn Kula, NDirector 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 

[DD/MMJ20 1 0] 

2. ISSUE 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of Salvia 
divinorum (8. divinorum)pnderthe Controlled Drugs and Substances Act(CDSA). These 
requests are further to reports from scientific and media sources suggesting that 8. divinorum is 
being used by .youth specifically for its hallucinogenic properties. Health Canada has also noted 
an ongoing media interest regarding the availability of 8. divinorum in Canada. 
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3. PURPOSE 

To assess S. divinorum against the criteria for the addition of a substance to one of the Schedules 
to the CDSA, and determine whether this substance should be regulated as a controlled substance 
in Canada. 

4. CONTEXT 

S. divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract~ and plant cuttings. Also called "diviner's sage", the plant is known 
to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the psychoactive 
ingredient in S. divinorum is a neoclerodane diterpene which is found primarily in the leaves, and 
to a lesser extent in the stem of the plant. l 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults? While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. S. divinorum cuttings are also available from a number 
of garden supply companies. 

S. divinorum is a substance not currently scheduled under the CDSA. It can be imported and sold 
legally in Canada to anyone of any age, anywhere in Canada provided it is not sold as a health 
product or marketed as a hallucinogen. In addition, the S. divinorum sold in Canada is currently 
not subject to any specific quality or safety standards. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
[n 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required). 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS) in November 2005, which 
recommended that S. divinorum and its active ingredient salvinorin A be regulated as controlled 
substances. This recommendation was maintained when the lAS was updated in November 

I U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation ofa Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 
Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to a discussion with the Assistant Deputy Minister (ADM) of the Healthy Environments 
and Consumer Safety Branch (HECSB) in April 2007, the (then) Drug Strategy and Controlled 
Substances Directorate (DSCSD) (now the Controlled Substances and Tobacco Directorate, 
CSTD) organized a meeting with MHPD, NHPD and HPFBI to discuss S. divinorum. HPFBI 
was to determine appropriate compliance activities regarding S. divinorum and consult with the 
Canada Border Services Agency (CBSA) regarding the movement of products containing S. 
divinorum into and out of Canada. 

On September 13,2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals ofDSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that their 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention ofa disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 
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(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of October 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 

4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada. A product licence may be obtained 
pursuant to an application in which the applicant attests to all of the conditions set out in a 
natural health product monograph prepared and published by the Natural Health Products 
Directorate. Alternatively, an applicant may submit a product license application that provides 
evidence of quality, safety and efficacy that is assessed as being sufficient and approved by 
NHPD by the full submission route. The NHPR also require that all manufacturers, packagers, 
labelers, and importers have a site license issued on the basis of sufficient evidence of procedures 
respecting distribution records, product recalls, product handling, storage and delivery, and all 
other aspects of Good Manufacturing Practices as set out in the NHPR. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
in: 

(a) 

(b) 

(c) 

the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its s'ymptoms in humans; 

restoring or correcting organic functions in humans; or 

modi tying organic functions in humans, such as modi tying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must be substances set out in Schedule I (a list of included substances) to the NHPR, a 
traditional medicine or a homeopathic medicine, and none of the ingredients can be substances 
set out in Schedule 2, a list of excluded substances which includes any substance listed on 
Schedules I to V of the CDSA. Section 2(2) ofthe NHPR excludes those substances (except 
homeopathic medicines) whose sale is required to be pursuant to a prescription as per Section 
C.01.043 of the F&DR. 

As per section 93(l)(b)(vi) of the NHPR, every natural health product must be labeled with its 
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authorized recommended use or purpose. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a modification of an organic function. 
Therefore products that contain S. divinorum and are manufactured, sold or represented for use as 
a hallucinogen meet the definition of an NHP. 

As of October 20 10, no products containing S. divinorum have been authorized by Health 
Canada. Therefore no NPNs or DIN-HMs have been issued for such products. Therefore sales 
of S. divinorum are illegal under the NHPR if the product is represented for use as a hallucinogen 
or if other health claims are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers~heJoll~'YJm~Jact~rs,:_ 

• International requirements and trends in th~ cOtltrol and/or sch~duliIlg; ___ _ 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial I ..... 

uses; 
• Potential for abuse and/or addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of S. Divinorum for Scbeduling Purposes 

4.2.1 International Requirements and Trends in the Control and/or Scheduling 

At the present time, neither S. divinorum nor salvinorin A are listed under the United Nations 
Drug Control Conventions and therefore do not have to be regulated as controlled substances in 
any of the countries (including Canada) that are signatories to these Conventions. 

Australia 
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In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Both S. divinorum and salvinorin A are listed in Schedule 9 of 
Australia's Standardfor the Uniform Scheduling of Drugs and Poisons on the basis of "high 
potential for abuse and risk to public health and safety.,,3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.'.4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus.5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I ofthe Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11,2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9, 2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 

3 http://www.tga.gov.aulndpsc/recordlrr200111.pdf 
4 http://www.cognitiveiiberty.orginews/saIvia_austraIia.htm 
5 

http://eldd.emcdda.europa.eulhtml.cfinlindex51 76EN .html?pluginMethod=eldd.shownewsdetails&id=20/ 12/2006BE 
LGIUM:%20New''1020substances%20controlled%20include%20mCPP%20and%20khat 
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pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

Spain 

On January 28, 2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

It is illegal to possess or sell S. divinorum in Croatia, Latvia, Lithuania, Poland, Romania, South 
Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to possess it. 
In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb and it is 
illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act~ Although b()tl1 §. cliyin()~u", _at1dsalvin()rin A l1aVt! bee~.llddt!d.to litist. ()f. . >=De=leted==: =3 =====~ 
chemicals "of concern", Jllis 1l3:S _110. legal. iIUPli_clitioIls ... }\c(:o_rdiIlg _ t() tht! ."t-J ati()nlll Institute for. . . >=De=Ieted==: =bu=1 ======< 

Drug Abuse, the Drug Enforcement Administratio!],is (:on~id~ringcl3:SsifyingS.. clivin()~u",. _ . ___ .. ...... Deleted: geney 

and/or salvinorin A as Schedule I drugs. This Schedule includes substances such as LSD and '----=-----"----------' 

marihulll1~' {_De_leted __ :-=-j _____ _ 

"Lthest_ateI~v_el,s()lUe stl:lte)egisilltures.hllv:e itnpletne_ntt!d la\\,s restricting~ lJse,sllle an.dlor Deleted: In addition, some 

distribution of S. divinorum and/or salvinorin A. As of July 2010, a number of states have.pla~ >=i=nd=i
v
=idu=al=s=t3=tes======<: 

regulatory controls on S. divinorum and/or salvinorin A including Delaware, Georgia, Florid~·n '-- [Deleted: its 

Hawaii, Illinois, Kansas, Kentucky, Maryland, Mississippi, Missouri, Nebraska, North Dakota, - -f Deleted: enacted legislation 

Ohio, Oklahoma, South Dakota, Wisconsin, Virginia, California, Louisiana, Maine, North - t Deleted: cing 

Carolina, and Tennessee. By way of example, additional details regarding the regulation of S. 
divinorum in these last five states are provided below. 

California 

As of January 1,2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 
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In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

ill Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December I, 2009, the North Carolina State Legislature brought a new law into force 
which made S. divinorum and salvinorin A illegal. The only legal S. divinorum activities 
are the growing for aesthetic, landscaping, or decorative purposes or university-affiliated 
medical or pharmacological research. 

Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession ofthe active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and it) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances Listed in the Schedules to the 
CDSA 

The psychoactive ingredient in S. divinorum is the neoclerodane diterpene salvinorin A.6_As a 
diterpene, salvinorin A is part of a family of substances that contain terpenoids. Another plant 
which contains psychotropic terpenoids is Artemisia absinthium (wormwood).7 Salvinorin A is a 
hallucinogen with a distinct structure and it does not interact with the serotonin type-2A receptor 
or any other molecular target of classical hallucinogens.s Instead, the available research suggests 

6 Prisinzano TE. Psychophannacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
7 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Phannacotherapy. 2006 Sep;26(9): 1268-72. 
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that the psychotropic effects of salvinorin A are mediated by its agonistic actions at the K-opioid 
(KOR) receptor,9 Its mechanism of action is therefore unique,to 

The psychoactive effects of S. divinorum vary in onset and duration and include perceptual 
distortions such as the sensation of becoming an object, having visions of various two
dimensional surfaces, films and membranes, revisiting places of the past (particularly childhood), 
perceived loss of the body and/or identity, various sensations of motion (being pulled or twisted 
by a force of some kind), uncontrollable hysterical laughter, and overlapping realities 
(perceptions of being in more than one place),ll Laughter, happiness, a sense of well-being and 
dissociative effects were deemed the most positive aspects of S. divinorum by users, second only 
to the "trip" that the drug elicits,I2 Depersonalization, speaking gibberish, widening of 
consciousness and subjective illusions of rapid movement, flying or hovering have also been 
reported,13 

The psychotomimetic effects of S. divinorum closely resemble the schizoid symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only a weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin, IS Its strong dissociative effects are often compared to those of 
ketamine,I6 Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms,I7 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 

II ' .. 18 overa expertence are qUite umque. 

9 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3;99(18):11934-9. 
10 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1):53-6. 
II Siebert DJ. Salvia divinorum and salvinorin A: new pharma€ologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
12 Gonzalez D, Riba J, Bouso lC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
i3 Bilcheler R, Gleiter CH, Schwoerer P, Gaertner l. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38( I): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43( I ):53-6. 
14 Bilcheler R, G1eiter CH, Schwoerer P, Gaertner l. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1): 1-5. 
I; Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
16 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
17 Gonzalez D, Riba J, Bouso iC, Gomez-iarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
18 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. i Ethnopharmacol. 1994 
iun;43( I ):53-6 and Gonzalez D, Riba i, Bouso lC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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S. divinorum causes an unusually high degree of sedation, weakness and fatigue, and the 
increased de-realization is not commonly reported for classical psychedelics. 19 The combination 
of these effects seems to correlate with that of other KOR agonists such as pentazocine?O 

The onset and intensity of the effects of S. divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length of time the material spends in the mouth, with the onset of 
effect generally taking 5-10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside.21 

Routes of administration that avoid the hepatic first-pass effect (Le. inhalation, intravenous, 
intramuscular and sublingual use) provide the quickest and most intense effect.22 Salvinorin A 
can be isolated from the plant to make a powder which can be vaporized and inhaled. The effects 
felt from vaporizing salvinorin A are experienced in about 30 seconds, last for about 5-10 
minutes, and then subside over the next 30 minutes.23 

Smoking the dried leaves or a concentrated extract using a pipe or bong is by far the most 
popular method of administration. 24 Dried leaves may also be fortified with a concentrated 
extract of salvin orin A. A concentrated extract can also be used sublingually. Neither S. 
divinorum nor salvinorin A can be injected because the powder is insoluble in water.25 

4.2.3 Legitimate Use of the Substance. including Therapeutic. Scientific. Industrial or 
Commercial Use{_p ___ 0 PPP _P oP_

w 
PP 

S. divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 

19 Gonzlilez 0, Riba J, Bouso IC, Gomez-Iarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
20 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short fonn of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999Jun 1;55(1-2):117-25. 
21 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
22 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy_ 2006 Sep;26(9): 1268-72. 
23 Siebert OJ Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
24 Gonzlilez 0, Riba J, Bouso IC, Gomez-Iarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. I Psychoactive 
Drugs. 1994 lul-Sep;26(3):277-83. 
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Indians in Oaxaca, Mexico.26 For medicinal purposes (gastrointestinal problems, headaches, 
rheumatism, anemia and swelling ofthe stomach) an infusion of the leaves or the leaves 
themselves are ingested. 27 However, its main use in Mexico today is believed to be for its 
psychedelic properties in the aid of producing "mystical" or hallucinogenic experiences as part of 
spiritual rituals.28 

Although selective KOR agonists have been shown to produce analgesic effects, adverse effects such 
as psychotomimesis, dysphoria and diuresis have been observed in studies investigating their 
therapeutic use.29 In addition, while it has been speculated that KOR agonists may be useful in 
the treatment of certain psychiatric disorders including Alzheimer's disease, schizophrenia, 
dementia and bipolar disorder" th~re. hliS. {)e~n .no . c linical r~s~a.rcht() support. the~e hyp()these~ .. 30 . 

.Th~re. (lr~ P!eselltlYl1o rec()gnil;ed.l11edi(;all.lst!s for S. divin01:um ill. ~(lllada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. Most 
websites offering S. divinorum cuttings and seeds for sale appear to do so in the context of 
growing the plant for "recreational" purposes, rather than out of horticultural interest or for its 
esthetic appeal. However, it should be acknowledged that this does not preclude the possibility 
of a person growing this plant for purely decorative purposes. S. divinorum is also marketed as 
incense. However, there is no evidence that S. divinorum has any fragrant properties that would 
legitimize such a use. Therefore it is believed that the marketing of this plant as an incense is a 
means to avoid compliance and enforcement actions by Health Canada. 

4.2.4 Potential for Abuse and/or Addiction Liability 

Salvinorin A is a potent, KOR-selective agonist and in contrast to the euphoria produced by 
MOR agonists such as morphine, KOR agonists are negatively reinforcing and aversive.31 In 
addition, KOR agonists have analgesic properties, but are not associated with respiratory 
depression like MOR agonists.32 Finally, while MOR agonists increase the release of dopamine, 

26 Gonzalez D, Riba J, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
27 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.auJarchive/00002327/0IlMunr02006thesis.pdfFebruary 2007. 
28 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
2~ Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et al., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
30 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3): 107-109. 
31 Killinger BA, Peet MM, Baker LE. Salvinorin A fails to substitute for the discriminative stimulus effects of LSD 
or ketamine in Sprague-Dawley rats. Pharmacology, Biochemistry & Behaviour. 2010 May 96; 260-265. 
32 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman 's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo IS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
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the activation ofKOR decreases dopamine release in the nucleus accumbens.33 In the case of 
MOR agonists, the increase of dopamine acts as a positive reinforcer. This action motivates the 
user to use the drug again, which could lead to drug abuse and/or addiction. For KOR agonists, 
this is not the case. 

The aversive effects of KOR agonists suggest that the risk of addiction to S. divinorum is 
negligible. Users have reported the negative effects of S. divinorum as: the short duration of 
action, lack of control over the experience, persisting negative effects (most often anxiety)/4 
sweating, chills, increased diuresis, impaired vigilance,35 and negative after-effects including 
tiredness, feeling head heavy, dizziness, physical exhaustion, and some degree of malaise or 
'hangover' as they 'comedown' from the drug.36 Despite these reports, very few controlled 
scientific studies of the physical and psychotropic effects of S. divinorum on humans have been 
carried out and the results have been conflicting. For example, one author states: "Many who 
have used salvinorin A find the experience extremely unnerving, frightening and overly intense 
and most have no desire to repeat the experience.',3? However, another study suggested that this 
is not the experience of all recreational users of S. divinorum.38 Over eighty percent of users 
surveyed on a web-based questionnaire about their S. divinorum use said that they would 
probably or definitely use S. divinorum again.39 

In addition, some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.40 Therefore, it is difficult to predict with certainty its potential for addiction and abuse. 
In studies that have been conducted, there is conflicting information around the addiction 

liability of S. divinorum in both animals and humans. Further studies in this area and on the 

33 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
34 Baggot MJ, Erowid E, Erowid F and Mendelson 1£. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
35 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
36 Gonzalez D, Riba J, Bouso IC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
37 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 
38 Gonzalez D, Riba I, Bouso JC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Bucheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38( I): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
39 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
40 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Phannacopsychiatry. 2005 Jan;38(l):1-5. 
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KOR mediated decrease of dopamine are also required in order to fully understand the addiction 
potential of this substance. 

While concerns for the potential of abuse were initially considered minimal given that I kg of 
dried leaves only yield 3 to 6 human doses of salvinorin A for oral consumption, it was then 
discovered that vaporizing and inhaling 200-500 micrograms ha§.profollndl1allu~in_ogel1ic_u ______ /(_D_e_leted_:_d _____ ~ 
effects.41 Given that only small doses of this substance are now necessary to achieve the desired 
effects through inhalation, the potential for abuse is much higher. Also, the extraction of 
salvinorin A from the plant is simple, and with care, approximately 1.5 grams of pure salvinorin 
A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. This is enough for 2000 oral 
doses.42 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

In Canada, the prevalence of use of S. divinorum has recently been documented. Questions about 
the use of salvia were included in the 2009 Ontario Student Drug Use and Health Survey, the 
2008-2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use Monitoring 
Survey.:._ . 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using S. divinorum at least once 
in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% indicated 
they had used cannabis and 5.0% indicated they had used hallucinogens other than LSD 
and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using S. 
divinorum; 

• There is significant grade variation, with S, divinorum use most likely among 11 th graders 
(8.6%) and lih graders (8.4%); and 

The results of the 2008-2009 Youth Smoking Survey were published on May 31, 2010 and 
indicate that: 

41 Siebert DJ, Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
lun;43( 1):53-6. 
42 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 1 Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
* It should be noted that in some cases it is not clear if responses indicate the use ofS. divinorum or salvinorin A 
given the use of the term "salvia" within the survey guestion'L 
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• 4.9% of students stated that they had used salvia in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used salvia in 
the last twelve months; and 

• Males (6.6%) were more likely to have used salvia in the past twelve months compared to 
females (3.2%). 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined salvia for the first 
time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they had 
used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%, 
while 1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% ecstasy 

and 0.7% illicit hallucinogens._ In concI usion, '~al~i~: al'pelifs, t()~e_ ~substaJ1(;e_ that i~ triecl. - {:=De=Ieted==: s=======< 
largely by youth with a 7.3% prevalence of lifetime use. . -- r Deleted: however 

According to the 2009 Monitoring the Future survey, the annual prevalence of use of S. 
divinorum among 12th graders in the United States is 5.7%. The American Substance Abuse and 
Mental Health Services Administration's 2006 National Survey on Drug Use and Health found 
that, of respondents aged 12 or older, 1.8 million had used S. divinorum at least once in their 
lifetime and 756,000 had used the substance in the past year. Among youth aged 12 to 17, males 
were more likely than females to have used S. divinorum in the past year (0.9% vs. 0.3%). 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, ranging from 9 samples in 2006 to 20 samples in 2009. It is, 
however, difficult to determine how this data reflects the extent of actual abuse of salvinorin A in 
Canada, given that it is not an illegal substance and would likely only be seized accidentally or 
during the seizure of other controlled. sllbstatlt;e_s~ HUH. 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement 
Administration.(l)~.;\} clat.al:>~e~ thCltc()ll~ct scie.ntiftcaIly yet:itiecl. ciatCl.on atlaly:z~ci.s8:ml'le.~. ill _ 
state and local forensic labs as well as samples from DEA labs. While in 2000 no seized samples 
were found to contain S. divinorum or salvinorin A, 70 samples tested positive in 2008. Once 
again, it is difficult to determine how this data can be used to reflect the actual extent of abuse of 
S. divinorum and salvinorin A in the United States as,!1ei~h.ersu~st(lrlce,.i§,.lis~~ciin_tlt~9ont!olled 
Substances Act. 

The increase in both the number of enquiries to Health Canada from various municipalities and 
members of the public and the amount of media interest regarding the availability of S. 
divinorum in Canada may be an indication that the recreational use of S. divinorum as a 
hallucinogen is on the rise. However, it may alsq,reflect an increased awareness of the __ . 
phenomenon, rather than an increased incidence of use. 

4.2.6 Risk to Personal and Public Health and Safety 
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The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. As this substance is typically smoked, there is no risk 
of infectious disease transmission as is the case when a drug is injected. Users may get up and 
walk around without apparent awareness of their movements, behaviour or surroundings, and 
distinction between self and surroundings is often lost. At doses greater than I mg of salvinorin 
A, out of body experiences are frequent and loss of consciousness has been reported.43 There is 
little information regarding the social behaviours of persons under the influence of S. divinorum 
products, and what risks their activities such as operating a motorized vehicle may pose to the 
general public. There is also very little data regarding the toxicity, teratogenicity or other long
term effects of S. divinorum use.44 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding physiological and psychotropic effects of S. divinorum use 
have been published in the scientific/medicalliterature. For example, an international case report 
described the perceptions of a 19 year-old man after inhaling S. divinorum smoke. The peak 
psychotropic effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.45 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking S. divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use.46 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period oftime.47 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006), showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 

43 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1):53-6. 
-14 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun;73: 1039-1046. 

-16 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
-17 http://www.kvbc.com/G1obai/story.asp?S=4893692 
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contained unidentified adulterants (i.e. vitamin E, caffeine). 48 

There are also several reports of domestic adverse reactions related to the use of S. divinorum 
that have been received through the Canada Vigilance database. However, this does not reflect 
true incidence due to under-reporting. 
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7. CONSIDERATIONS 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
marketing of the product indicates that it is to be sold for human consumption in order to modify 
an organic function. Unlicensed natural health products are also permitted to be imported 
provided they are for personal use only. 

Non-regulatory options for the control of S. divinorum, such as the development of an 
educational campaign to highlight the risks associated with using this plant, were also 
considered. However, the risks associated with this substance, as well as the confusion 
concerning its enforcement as a natural health product only when it is sold for use with a health 
claim, do not make this option viable. 
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S. divinorum meets the criteria for scheduling a substance under the CDSA. While neither the 
plant nor its main active component salvinorin A are scheduled under any of the UN Drug 
Control Conventions, a number of countries and American states have taken steps to control the 
distribution and use ofthese substances. S. divinorum and salvinorin A are pharmacologically 
similar to other substances included in Schedule III to the CDSA, such as LSD and psilocybin. 
There are also currently no legitimate therapeutic, commercial or industrial uses for S. divinorum. 
While the addiction potential of S. divinorum appears to be low, there is a significant potential 

for its abuse as a 'legal' hallucinogen. There is very little information with regards to the long
term effects of S. divinorum use. There is also evidence ofJ.lSe, p~i(;lllarlyby.<:;aIla4i<lIl y<>uth 
and potential for individual health risks as well as risks to public health and safety. 

In light of a recommendation to include S. divinorum under Schedule III to the CDSA, it is also 
recommended that the main psychoactive ingredient of this plant, salvinorin A, be scheduled. 
Salvinorin A can easily be extracted from S. divinorum and this substance gives the plant its 

s.21(1)(a) 
s.21(1)(b) 
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and should also be controlled under the CDSA in the same manner as S. divinorum. 

8. RECOMMENDATIONS 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that S. divinorum is readily 
available and law enforcement agencies have no legal means to prevent its sale. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented for 
sale as health products that modify organic functions can be refused for import under the NHPR. 

OCS brought S. divinorum to the Controlled Substances Scheduling Working Group (CSS-WG) 
in August 2010 to discuss the possibility of regulatory control of this substance. After assessing 
the available information against the six criteria listed in the Context section of this Issue 
Analysis Summary, the CSS-WG recommended that S. divinorum be included under Schedule III 
to the CDSA. 

10. IMPLEMENTATION AND EVALUATION 
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Salvia divinorum 

Issue 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria 
pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are 
using S. divinorum for its ability to produce hallucinations. Certain websites are also 
promoting the use of S. divinorum as a "legal" alternative to street drugs. As of _ 
2010 Health Canada has not authorized for sale any products containing S. divinorum. 

Health Canada recommends that you avoid using this plant because very little is known 
about the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

hallucinations 
• dysphoria (feeling anxious, depressed or restless) 

out-of-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

the potency of the product 
• how much is used 

the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 
how it is taken, for example, whether the product is chewed, swallowed or 
smoked 

• the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 
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• how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage 
how it interacts with other substances, including other drugs, natural health 
products and alcohol 

• the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divinorum 

In Canada 
Because of thei&, ha.llu~!~()gt!~ic_ pr_op~rties~p_r()d_u~ts contai~illg §: _ ci~vl,!(),"-urn _ ()r _ s~!~in_or:in _____ --{_De_leted_:_it_s ____ ---' 

A meet the definition of a Natural Health Product (NHP) in accordance with the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 
It is illegal to sell drugs or NHPs in Canada, unless they have been reviewed and 
authorized for sale by Health Canada. In the case ofNHPs, they need to be labelled with 
one of the following: 

a Natural Product Number (NPN); or 
an Exemption Number (EN); or 

• a Drug Identification Number - Homeopathic Medicine Number (DIN-HM). 

As of _ 2010 no products containing S. divinorum or salvinorin A have been 
authorized by Health Canada for sale. The sale of unauthorized drugs and NHPs is illegal, 
and may be subject to compliance and enforcement actions by the Department. 

Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs 
and Substances Act (CDSA). However, Health Canada has reviewed the available 
information regarding S. divinorum, and plans to issue a Notice of Intent to include S. 
divinorum and salvinorin A in one of the schedules to the CDSA The purpose of this 
Notice will be to inform interested parties of Health Canada's proposal to regulate these 
substances as controlled substances, as well as to allow the public to provide comments 
on the proposal. 

., - - - -- - ~ ~ - - - ~ - -- ~ - -- ~ - ~ - ~ - -- --- - ~ -- - - - - - - - -- - - - - - - - - - -- - - - - - - - - - -- --- -- - - - - - -- - - -- - - - - - - - -- - - - - - - - ~ - - - --- - - - - - - -- --- - - - - - - --- --- - --

In Other Countries 
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, 
Several countries including but not limited to Australia, Belgium, Gennany, Italy, Japan, 
etc .. , have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 
In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution. For example, in some states 
it is illegal for S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of fonns, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, less than 2% of Canadians age IS and older reported having used S. 
divinorum at least once in their lifetime. Youth, ages 15-24 were much more likely to 
have used it than adults. The results from the Canadian 2008-2009 Youth Smoking Survey 
show that 5% of ISyr olds have used S. divinorum in the past year. For more infonnation 
on these surveys, see the Need More Info section below. 

Health Canada's Role 

Health Canada will continut\!()~<?II~c~_~~~ __ ~()~s~~e_~_s<lf~_ty_il1fo~<lt~()'-lt:eg<l~~_i_t:J.g_~. _____________ ------{,-De_leted __ : s _____ ~ 
divinorum and will continue to consult with key stakeholders including health officials in 
other countries and law enforcement officials here at home.l!~<l!!h_~<lt:J.~~<l~!!L<l~~()hmhh __ ------
IR<?~~X()~_~~~_~t!h~_~~_~~J~~~<l!~()t:J._<?f§:_«~1.!j!!f!.t:!!~_~~_~.'!!~t~<?t:in_Aa_~_~<?l1!~<?~!~~ __________________ -----
substances by issuing a Notice of Intent to schedule these substances under the CDSt\J~h ______ _ 
the interim, Health Canada.~m.~()n~i_t:J.~~_!<? __ ~()~~t()r_~h~_s-,~~~_or':l_n.'!~t~_<?t:i_~~<:1:_~~<lI_t_~ ____________ . 
products, including those that contain S. divinorum or its main active ingredient \, 
salvinorin A, and will take appropriate action when the department becomes aware of any \\ 
unauthorized health products that may pose a risk to Canadians. \,' 

Need More Info? 

Complaints about the illegal sale of drugs containing S. divinorum can be made to 
the Health Products and Food Branch Inspectorate at: http://www.hc
sc.gc.ca/dhp-mps/compli-confonn/prob-report-
rapport/gui_ 44_ consumer _ consommateur _ cp-pc-eng.php 
Tel: 1-800-267-9675. 
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You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 
Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.caldhp
mps/medeff/index-eng.php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 070lC 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at : http://www.hc
sc.gc.caldhp-mps/medeff/report-declarationlar-ei_form-eng.php 

• For information about the Government ofCanada'sAnti-DrugStrategv, go to: 
www.nationalantidrugstrategy.gc.cal 
The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager, at: www.hc-sc.gc.ca/hc-ps/pubs/adp
apdltalk-aborder/index-eng.php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.html 

• Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.ca/hc-ps/drugs-drogues/youth-jeunes/facts
faits/index-eng.php 

Information on natural health products and the Natural Health Products 
Regulations can be found at: www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 
• The 2008-2009 Youth Smoking Survey, at: 

http://www.yss.uwaterloo.calindex.cfm?section=5&page=288 
The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://WWw.hc-sc.gc.CalhC-PS/drugS-drogueS!statiindeX-eng.PhP 
The20090ntarioStudentDrUgUSeandHealthsurvey.at: 
http://www.camh.netJNews _ eventslNews _releases_and _media_advisories _and _ b 
ackgrounders/osduhs2009 _ advisory.html 

Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divinorum and Salvinorin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 
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• 
u.s. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8lhallucinogenslhallucinogens.pdf 

• For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.ca/iyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Issue 

Media Lines 
Salvia divinorum 

Since 2006, Health Canada has noted ongoing media interest regarding the availability of Salvia 
divino rum in Canada. Health Canada has also received a number of enquiries from various 
municipalities and members of the public asking why Health Canada has not taken steps to 
control the availability of Salvia divino rum, particularly given reports from scientific and media 
sources suggesting that Salvia divino rum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. Health Canada now intends to regulate S. 
divinorum as a controlled substance under the Controlled Drugs and Substances Act (CDSA). 

Key Messages: t'-IeJJll (~Mcj{L./L~ S (~ r;;uvU~~ J rJJ <; jj J VI ~ii'l r.Li.~'-
J/i,;cLil 012 'C.\}Lu£tt] iJ.i.' (L( i!"'~'tiJlttcj .Qu.f)J ht?IU ULI r/,:I, • . , 

-~ - - - -

illl~~~C:~tt{IJf: L{' ~:~1~~?~~:~~~i:~~!li~~si~;~::i~~;rtitf~:;hlrJri; ~1~~i:::!;~~~ ,/ 
The (t1tJ.\'</1-'- m Canada., \HealtlrEanarla;:hascdetermmed that the nsks assoclatea;::-wtth,tneuseJlf s:--l 

".... .,.,.;;l .. ' , . .5 . . ~ .~ _ - , 

idivinarum=W--arfafitthisffiiestance"-s reg,ulation as-a-oontfo1Ied substan~under the 
\.'-.----.-- ---:::;;;==a --.:. -. ". __ ':..~ . 
(...ontrolled Drugtand-Sllbltiince£Ai!t-(GDSAT: L u m u 'u u u _ B __ u ___ u, -- - ~ ~ ----~-----' 

Health Canada has decided that a Notice of Intent to schedule S. divinorum and its main 
active ingredient, salvinorin A, under the Controlled Drugs and Substances Act (CDSA) 
will be issued. The purpose of this Notice will be to inform stakeholders and other 
interested parties of Health Canada's proposal to regulate these substances as controlled 
substances, as well as to allow the public to provide comments on the proposal. 

T _____ ._. _. ____________ "_________ _ ________ .___ _ ___________ • _______ • ____ • ______________________ • __ _ 

Health Canada intends to initiate the regulatory process in order to include S. divinorum 
and salvinorin A in one of the schedules to the CDSA in order to mitigate the risks 
associated with the use and availability of these substances. 

Supplementary Messages: 

Canadians should not use products containing S. divinorum and/or salvinorin A because 
very little is known about the substance and its potential effects on the brain and/or body, 
and its impact on physical and mental functions. 

Because of their hallucinogenic properties, products containing S. divinorum and/or 
salvinorin A meet the defmition of a natural health product (NHP) under the Natural 
Health Products Regulations and the defmition of a drug under the Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number fDIN-HM) or an Exemption Number (EN). The 
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Issue 

Media Lines 
Salvia divinorum 

Since 2006, Health Canada has noted ongoing media interest regarding the availability of Salvia 
divinorum in Canada. Health Canada has also received a number of enquiries from various 
municipalities and members of the public asking why Health Canada has not taken steps to 
control the availability of Salvia divinorum, particularly given reports from scientific and media 
sources suggesting that Salvia divinorum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. Health Canada now intends to regulate S. 
divinorum as a controlled substance under the Controlled Drugs and Substances Act (CDSA). 

Key Messages: ~ . -~--"'-- - .~ __ _ 
-fi-~ t Gtt-d.a±1~I7lffl.(i 'i2 -MEJb1~"iLtj -I -. ", 

• • \ Heatttl Canada has5tttd~\th; av-aiiabl~'inf~ationabout S. divinorum aHtHtftS analrzett'\ :' ': 
(l:v\1C- the options available to manage the risks associated with the availability of this substance .1 

\ in CanadaArealnr€-a~has determined that the risks associated with the use of S. ',:! 
\ divinorum warrant this substance's regulation as a controlled substance under the / if 
! Controlled Drugs and Substances Act (CDSA~ // :f 
---==:::-~~~ --- -' j 

• 

Deleted:, 

Deleted: , 

Deleted: <#>to 

Deleted: <#>use products 
containing S divinorum and/or 
salvinorin A because very little is 
known about the substance and its 
potential effects on the brain 
and/or body, and its impact on 
physical and mental functions.' , 
<#>8ecause of 

Deleted: <#>its Health Canada hes eeeidetHhftt-a Notice of Intent to schedule S. divinorum and its main J 
active in edient salvinorin A under the Controlled Dru s and Substances Act CDSA i / , Deleted: <#>their hallucinogenic 

- j, ,is~ . is Notice will bMe inform stakeholders and other I /:' 
:;!=~::~~fE:~~~tf:~~:;:i1~~~~:~~~~,;~ontroll~ml 
H.@eltli ~ltl'fftiftaa:o=i~the regulatory process~o mclude S. dlVlnorum 
and salvinorin A in one of the schedules to the CDSA in order to mitigate the risks 
associated with the use and availability of these substances. 

Supplementary Messages: 

• Canadians should not use products containing S. divinorum and/or salvinorin A because 
very little is known about the substance and its potential effects on the brain and/or body, 
and its impact on physical and mental functions. 

Because of their hallucinogenic properties, products containing S. divinorum and/or 
salvinorin A meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number <OIN-HM) or an Exemption Number (EN). The 
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illegal sale of products containing§:A!y.~~!?!:tI!?!_~~~[9.~_s~~yJ~~~~!!_~_I!!~y_~e __ ~I:l:~j~~~_~~ __________ ----{ Fonnatted: Font: Italic 
compliance and enforcement action under the Food and Drugs Act. 

Current status of Salvia divinorum as a controlled substance: 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are currently regulated under the Controlled Drugs and Substances Act (CDSA). 

Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions and thus, do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. Although some individual U.S. states have implemented 
laws restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
regulated under the federal Controlled Substances Act in the United States. 

Questions and Answers: 

Q 1 - If Health Canada is aware of adverse effects associated with the use of Salvia 
div;norum, why isn't it illegal? 

Al - Because S. divinorum meets the definition ofl\~a~~~l~~alth_Rr~~ucU~JIJ>l!-!!ld_erJhe {,-De_leted __ : n _____ ~ 
Natural Health Product Regulations, it is illegal to manufacture, sell or provide products 
containing S. divinorum and/or salvinorin A without their being authorized by Health Canada 
prior to sale. Health Canada.h~.Ee:-:~~~%i.~h~.~:-:~~J~~~l?_!!!f9.~~~~!l_~~_g~~in_g§~~~!l!_4iv!~~,:"~~! __ <.---
including the prevalence of its use in Canada, and plans to issue a Notice ofIntent to include S. -'. 
divinorum and salvinorin A in one of the schedules to the.C;~f}trg]!e{jJ:J!"!!g~J~~4§!!~~tl!~q_e~_!!.c~ ___ . ____ ---
(CDSA). Jh~_R~m<?_~~_·~f!h!~_~<?~_i~~ __ ':':'!!!_~€?_!9._~l1X<?~_~~~~J~~!~~!~_~~_()_~~~~_!~~~!_l?~~~~_R~~~~ _____ ~""" 
of Health Canada's proposal to regulate these substances as controlled substances, as well as to . 
allow the public to provide comments on the proposal. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but not the 
sale of Salvia divinorum itself! 

A2 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A3 - Salvia divinorum products that are not in compliance with the Natural Health Products 
Regulations may be subject to compliance and enforcement action by Health Canada. 
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Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q4 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

Health Canada has reviewed the available information regarding Salvia divinorum, including the 
prevalence of its use in Canada, and plans to issue a Notice of Intent to include S. divinorum and 
salvinorin A in one ofthe schedules to the Controlled Drugs and Substances Act (CDSA). Jh~ ___ H_-/-{ Fonnatted: Font: 12 pt 

purpose of this Notice will be to inform stakeholders and other interested parties of Health 
Canada's proposal to regulate these substances as controlled substances, as well as to allow the 
public to provide comments on the proposal. 

t ~. __________________________ . _. ________________________________________________________________ . ___________________________________ . __ .--

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why has 
that recommendation not been acted upon? 

AS - SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general popUlation 

/fpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an [t's Your Health (IYH) article on Salvia divinorum to help 
inform the general public about the risks associated with the use of this substance. 

Background 
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Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 

and. 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
• the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 

0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 

5.4% of students (grades 7-12) ever used S. divinorum; and 
• the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 

in 2009. 

Prepared by: Cheryl Tremblay and Denis Arsenault, OCS, CSTD 

Input by: Lisa Mackay IYHlPACCB, Suzanne Desjardins HECSB/ODARS, Hanan 
Abramovici HECSB/ODARS, Bruna Brands HECSB/ODARS, Jocelyn Kula, HECSB/OCS, 
Robin MarIes HPFBINHPD, Maggie Graham HPFBINHPD, Stephanie Collins HPFBINHPD, 
Mano Murty HPFBIMHPD, Robert Leitch HPFB/MHPD, Shahid Perwaiz HPFB/MHPD, Collin 
Pinto, HPFB/HPFBI 

Approved by: 
Robin Maries, Director, Bureau of Clinical Trials, NHPD (pending) 
Lindsay Blaney, Director, Policy and Regulatory Affairs, NHPD (pending) 
Due Vu, Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, MHPD (pending) 
Kim Dayman-Rutkas, Director, HPFBI (pending) 
Diane Allan, Director, OCS, CSTD, HECS (approved, Sept 29,20 I 0) 
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Suzanne Desjardins, Director, ODARS, CSTD, HECS approved, Sept 30, 20 I 0) 
Cathy Sabiston, DO, CSTD, HECS (pending) 
Chris Turner, DO, MHPD (pending) 
Nancy Richards, DO, NHPD (pending) 
Diana Dowthwaite, DO, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Jean Tessier, Senior Media Relations, P ACCB (pending) 
Warren Braun, Director, Strategic Communications, PACCB (pending) 
Peter Yendall, Director, Public Affairs, PACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 
Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, PACCB (pending) 
DMO (pending) 
MO (pending) 
PCO (pending) 
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Fw: Salvia products 
Stephanie Chandler to: Jocelyn Kula 2010-11-1809:21 AM 
tj;: Daniel Galarneau, Denis Arsenault, Patricia Rapold, CSTD-OCS-DO 

Hi Jocelyn, 

After discussing the last draft of the Salvia MLs and IYH with Patricia, I have updated the drafts so that 
there is consistency between the wording of different paragraph ("HC will issue a Notice of Intent"). 

;;~;>I~.·~.f. 
~>~WJ 

, --::; 

IYH Salvia divinorum_v19 Nov 18_SC.doc Salvia Media Lines_Nov18_SC.doc 

My apologies for any inconvenience caused. 

Regards, 

Stephanie 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-11-18 09:15 AM ----

~rom: 

To: 
Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: 
Date: 

Denis ArsenaultlHC-SC/GC/CA@HWC, Daniel Galarneau/HC-SC/GC/CA@HWC, CSTD-OCS-DO 
2010-11-1703:33 PM 

Subject: Fw: Salvia products 

Hi Jocelyn, 

Please see the attached Salvia MLs and IYH for your review. They have been reviewed by Daniel on 
behalf of Denis. 

[attachment "Salvia Media Lines_Nov17 _SC.doc" deleted by Stephanie Chandler/HC-SC/GC/CA] 
[attachment "IYH Salvia divinorum_v19 Nov 16_SC.doc" deleted by Stephanie Chandler/HC-SC/GC/CA] 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-11-1703:23 PM -----

From: 
To: 
Date: 
Subject: 

Denis ArsenauItlHC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-11-1503:14 PM 
Fw: Salvia products 

001713 



Hi Stephanie, 

For action. 

Denis 

Denis Arsenault, NManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
TelITel: (613) 957-6828 
Fax I Telecopieur: (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-11-15 03:13 PM -----

From: 
To: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, Paul 
Spendlove/HC-SC/GC/CA@HWC 

Date: 2010-11-1502:47 PM 
Subject: Salvia products 

Hi Jocelyn, 

Below are the salvia media lines and IYH article. This is not urgent, but if possible can you revise these 
lines and the IYH article regarding the NOI and possible scheduling by the end of this week so we can 
move these products along? Cathy would like to get the lines going at the very least so we can limit the 
amount of media enquiries on salvia in her inbox. 

On a side note, I sent these back to HPFB as well so they can correct the wording re: illegal vs. in 
contravention of etc ... 

If you have any issues or concerns, please let me know. 

Thanks. 

[attachment "Salvia Media Lines_Sept30.doc" deleted by Stephanie Chandler/HC-SC/GC/CA] 

[attachment "IYH Salvia divinorum_v18 clean Oct 1.doc" deleted by Stephanie Chandler/HC-SC/GC/CA] 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 
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Issue 

Media Lines 
Salvia divinorum 

Since 2006, Health Canada has noted ongoing media interest regarding the availability of Salvia 
divinorum in Canada. Health Canada has also received a number of enquiries from various 
municipalities and members ofthe public asking why Health Canada has not taken steps to 
control the availability of Salvia divinorum, particularly given reports from scientific and media 
sources suggesting that Salvia divinorum is being used by adolescents and young adults 
specifically for its hallucinogenic properties. Health Canada has now determined that Salvia 
divinorum should be included in one of the schedules to the Controlled Drugs and Substances 
Act (CDSA). 

Key Messages: 

Health Canada has determined that S. divinorum should be regulated as a controlled 
substance under the Controlled Drugs and Substances Act (CDSA). The decision is 
based on the analysis of the information available about S. divinorum as well as an 
assessment of the possible options to manage the risks associated with the availability of 
this substance in Canada. L 

:: 
:/ 

/: 

if 

, Deleted: 1 

: Deleted: 1 
Deleted: <#>to 

, Deleted: <#>use products 
:; containing S. divinorom and/or 
, salvinorin A because very little is 

known about the substance and its 
i: potential effects on the brain 
': and/or body, and its impact on 

physical and mental functions. ~ 
~ 
<#>8ecause of 

, Deleted: <#>its 

• Health Canada will issue a Notice of Intent to schedule S. divinorum and its main active ;.' 
ingredient, salvinorin A, under the Controlled Drugs and Substances Act (CDSA). This f ,/ 
Notice will inform stakeholders and other interested parties of Health Canada's proposal I /:' 

Deleted: <#>their hallucinogenic 
properties, products containing S. 
divinorom and/or salvinorin A 
meet the definition of a natural 
health product (NHP) under the 
Natural Health Products 
Regulations and the definition of a 
drug under the Food and Drugs 

~=f:~~~=~u:~~~~:~trolled SUbs:ces, aswell as to allowthe public ffimml 
The publication of the Notice ofIntent is the first step in the regulatory process to include 
S. divinorum and salvinorin A in one of the schedules to the CDSA in order to mitigate 
the risks associated with the use and availability of these substances. 

Supplementary Messages: 

• 

• 

Canadians should not use products containing S. divinorum and/or salvinorin A because 
very little is known about the substance and its potential effects on the brain and/or body, 
and its impact on physical and mental functions. 

Because of their hallucinogenic properties, products containing S. divinorum and/or 
salvinorin A meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
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a Homeopathic Medicine Number (DiN-HM) or an Exemption Number (EN). The 

illegal sale of products containing~t.c!!~~~~l)~U!?!_~~~(~~~s~~y}~~~~~!!_~~~~l:Y~~~ __ ~~~i~~_tJ~ _______ ~_------{ Formatted: Font: Italic 
compliance and enforcement action under the Food and Drugs Act. 

Current status of Salvia divinorum as a controlled substance: 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are currently regulated under the Controlled Drugs and Substances Act (CDSA). 

Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions and thus, do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

• Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. Although some individual U.S. states have implemented 
laws restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
regulated under the federal Controlled Substances Act in the United States. 

Questions and Answers: 

Ql - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

Al - Because S. divinorum meets the definition ofl\Nat.ur~II-I\!alt.hProduct tl\ll-IJ>l unde~_the _______ -/ [~DeI_eted __ : n _____ ~--' 
Natural Health Product Regulations, it is illegal to manufacture, sell or provide products 
containing S. divinorum and/or salvinorin A without their being authorized by Health Canada 
prior to sale. Health Canada~!_t?\,ie_\V~th~ __ l!-\,ail~l>~~_i!!f~~~~!~!!_~~g~~F~_g~$.f!.Mt:l._4.~l!!!".t?rll"}!~_<-----
including the prevalence of its use in Canada, and will issue a Notice ofIntent to include S. -. 
divinorum and salvinorin A in one of the schedules to the.c;t?n!!:l)l!e.~JJ~l!gs_C!!".d..sll~~tt:l.,,-c_es_!!~L ____ -----
(CDSA). Jht?_l?~m<?_~~_~f!h~~_l\l<?~}~,!~~_\Vj!!_l>t?_!~~t'.1X<?~I!!l_~_~~~~_~~!~~!~~~~~_~~~~r_i!!t~!t?s~~e~ Ra~i\!~~~ ___ :"'"" 
of Health Canada's proposal to regulate these substances as controlled substances. as well as to . 
allow the public to provide comments on the proposal. 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but not the 
sale of Salvia divinorum itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, Salvia divinorum. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A3 - Salvia divinorum products that are not in compliance with the Natural Health Products 
Regulations may be subject to compliance and enforcement action by Health Canada. 
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Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q4 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted, These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses ofthe substance (Le., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

Health Canada has reviewed the available information regarding Salvia divinorum, including the 
prevalence of its use in Canada, and will issue a Notice of Intent to include S. divinorum and 
salvinorin A in one of the schedules to the Controlled Drugs and Substances Act (CDSA), .Jh~h ___ --'----{ Formatted: Font: 12 pt 
purpose of this Notice will be to inform stakeholders and other interested parties of Health 
Canada's proposal to regulate these substances as controlled substances, as well as to allow the 
public to provide comments on the proposal. 

'1: ________________________________________________________ .__ _ ________________________________________________________ • _________ _ 

Q5 - Didn't an internal report from Health Canada's Marketed Health Products 
Directorate recommend that Salvia divinorum be scheduled under the CDSA? Why has 
that recommendation not been acted upon? 

A5 -SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

/fpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia d;v;norum 

A - Health Canada is developing an It's Your Health (IYH) article on Salvia divinorum to help 
inform the general public about the risks associated with the use of this substance. 

Background 
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Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
5.4% of students (grades 7-12) ever used S. divinorum; and 

• the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 
in 2009. 

Prepared by: Cheryl Tremblay and Denis Arsenault, OCS, CSTD 

Input by: Lisa Mackay IYHlPACCB, Suzanne Desjardins HECSB/ODARS, Hanan 
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Pinto, HPFB/HPFBI 
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Duc Vu, Director, Marketed Biologics, Biotechnology and Natural Health Products 
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Salvia divinorum 

Issue 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria 
pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are 
using S. divinorum for its ability to produce hallucinations. Certain websites are also 
promoting the use of S. divinorum as a "legal" alternative to street drugs. As of _ 
2010 Health Canada has not authorized for sale any products containing S. divinorum. 

Health Canada recommends that you avoid using this plant because very little is known 
about the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
• uncontrollable laughter 

loss of consciousness 
• short-term memory loss 

lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

the potency of the product 
how much is used 
the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 

• how it is taken, for example, whether the product is chewed, swallowed or 
smoked 
the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 
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• how it affects the bmin overall, including whether there are any long-term effects 
or if it can cause permanent damage 
how it intemcts with other substances, including other drugs, natural health 
products and alcohol 

• the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natuml", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divinorum 

In Canada 
Because of theiJ;. hallucinogenic pr0l'erties~ pr~ducts 4:onU1iIliIlg §'. ciivin()r:um ors~lyinotin _..... (~De_leted __ : _its _____ _ 

A meet the definition of a Natuml Health Product (NHP) in accordance with the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 
It is illegal to sell drugs or NHPs in Canada, unless they have been reviewed and 
authorized for sale by Health Canada. In the case ofNHPs, they need to be labelled with 
one of the following: 

a Natuml Product Number (NPN); or 
• an Exemption Number (EN); or 

a Drug Identification Number - Homeopathic Medicine Number (DIN-HM). 

As of _ 20 I 0 no products containing S. divinorum or salvinorin A have been 
authorized by Health Canada for sale. The sale of unauthorized drugs and NHPs is illegal, 
and may be subject to compliance and enforcement actions by the Department. 

Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs 
and Substances Act (CDSA). However, Health Canada has reviewed the available 
information regarding S. divinorum, and will issue a Notice of Intent to include S. 
divinorum and salvinorin A in one of the schedules to the CDSA. The purpose of this 
Notice will be to inform interested parties of Health Canada's proposal to regulate these 
substances as controlled substances, as well as to allow the public to provide comments 
on the proposal. 

'f _______________________________ . _____ _ 

In Other Countries 
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Several countries including but not limited to Australia, Belgium, Germany, Italy, Japan, 
etc .. , have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 
In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution. For example, in some states 
it is illegal for S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, less than 2% of Canadians age 15 and older reported having used S. 
divinorum at least once in their lifetime. Youth, ages 15-24 were much more likely to 
have used it than adults. The results from the Canadian 2008-2009 Youth Smoking Survey 
show that 5% of ISyr olds have used S. divinorum in the past year. For more information 
on these surveys, see the Need More Info section below. 

Health Canada's Role 

Health Canada will continut;,!~_~_ol!~~_t~I1~tc~I1~i~~r_~llfe_tyjl1f.o~lltio_n_l'egll~~ing§. ____________ ----- {,-'De_leted __ : s _____ --' 

divinorum and will continue to consult with key stakeholders including health officials in 
other countries and law enforcement officials here at home. H~lllH~_~llI1~~ll_~!!Llll_~~ ____ mm------

lW?~~X~~_a~~_~}_t_h_~h~_~eg~~llt~~I1 __ <?f.§:_«~1!!f!~~ul1J._ll-'~~ ~~!~~I1<?l'i_I1_A_?_~_~gl1!~~~le~ _________________ ------
substances by issuing a Notice of Intent to schedule these substances under the CDS!\.)n _____ ----
the interim, Health Canada.\Vm_~~ntAn_I:It;_~'? __ ~~I1it~r_~h~s_~*_oru_n~ll~~_<?l'i~~~_h~lllth ___________ , 
products, including those that contain S. divinorum or its main active ingredient \. 
salvinorin A, and will take appropriate action when the department becomes aware of any \>, 
unauthorized health products that may pose a risk to Canadians. 

Need More Info? 

Complaints about the illegal sale of drugs containing S. divinorum can be made to 
the Health Products and Food Branch Inspectorate at: http://www.hc
sc.gc.caldhp-mps/compli-conform/prob-report-
rapport/gui_ 44_ consumer _consommateur _ cp-pc-eng.php 
Tel: 1-800-267-9675. 
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• You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 
Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.ca/dhp
mps/medeff/index-eng.php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at : http://www.hc
sc.gc.caldhp-mps/medeff/report-declarationlar-eijorm-eng.php 

For information about the Government of Canada's Anti-Drug Strategy. go to: 
www.nationalantidrugstrategy.gc.cal 
The Prevention section on this site has a number of helpful resources for parents, 
including: 
• Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp

apd/talk-aborder/index-eng.php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.html 
Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/youth-jeunes/facts
faits/index-eng.php 

• Information on natural health products and the Natural Health Products 
Regulations can be found at: www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calindex.cfm?section=5&page=288 
The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/stat/index-eng.php 
The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.netlNews _ eventslNews _releases_and _media_advisories _and _ b 
ackgrounders/osduhs2009 _advisory .html 

Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divinorum and Salvinorin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 
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U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8/hallucinogens/hallucinogens.pdf 

• For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.caliyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Salvia divino rum 

Issue 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria 
pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are 
using S. divinorum for its ability to produce hallucinations. Certain web sites are also . _ _ I fo b<-
promoting the use of S. divinorum as a "Ie al" alternative to street drugs. As [ if~<5=-- "-Ill V\ ~ 
2010 Health Canada has not authorized for sale any products containing S. divillorum. ~f'c... 

Health Canada recommends that you avoid using this plant because very little is known 
about the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

the potency of the product 
how much is used 
the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 
how it is taken, for example, whether the product is chewed, swallowed or 
smoked 
the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 
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how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage 
how it interacts with other substances, including other drugs, natural health 
products and alcohol 
the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you avoid using S. divinonlm because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More IlIfo?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divillorum 

In Canada 
Because of thei& hallucinogenic properties, products containing S. divinorum or salvinorin 
A meet the definition of a Natural Health Product (NHP) in accordance with the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 
It is illegal to sell drugs or NHPs in Canada, unless they have been reviewed and 
authorized for sale by Health Canada. In the case of NHPs, they need to be labelled with 
one of the following: 

a Natural Product Number (NPN); or 
an Exemption Number (EN); or 
a Drug Identification Number - Homeopathic Medicine Number (DIN-HM). 

~ ucts conta' ing S. divinorum or salvinorin A have been 
authorized by Health Canada or sale. The sale of unauthorized drugs and NHPs is illegal, 
and may be su ~ect to comBl~nc~ .and enforcement actions by the Department. 

~~ t. (Jp L.~(..h--r-~ 
rteither s. divinonlm nor salvinorin A are currently regulated JoIoftSoilll~~~ItfI'~~-bJj"H!~ 

~~~';ubstances Atfl (CQeA)." ,Hf !"'",. __ "" 

i nf(;rnJ:llJ lIll I'C)b1Ld i I1g,>., c/il:fll!Jrt 11I'~'·-..l.lo.I"""'''''''~ 
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, . 

Several countries including but not limited to Australia, Belgium, Germany, Italy, Japan, 
etc .. , have placed controls on the import and/or sale of S. divinorllm and/or salvinorin A. 
In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution. For example, in some states 
it is illegal for S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, less than 2% of Canadians age IS and older reported having used S. 
divinorum at least once in their lifetime. Youth, ages IS-24 were much more likely to 
have used it than adults. The results from the Canadian 2008-2009 Youth Smoking Survey 
show that S% of ISyr olds have used S. divinorum in the past year. For more information 
on these surveys, see the Need More Info section below. 

Health Canada's Role cJe.v.J~ ~~~.cr:.~ 
Health Canada ~jJlcontinue,. to ect and consider safety information regarding S. Deleted: s ~r Silit Ii 
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Need More Info? cYjli~~ ~ ~~t-~<"1P_ _ .)J 
~/i ~~ 1'-'" ~ 1"'- Ol""-V' 

Complaints about the illegal sale of drugs containing S. divinorum can be made to ~~ arJ ~_ Ie... 
the Health Products and Food Branch Inspectorate at: http://www.hc- • .I 1-1:. / ~ 
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You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 
RCPUIJlll}1 inc at the \1 ctJUTcct 1~'J'~lt1Ll(L<L\\_cb::;i t~ at: http://www.hc-sc.gc.ca/dhp
mps/medeff/index -eng.php 
Call toll-free at 1-866-234-2345 
Complete a ( \ 1",J!;:ncc !<CPUl(! 

Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 070IC 
Ottawa, ON KIA OK9 

, )rtll and either: 

To have postage pre-paid, download the i2gj1(\g:':J?jli~11:th<j from the MedE(fect™ 
Canada website. The l'an~\itLYi\Citlilc': l~cpOI1~SJ:j.lLll! and the adverse reaction 
reporting guidelines may also be obtained via this website at : http://www.hc
sc.gc.caldhp-mps/medeff/report-declarationlar-ei_form-eng.php 

For information about the Government of Canada's Anti-Drug Strategy. go to: 
www.nationalantidrugstrategy.gc.ca/ 
The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp
apd/talk -aborder/index -eng. php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborderltalking
aborder.html 
Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/youth-jeunes/facts
faits/index-eng.php 

Information on natural health products and the Natural Health Products 
Regulations can be found at: www.hc-sc.gc.ca/dhp-mps/prodnaturlindex-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
http://www.YSs.uwaterloo.Calindex.cfm?Section=5&page=288 
The2009canadianAlcoholandDrUgUSeMonitoringSUrVey.at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/stat/index-eng.php 
The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.carnh.netiNews _ eventslN ews Jeleases _and_media _advisories_and _ b 
ackgrounders/osduhs2009 _ advisory.html 

Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divinorutn and Salvin orin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 
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U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8!hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's YOllr Health web 
section at: www.healthcanada.gc.caliyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Media Lines 
Salvia divinorum 

Sinl!bl006, HeeJtbCmada b a l!=tl8tilil ongoing media interest regarding the availability of Salvia 

divi~01:um. in Canad, I Iealth C=::: :;:~::t::=::):s:: := 
...mttftiCipahties rutd Ii whets of 1 I at ~ 

eeRtF91 tbe ;;wailaeil~c gf Sal"i" djlliuom m , partiQ'llil1:I!' 8il'e~eports from scientific and media 
sources suggesting that Salvia divinorum is bing used by adolescents and young adults 
specifically for its hallucinogenic propertie ealth Canada has now determined that Salvia 
divinorum should be included in one of the edules to the Controlled Dru s and Substances ,( Deleted: ~ 
Act (CDSA). '( 
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. (0 Canadians should not use products containing S. divinorf~nd/or salvinorin A bec~ 

very little is known about the substance and its potential effects on the brain and/or body, • 
and its impact on physical and mental functions. 

Because of their hallucinogenic properties. products containing S. divinorum and/or 
salvinorin A meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
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Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q4 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. '- () SAf2v D 

t-u- WJ...~ i h ~A..,.H-4"lA'~ 
Health C . a has . '" .. . . 

·····~Didn···an·iiliernai·re·······fr()m·Hei,i····cariada';S'Mar~'''ted ·Healtb·Pr·oducts ................ ··· ;::::e~:~~~~:lable 
mfonnatlOn to detenmne whether 

commend that via divinoru be scheduled u er the CDSA? Why has regulation of Salvia divino rum 
-v"-V under the CDS A is warranted.' 

AS-See 4 . ~~~ Cp~ 
Q6 - What is the significance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

/fpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health (IYH) article on Salvia divinorum to help 
inform the general public about the risks associated with the use of this substance. 

Background 
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Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used S. divinorum; and 

the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 
in 2009. 

Prepared by: 

Input by: Lisa Mackay IYHlPACCB, Suzanne Desjardins HECSB/ODARS, Hanan 
Abramovici HECSB/ODARS, Bruna Brands HECSB/ODARS, Jocelyn Kula, HECSB/OCS, 
Robin Maries HPFBINHPD, Maggie Graham HPFBINHPD, Stephanie Collins HPFBINHPD, 
Mano Murty HPFBIMHPD, Robert Leitch HPFBIMHPD, Shahid Perwaiz HPFBIMHPD, Collin 
Pinto, HPFBIHPFBI 
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Robin MarIes, Director, Bureau of Clinical Trials, NHPD (pending) 
Lindsay Blaney, Director, Policy and Regulatory Affairs, NHPD (pending) 
Due Vu, Director, Marketed Biologics, Biotechnology and Natural Health Products 
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Kim Dayman-Rutkas, Director, HPFBI (pending) 
Diane Allan, Director, OCS, CSTD, HECS (approved, Sept 29. 2010,) 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition of substances to the schedules to 
the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide preliminary 
comments on Health Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its 
active ingredient salvinorin A to the schedules to the Controlled Drugs and Substances Act 
(CDSA), and to identify themselves for inclusion in any future consultation. 

U5 va.. lly 
Salvia divinorum is a species of sage belonging to the mint family. Its leaves arel'chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any ofthe schedules to the 
Controlled Drugs and Substances Act. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain websit romoting the use 
of S. divinorum as a "legal" alternative to street drugs. owever, neither of these substances ha 
been approved as natural health products under the Natural Health Products Regulations. It is 
illegal to sell drugs or natural health products in Canada, unless they have been reviewed and 
authorized for sale by Health Canada. (Health Canada has also noticed an increase in public 
interest and media attention surrounding these substances) 

S. divinorum and salvinorin A are pharmacologically similar to other substances included in 
schedules to the CDSA, such as LSD and psilocybin. Very little is known about the long-term 
effects of the use of S. divinorum and salvinorin A. There is also evidence of abuse of these 
susbtances, particularly by Canadian youth. Health Canada is thus concerned that these 
substances pose a risk to the health and safety of Canadians and is therefore considering 
regulating them as controlled substances. 

Although these substances are not currently included in any of the United Nations Drug Control 
Conventions, a number of countries have chosen to regulate one or both of these substances as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Although some individual American states have implemented laws 
restricting its use, sale and/or distribution, (fiivinorum and salvinorin A are not regulated under 
the federal Controlled Substances Act in the United States. 

Placing these substances within the scope of the CDSA may prohibit any or all of the following 
activities with these substances unless authorized by regulation: possession, trafficking, 
possession for the purpose of trafficking, importation, exportation, possession for the purpose of 
exportation, and production .9ffffitivatiory. 
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As this action is not intended to interfere with the use and availability of S. divinorum andlor 
salvinorin A for a legitimate medical or industrial purpose, Health Canada is seeking information 
from stakeholders on whether there are any legitimate industrial or medical uses for these 
aforementioned substances in Canada. Information received in response to this notice will be 
instrumental in determining appropriate scheduling under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments following prepublication of a proposed regulatory 
amendment in Canada Gazette, Part I. This is expected to take place in 2011. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS_ Polic}:Ul1ld~egulat9rY;.:.t\ifaiis@nc,:sc.gc.c~. 

Date _______ _ 

Cathy Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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DRAFTV.1 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 
S ' J" -, ...... s~w-on"- A "\,,, c.. O'<v,I'o.~",,- • 

Notice to interested parties - Proposal regarding the addition of attbstCnces to the schedules to 
the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide preliminary 
comments on Health Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its 
active ingredient salvinorin A to the schedules to the Controlled Drugs and Substances Act 
(CDSA), and to identify themselves for inclusion in any future consultation. 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are generally 
chewed or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term 
memory loss. The effects, which vary from person to person, are also often described as 
unpleasant. Neither S. divinorum nor salvinorin A are currently included in any of the schedules 
to the CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain web sites are also promoting the use 
of S. divinorum as a "legal" alternative to street drugs. However, neither ofthese substances have 
been approved as natural health products under the Natural Health Products Regulations. It is 
illegal to sell drugs or natural health products in Canada, unless they have been reviewed and 
authorized for sale by Health Canada. Health Canada has also noticed an increase in public 
interest and media attention surrounding these substances. 

S. divinorum and salvinorin A are pharmacologically similar to other substances included in 
schedules to the CDSA, such as LSD and psilocybin. Very little is known about the long-term 
effects of the use of S. divinorum and salvinorin A. There is also evidence of abuse of these 
substances, particularly by Canadian youth. Health Canada is thus concerned that these 
substances pose a risk to the health and safety of Canadians and is therefore considering 
regulating them as controlled substances. 

Although these substances are not currently included in any of the United Nations Drug Control 
Conventions, a number of countries have chosen to regulate one or both of these substances as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divino rum 
and/or salvinorin A. Although some individual American states have implemented laws 
restricting its use, sale and/or distribution, S. divinorum and salvinorin A are not regulated under 
the federal Controlled Substances Act in the United States. 

Placing these substances within the scope of the CDSA may prohibit any or all of the following 
activities with these substances unless authorized by regulation: possession, trafficking, 
possession for the purpose of trafficking, importation, exportation, possession for the purpose of 
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exportation, and production (or cultivation). 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for a legitimate medical or industrial purpose, Health Canada is seeking information 
from stakeholders on whether there are any legitimate industrial or medical uses for these 
aforementioned substances in Canada. Information received in response to this notice will be 
instrumental in determining appropriate scheduling under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments following prepUblication of a proposed regulatory 
amendment in Canada Gazette, Part 1. This is expected to take place in 2011. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA 1B9, by fax at (613) 946-4224 or by email 
at oes _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCE 
,~~~~~~~~~~~~~~ 

Notice to interested parties - Proposal regardi --.J~!;!.;~Qft.~(HJIIl1'.:j.1~~~~...f.J.W!L.:~~~--1 
A to the schedules to the Controlled Drugs and 

This notice provides interested stakeholders w 
comments on Health Canada's proposal to adct--o=~",-,,,,,,,,~c.o;...~~";";;~~;";':;;;""";"';";;;~~----I 
active ingredient salvinorin A to the schedules 
(CDSA), and to identify themselves for inclusi-/------....---....... ....,;.,...-........ ---------------1 

Salvia divinorum is a species of sage belongin' ... 
chewed or smoked to obtain psychotropic effie--F-~~...:!:.~~U!t!!:¥l~~~=r6a~~~~~~-_I 
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memory loss. The effects, which vary from pe-...I ~1fIIJl.~1.IJ1!r.dIj~:=.;~'II4~~~-~-..;......-----_I 

unpleasant. Neither S. divinorum nor salvinor"""""" ........ __ ............................... ~-----"O';"'O------..... ......... ----...-.-__I 
to the CDSA. 
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A. There is also evidence of abuse of these 
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c::a~c..L~~ ~~_.AJO(. -- --~ Il' -z.a...~-fb. ~ded in any of the United Nations Drug Control 
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+ fs {d .be /.' le fb nark, Finland, Germany, Italy, Japan, South 

_~-.0:f: .-~ .. -.-:Y?.t.--__ -~LCP.._~_--_.--L _______ ls on the import and/or sale of S. divinorum 

~\~~C4_~ .. ~.-. ~ __ d;s~s:s __ ? .. ----- .. --:~~:~t:~~~i~~~ni~P~~n:t;~;:t:d under 

-rJ1M.-it.-.r 
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.---S~~~~-.-... . .. ----.---.--

ted States. 
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1 by regulation: possession, trafficking, 
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DRAFTV.1 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition of Salvia divinorum and salvin orin 
A to the schedules to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide preliminary 
comments on Health Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its 
active ingredient salvinorin A to the schedules to the Controlled Drugs and Substances Act 
(CDSA), and to identify themselves for inclusion in any future consultation. 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are generally 
chewed or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term 
memory loss. The effects, which vary from person to person, are also often described as 
unpleasant. Neither S. divinorum nor salvinorin A are currently included in any of the schedules 
to the CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use 
of S. divinorum as a "legal" alternative to street drugs. However, neither of these substances have 
been approved as natural health products under the Natural Health Products Regulations. It is 
illegal to sell drugs or natural health products in Canada, unless they have been reviewed and 
authorized for sale by Health Canada. Health Canada has also noticed an increase in public 
interest and media attention surrounding these substances. 

S. divinorum and salvinorin A are pharmacologically similar to other substances included in 
schedules to the CDSA, such as LSD and psilocybin. Very little is known about the long-term 
effects of the use of S. divinorum and salvinorin A. There is also evidence of abuse of these 
substances, particularly by Canadian youth. Health Canada is thus concerned that these 
substances pose a risk to the health and safety of Canadians and is therefore considering 
regUlating them as controlled substances. 

Although these substances are not currently included in any of the United Nations Drug Control 
Conventions, a number of countries have chosen to regulate one or both of these substances as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Although some individual American states have implemented laws 
restricting its use, sale and/or distribution, S. divinorum and salvinorin A are not regulated under 
the federal Controlled Substances Act in the United States. 

Placing these substances within the scope ofthe CDSA may prohibit any or all of the following 
activities with these substances unless authorized by regulation: possession, trafficking, 
possession for the purpose of trafficking, importation, exportation, possession for the purpose of 
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exportation, and production (or cultivation). 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for a legitimate medical or industrial purpose, Health Canada is seeking information 
from stakeholders on whether there are any legitimate industrial or medical uses for these 
aforementioned substances in Canada. Information received in response to this notice will be 
instrumental in determining appropriate scheduling under the CDSA. 

The publication ofthis notice begins a 30-day comment period. There will be additional 
opportunities to provide comments following prepublication of a proposed regulatory 
amendment in Canada Gazette, Part I. This is expected to take place in291 1.. 

.~~ 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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DRAFTV.1 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Propl. 
A to the schedules to the Controlle<l 

S ~J.eJ.., I...e , I ( ____ --

This notice provides interested stakt __ ---------------- \ ----_ .. - - ---------- \ 
co~m~nts o~ Health ~an~da's prop, r-::o ~ ~[O~--~--.----- \ 
actIve mgredientglvmonn A to the __ ---------- -----Ls "h~~t/~------\ 
(CDSA), and to identify themse1ves:.-:=t 0f'f?~ ~().... ___ ~--- \" _ __ \ 

----- t- ue.6-- \;0 \..Q.\.L-l_~~-- ~ 
Salvia divinorum is a species of sage ~~----.~~ ___ \ 
chewed or smoked to obtain psychotr- _ \ _ ",Au \:,,-~ ___ ---- 1\ 

include hallucinations, dysphoria, out __ ~-------D _______ ------\ 
memory loss. The effects, which vary ;z: 'Sf:::5------:.c---~ I 

unpleasant. NeitherS. divinorumnor~~G-~ ~~ \.-\--~ \ 
to the CDSA. _--~--------~ / I ;, '\ . \ 

--------- t\'\)f'i'- '\~~~-l-~-L--1 
Recently there have been reports sugge ______ --- _I __ f , ~ -B~~\-?-v'~I'.~ 
divinorum for its ability to produce haH _ . ~_~-- \ ~,v' 
of S. divinorum as a "legal" alternative ~---- . _---I -1 A.) 

I'"\\r::;,... -- \ (,,,;0..1' been approved as natural health producll ~ .... y~_------ 1 \1\ () 

illegal to sell drugs or natural health pror------- _____ --- --------------- \ 7 
authorized for sale by Health Canada. H __ ------------ ------ _--4 t/f \ 
interest and media attention surrounding; __ -------.-------- ft'/~ 

....---- . 

S. divillorum and salvinorin A are Phanna~~~~-.-~ -:~ ~~~~.\ 
schedules to the CDSA, such as LSD and:-- ~ ~-'l ScJe ~~ . 
effects gftae tlS~ 0[8. divinorum .mId salVI __ =---~-~------- _--------., 
substances, particularly by Canadian youth __ -----
substances pose a risk to the health and sat . ________ . _________ - .. ----
regulating them as controlled substances. 

Although these substances are not currently mcluded in any of the United Nations Drug Control 
Conventions, a number of countries have chosen to regulate one or both efthese s\lbstaBees as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Although some individual American states have implemented laws 
restricting its use, sale and/or distribution, S. divinorum and salvinorin A are not regulated under 
the federal Controlled Substances Act in the United States. ;~ 

. iw~ 
Placing these substances within the scope of the CDSA ~rohibit any or all of the following 
activities with these substances unless authorized by regulation: possession, trafficking, 
possession for the purpose of trafficking, importation, exportation, possession for the purpose of 
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exportation, and production (or cultivation). 

As this action is not intended to interfere with the use and availabili f S. divinorum and/or 
salvinorin A for a legitimate medical or industrial purpose, Health anada is seeking information 
from stakeholders on whether there are any legitimate industrial or medical uses for these 
aforementioned substances in Canada. Information received in response to this notice will be 
instrumental in determining appropriate scheduling under the CDSA; ~;iif/IIi' 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments following prepublication of a proposed regulatory ~'#f "? 
amendment in Canada Gazette, Part 1. Tl i' I erteEliitQ ttt1 : pI t i"@ft. _ r-edf

'5 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date ______________ __ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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Re: pea request - response DUE 10am on Tues. Nov 23 - citizen 
engagement/consultation Gb 
Angela Doyle to: Stephanie Chandler 2010-11-22 03:06 PM 
Cc: Daniel Galarneau 

Thank you Stephanie, 
Angela 

Stephanie Chandler Hi Angela, As requested, please see below. 

From: 
To: 
Cc: 
Date: 

Stephanie Chandler/HC-SC/GC/CA 
Angela Doyle/HC-SC/GC/CA@HWC 
Daniel Galarneau/HC-SC/GC/CA@HWC 
2010-11-22 02:56 PM 

2010-11-2202:56:02 PM 

Subject: Re: pca request - response DUE 10am on Tues. Nov 23 - citizen engagement/consultation 

Hi Angela, 

As requested, please see below. 

Stephanie 

- Branch/DG: 
HECSB 

- Titlerritre: 
Notice of Intent to Schedule Sa/via divinorum and salvinorin A under the Controlled Drugs and 
Substances Act 

- Purpose and Outcome / Objectif et resultat & HyperlinklHyperlien 
When published in Canada Gazette, the Notice of Intent will inform stakeholders and other interested 
parties of Health Canada's proposal to regulate Sa/via divinorum and salvinorin A as controlled 
substances. It will also allow the public to provide comments on the proposal. These comments will be 
considered when determining the appropriate scheduling of these substances. 

- Timeframe / Echeance 
Estimated time frame for publication in Canada Gazette is Winter 2011 

- Type of Stakeholders / Tyoe d'intervenants 
Potential stakeholders include law enforcement agencies, medical practitioners and naturopathiC 
practitioners, sellers and importers of Sa/via divinorum (to be identified by HPFB and HPFBI), and other 
interested parties within the general public 

- Lead Contact / Contact principal: 
Stephanie Chandler, 613-946-0124 

Angela Doyle Good morning all: We received a request from P ... 2010-11-2211:36:4fAM 
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From: Angela Doyle/HC-SC/GC/CA 
To: Amal Helal/HC-SC/GC/CA@HWC, Daniel Galarneau/HC-SC/GC/CA@HWC, Hong 

Zhang/HC-SC/GC/CA@HWC, Nathan J Isotalo/HC-SC/GC/CA@HWC, Richard J 
RobertlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Tiana 
Branch/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 

Cc: Catherine McNicoIlHC-SC/GC/CA@HWC, Isabel Shanahan/HC-SC/GC/CA@HWC, Salha 
Jumbe/HC-SC/GC/CA@HWC 

Date: 2010-11-22 11 :36 AM 
Subject: PCO request - response DUE 10am on Tues. Nov 23 - citizen engagementlconsultation 

Good morning all: 

We received a request from PCO, for which. I am coordinating the preparation of a response for PRAD. 
Please provide your response to this e-mail by 1 0:00AM Tuesday, November 23. 

Request: For each of your projects that have/will require citizen engagement and/or consultation 
activities from November 4,2010 onward, please complete and e-mail me the following information: 

- Branch/DG (assumed HECSB) 
- TitiefTitre 
- Purpose and Outcome I Objectif et resultat & HyperlinklHyperlien 
- Timeframe I Echeance 
- Type of Stakeholders / Tyoe d'intervenants 
- Lead Contact 1 Contact principal 

Only projects led by HECSB should be included, i.e., if you are involved in a project led by another 
Branch, you should not include the details of that project. 

Also, the PCO definitions of citizen engagement and consultation are enclosed for your reference. 

[attachment "Q-555-instructions.pdf' deleted by Stephanie Chandler/HC-SC/GC/CAj 

Citizen engagement activities include in-person events & values-based dialogues with individual citizens 
early on in policy/program development. 

Citizen consultation activities include online &Ior in-person or targeted emails to individual citizens 
and/or stakeholder groups & organizations. 
- Do NOT include Canada Gazette Part I consultations. 
- Do NOT include advisory bodies-- Someone else is adding this information 

Thank you and please let me know if you have questions and I will try to have them addressed. 

Sincerely, 
Angela 
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DRAFTV.2 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvin orin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide preliminary 
comments on Health Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its 
active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA), and to identify themselves for inclusion in any future consultation. 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are generally 
chewed or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term 
memory loss. The effects, which vary from person to person, are also often described as 
unpleasant. Neither S. divinorum nor salvinorin A are currently included in any of the Schedules 
to the CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use 
of S. divinorum as a "legal" alternative to street drugs. S. divinorum and salvinorin A are 
pharmacologically similar to other substances included in Schedule III to the CDSA, such as 
LSD and psilocybin. Health Canada is thus concerned that S. divinorum and salvinorin A pose a 
risk to the health and safety of Canadians and is therefore considering regulating them as 
controlled substances. 

~hese substances are not currently included in any of the United Nations Drug Control 
Conventions, a number of countries have chosen to regulate one or both as controlled 
substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South Korea, Spain 
and Sweden have all placed controls on the import and/or sale of S. divinorum and/or salvinorin 
A. Although some individual American states have implemented laws restricting its use, sale 
and/or distribution, S. divinorum and salvinorin A are not regulated under the federal Controlled 
SlIiJS/({IICC'S Act in the United States. 

Placing these substances within Schedule III to the CDSA would prohibit the following activities 
with these substances unless authorized by regulation: possession, trafficking, possession for the 
purpose of trafficking, importation, exportation, possession for the purpose of exportation, and 
production (or cultivation). 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
s:\Ivinorin A for a legitimate medical, scientific or industrial purpose, Health Canada is seeking 
i nlormation from stakeholders on whether there are any/legitimate inoo-strial or medical Hoses for 
these aforementioned substances in Canada. Informati6n received in response to this notice will 
be instrumental in determining appropriate scheduli~ under the CDSA. 
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The publication of this notice begins a 3D-day comment period. There will be additional 
opportllnitie~ to provide comments following prepublication of a-p,roposed,fegyttOry 
am€llldm~mt-tn Canada Gazette, Part I. ~ 5 ch2 v..l \ /i1? 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS_Policy_and_Regulatory_Affairs@hc-sc.gc.ca. 

Date ______________ __ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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Re: salvia/naturopathic practitioners - question Gl 
Angela Doyle to: Stephanie Chandler 

Denis Arsenault, Daniel Galarneau 
2010-11-23 12:59 PM 

Thanks and I will assume we can leave it in unless I hear differently from Daniel or Denis. 

Stephanie Chandler Hi Angela, While we have yet to develop the a ... 2010-11-2312:56:21 PM 

From: Stephanie Chandler/HC-SC/GC/CA 
To: Angela Doyle/HC-SC/GC/CA@HWC 
Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, Daniel Galarneau/HC-SC/GC/CA@HWC 

2010-11-2312:56 PM 
Re: salvia/naturopathic practitioners - question 

f lj /\ngela, 

While we have yet to develop the actual list of stakeholders that will be used for the salvia NOI, medical 
practitioners (Le. those working in hospital ERs who may see salvia cases come in, or those who have 
been approached by concerned parents(?)) might be interested in knowing it will be scheduled. I have 
included naturopathic practitioners as salvia was traditionally used as a healing plant in South America 
(Mexico). I realise its highly unlikely that Canadian naturopaths would use this plant, but I was thinking 
along the lines of being too inclusive rather than leaving someone out... (We are also waiting on NHPD to 
pro'/ide their list of stakeholders.) 

If Denis or Daniel have other thoughts, I'm open to excluding these parties or including others who they 
think might be more appropriate? 

Stephanie 

Angela Doyle Stephanie: Can you confirm that medical practit... 

Sutlject: 

Angela Doyle/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-11-2312:29 PM 
salvia/naturopathic practitioners - question 

2010-11-2312:29:01 PM 

Stephanie: Can you confirm that medical practitioners and naturopathic practitioners may be a type of 
stakeholder re: salvia initiative? 

Thanks! 
Ange 
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Issue Analysis Summary DRAFT 

Scheduling Salvia Divinorum under the CDSA 

Regulatory Policy Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate November 26,2010 

CONTENTS 

1. APPROVALS 
2. ISSUE 
3. PURPOSE 
4. CONTEXT 
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6. IDENTIFICATION AND ANALYSIS OF OPTIONS 
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9. CONSULTATIONS 
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1. APPROVALS 

This Issue Analysis Summary is approved. 

Jocelyn Kula, AlDirector 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 

[DD/MM/201O] 

2. ISSUE 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of Salvia 
divinorum (S divinorum) under the Controlled Drugs and Substances Act (CDSA). These 
requests are further to reports from scientific and media sources suggesting that S divinorum is 
being used by youth specifically for its hallucinogenic properties. Health Canada has also noted 
an ongoing media interest regarding the availability of S divinorum in Canada. 
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3. PURPOSE 

To assess S. divinorum against the criteria for the addition of a substance to one ofthe Schedules 
to the CDSA, and detennine whether this substance should be regulated as a controlled substance 
in Canada. 

4. CONTEXT 

S. divinorum is a species of sage which belongs to the mint family, and which is found in the 
fonn of dried leaves, extracts and plant cuttings. Also called "diviner's sage", the plant is known 
to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the psychoactive 
ingredient in S. divinorum is a neoclerodane diterpene which is found primarily in the leaves, and 
to a lesser extent in the stem of the plant. I 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. S. divinorum cuttings are also available from a number 
of garden supply companies. 

S. divinorum is a substance not currently scheduled under the CDSA. It can be imported and sold 
legally in Canada to anyone of any age, anywhere in Canada provided it is not sold as a health 
product or marketed as a hallucinogen. In addition, the S. divinorum sold in Canada is currently 
not subject to any specific quality or safety standards. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required). 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS) in November 2005, which 
recommended that S. divinorum and its active ingredient salvinorin A be regulated as controlled 
substances. This recommendation was maintained when the lAS was updated in November 

J U.S. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals ofConcem: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39( I 0): 1634-9. 
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2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 
Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to a discussion with the Assistant Deputy Minister (ADM) of the Healthy Environments 
and Consumer Safety Branch (HECSB) in April 2007, the (then) Drug Strategy and Controlled 
Substances Directorate (DSCSD) (now the Controlled Substances and Tobacco Directorate, 
CSTD) organized a meeting with MHPD, NHPD and HPFBI to discuss S. divinorum. HPFBI 
was to determine appropriate compliance activities regarding S. divinorum and consult with the 
Canada Border Services Agency (CBSA) regarding the movement of products containing S. 
divinorum into and out of Canada. 

On September 13,2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals of DSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that their 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

3 
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(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divino rum or its extracts have been reviewed and approved by 
Health Canada as of October 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 

4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada. A product licence may be obtained 
pursuant to an application in which the applicant attests to all of the conditions set out in a 
natural health product monograph prepared and published by the Natural Health Products 
Directorate. Alternatively, an applicant may submit a product license application that provides 
evidence of quality, safety and efficacy that is assessed as being sufficient and approved by 
NHPD by the full submission route. The NHPR also require that all manufacturers, packagers, 
labelers, and importers have a site license issued on the basis of sufficient evidence of procedures 
respecting distribution records, product recalls, product handling, storage and delivery, and all 
other aspects of Good Manufacturing Practices as set out in the NHPR. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
m: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must be substances set out in Schedule 1 (a list of included substances) to the NHPR, a 
traditional medicine or a homeopathic medicine, and none of the ingredients can be substances 
set out in Schedule 2, a list of excluded substances which includes any substance listed on 
Schedules I to V of the CDSA. Section 2(2) of the NHPR excludes those substances (except 
homeopathic medicines) whose sale is required to be pursuant to a prescription as per Section 
C.01.043 of the F&DR. 

As per section 93(1)(b)(vi) of the NHPR, every natural health product must be labeled with its 
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authorized recommended use or purpose. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a modification of an organic function. 
Therefore products that contain S. divinorum and are manufactured, sold or represented for use as 
a hallucinogen meet the definition of an NHP. 

As of October 2010, no products containing S. divinorum have been authorized by Health 
Canada. Therefore no NPNs or DIN-HMs have been issued for such products. Therefore sales 
of S. divinorum are illegal under the NHPR if the product is represented for use as a hallucinogen 
or if other health claims are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in control and/or scheduling; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, or industrial uses; 
• Potential for abuse and/or addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of S. Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in Control and/or Scheduling 

At the present time, neither S. divinorum nor salvinorin A are listed under the United Nations 
Drug Control Conventions and therefore do not have to be regulated as controlled substances in 
any of the countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Both S. divinorum and salvinorin A are listed in Schedule 9 of 
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Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the basis of "high 
potential for abuse and risk to public health and safety.,,3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus. 5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11,2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 

3 http://www.tga.gov.auindpsc/recordirr200111.pdf 
4 http://www.cognitiveliberty.org/news/salvia _ australiaJ~tm 
j 

http://eldd.emcdda.europa.euihtm1.cfinlindex5176EN.html?pluginMethod=eldd.shownewsdetails&id=201 12/2006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%2Oand%20khat 
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, 
imprisonment or a fine of up to five million yen. 

Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

It is illegal to possess or sell S. divinorum in Croatia, Latvia, Lithuania, Poland, Romania, South 
Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to possess it. 
In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb and it is 

illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act. Although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern", this has no legal implications. According to the National Institute for 
Drug Abuse, the Drug Enforcement Administration is considering classifying S. divinorum 
and/or salvinorin A as Schedule I drugs. This Schedule includes substances such as LSD and 
marihuana. 

At the state level, some state legislatures have implemented laws restricting the use, sale and/or 
distribution of S. divinorum and/or salvinorin A. As of July 2010, a number of states have placed 
regulatory controls on S. divinorum and/or salvinorin A including Delaware, Georgia, Florida, 
Hawaii, Illinois, Kansas, Kentucky, Maryland, Mississippi, Missouri, Nebraska, North Dakota, 
Ohio, Oklahoma, South Dakota, Wisconsin, Virginia, California, Louisiana, Maine, North 
Carolina, and Tennessee. By way of example, additional details regarding the regulation of S. 
divinorum in these last five s~ates are provided below. 

California 

As of January 1,2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by Imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a m&terial, compound, mixture, or preparation intended for human 
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consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1,2009, the North Carolina State Legislature brought a new law into force 
which made S. divinorum and salvinorin A illegal. The only legal S. divinorum activities 
are the growing for aesthetic, landscaping, or decorative purposes or university-affiliated 
medical or pharmacological research. 

Tennessee 

On July 1,2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the halluciI).ogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and it) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances Listed in the Schedules to the 
CDSA 

The psychoactive ingredient in S. divinorum is the neoclerodane diterpene salvinorin A.6 As a 
diterpene, salvinorin A is part of a family of substances that contain terpenoids. Another plant 
which contains psychotropic terpenoids is Artemisia absinthium (wormwood). 7 Salvinorin A is a 
hallucinogen with a distinct structure and it does not interact with the serotonin type-2A receptor 
or any other molecular target of classical hallucinogens.8 Instead, the available research suggests 
that the psychotropic effects of salyinorin A are mediated by its agonistic actions at the K-opioid 

6 Prisinzano TE. Psychopharmacology \)f the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
7 Wolowich WR, Perkins AM, Cienk JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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(KOR) receptor.9 Its mechanism of action is therefore unique. 10 

The psychoactive effects of S. divinorum vary in onset and duration and include perceptual 
distortions such as the sensation of becoming an object, having visions of various two
dimensional surfaces, films and membranes, revisiting places of the past (particularly childhood), 
perceived loss of the body and/or identity, various sensations of motion (being pulled or twisted 
by a force of some kind), uncontrollable hysterical laughter, and overlapping realities 
(perceptions of being in more than one place ).11 Laughter, happiness, a sense of well-being and 
dissociative effects were deemed the most positive aspects of S. divinorum by users, second only 
to the "trip" that the drug elicits. 12 Depersonalization, speaking gibberish, widening of 
consciousness and subjective illusions of rapid movement, flying or hovering have also been 
reported. 13 

The psychotomimetic effects of S. divinorum closely resemble the schizoid symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only a weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. 15 Its strong dissociative effects are often compared to those of 
ketamine. 16 Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 17 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 

11 ' .. 18 overa expenence are qUite unIque. 

9 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3 ;99(18): 11934-9. 

10 Siebert DI. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
II Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
12 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
13 Biicheler R, Gleiter CH, Schwoerer P, Gaertner L Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(1): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnophannacol. 1994 Jun;43( I ):53-6. 
14 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Phannacopsychiatry. 2005 Jan;38(l):1-5. 
15 Siebert DJ. Salvia divinorum and salvinorin A: new phannacologic findings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
16 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Phannacotherapy. 2006 Sep;26(9): 1268-72. 
17 Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and SUbjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
18 Siebert OJ. Salvia divinorum and salvinorin A: new phannacologic findings. J Ethnophannacol. 1994 
1un;43(1):53-6 and Gonzalez 0, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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S. divinorum causes an unusually high degree of sedation, weakness and fatigue, and the 
increased de-realization is not commonly reported for classical psychedelics. 19 The combination 
of these effects seems to correlate with that of other KOR agonists such as pentazocine?O 

The onset and intensity of the effects of S. divino rum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length oftime the material spends in the mouth, with the onset of 
effect generally taking 5-10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside.21 

Routes of administration that avoid the hepatic first-pass effect (Le. inhalation, intravenous, 
intramuscular and sublingual use) provide the quickest and most intense effect.22 Salvinorin A 
can be isolated from the plant to make a powder which can be vaporized and inhaled. The effects 
felt from vaporizing salvinorin A are experienced in about 30 seconds, last for about 5-10 
minutes, and then subside over the next 30 minutes.23 

Smoking the dried leaves or a concentrated extract using a pipe or bong is by far the most 
popular method of administration.24 Dried leaves may also be fortified with a concentrated 
extract of salvinorin A. A concentrated extract can also be used sublingually. Neither S. 
divinorum nor salvinorin A can be injected because the powder is insoluble in water.25 

4.2.3 Legitimate Use of the Substance (Therapeutic, Scientific, Industrial) 

S. divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico?6 For medicinal purposes (gastrointestinal problems, headaches, 

19 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
20 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns ofthe Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
22 Wolowich WR, Perkins AM, Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(l ):53-6. 
24 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
26 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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rheumatism, anemia and swelling of the stomach) an infusion of the leaves or the leaves 
themselves are ingested. 27 However, its main use in Mexico today is believed to be for its 
psychedelic properties in the aid of producing "mystical" or hallucinogenic experiences as part of 
spiritual rituals.28 

Although selective KOR agonists have been shown to produce analgesic effects, adverse effects such 
as psychotomimesis, dysphoria and diuresis have been observed in studies investigating their 
therapeutic use.29 In addition, while it has been speculated that KOR agonists may be useful in 
the treatment of certain psychiatric disorders including Alzheimer's disease, schizophrenia, 
dementia and bipolar disorder, there has been no clinical research to support these hypotheses. 30 

There are presently no recognized medical uses for S. divinorum in Canada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. Most 
websites offering S. divino rum cuttings and seeds for sale appear to do so in the context of 
growing the plant for "recreational" purposes, rather than out of horticultural interest or for its 
esthetic appeal. However, it should be acknowledged that this does not preclude the possibility 
of a person growing this plant for purely decorative purposes. S. divinorum is also marketed as 
incense. However, there is no evidence that S. divinorum has any fragrant properties that would 
legitimize such a use. Therefore it is believed that the marketing of this plant as an incense is a 
means to avoid compliance and enforcement actions by Health Canada. 

4.2.4 Potential for Abuse and/or Addiction Liability 

Salvinorin A is a potent, KOR-selective agonist and in contrast to the euphoria produced by 
MOR agonists such as morphine, KOR agonists are negatively reinforcing and aversive.31 In 
addition, KOR agonists have analgesic properties, but are not associated with respiratory 
depression like MOR agonists.32 Finally, while MOR agonists increase the release of dopamine, 
the activation ofKOR decreases dopamine release in the nucleus accumbens.33 In the case of 

27 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/000023 27/0 IlMunro2006thesis.pdf February 2007. 
28 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
29 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
30 Sheffler OJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Phannacol Sci. 2003 Mar;24(3): 107-109. 
31 Killinger BA, Peet MM. Baker LE. Salvinorin A fails to substitute for the discriminative stimulus effects of LSD 
or ketamine in Sprague-Dawley rats. Phannacology, Biochemistry & Behaviour. 2010 May 96; 260-265. 
32 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lIth Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill. New York. USA, 2006, pp. 547-
590. 
33 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lith Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
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MOR agonists, the increase of dopamine acts as a positive reinforcer. This action motivates the 
user to use the drug again, which could lead to drug abuse and/or addiction. For KOR agonists, 
this is not the case. 

The aversive effects ofKOR agonists suggest that the risk of addiction to S. divinorum is 
negligible. Users have reported the negative effects of S. divinorum as: the short duration of 
action, lack of control over the experience, persisting negative effects (most often anxiety),34 
sweating, chills, increased diuresis, impaired vigilance,35 and negative after-effects including 
tiredness, feeling head heavy, dizziness, physical exhaustion, and some degree of malaise or 
'hangover' as they 'comedown' from the drug.36 Despite these reports, very few controlled 
scientific studies of the physical and psychotropic effects of S. divinorum on humans have been 
carried out and the results have been conflicting. For example, one author states: "Many who 
have used salvinorin A find the experience extremely unnerving, frightening and overly intense 
and most have no desire to repeat the experience. ,,37 However, another study suggested that this 
is not the experience of all recreational users of S. divinorum.38 Over eighty percent of users 
surveyed on a web-based questionnaire about their S. divinorum use said that they would 
probably or definitely use S. divinorum again.39 

In addition, some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.4o Therefore, it is difficult to predict with certainty its potential for addiction and abuse. 
In studies that have been conducted, there is conflicting information around the addiction 
liability of S. divinorum in both animals and humans. Further studies in this area and on the 
KOR mediated decrease of dopamine are also required in order to fully understand the addiction 
potential of this substance. 

While concerns for the potential of abuse were initially considered minimal given that 1 kg of 

34 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
35 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(l):1-5. 
36 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
37 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

38 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, BUcheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38(l): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
39 Baggot MJ, Erowid E, Erowid F and Mendelson lE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
40 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 lan;38(1): 1-5. 
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dried leaves only yield 3 to 6 human doses of salvinorin A for oral consumption, it was then 
discovered that vaporizing and inhaling 200-500 micrograms has profound hallucinogenic 
effects.41 Given that only small doses of this substance are now necessary to achieve the desired 
effects through inhalation, the potential for abuse is much higher. Also, the extraction of 
salvinorin A from the plant is simple, and with care, approximately 1.5 grams of pure salvinorin 
A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. This is enough for 2000 oral 
doses.42 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

In Canada, the prevalence of use of S. divinorum has recently been documented. Questions about 
the use of salvia were included in the 2009 Ontario Student Drug Use and Health Survey, the 
2008-2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use Monitoring 
Survey. * 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18,2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using S. divinorum at least once 
in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% indicated 
they had used cannabis and 5.0% indicated they had used hallucinogens other than LSD 
and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (23%) to report using S. 
divinorum; 

• There is significant grade variation, with S, divinorum use most likely among 11 th graders 
(8.6%) and 12th graders (8.4%); and 

The results of the 2008-2009 Youth Smoking Survey were published on May 31, 2010 and 
indicate that: 

• 4.9% of students stated that they had used salvia in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-l2 had used salvia in 
the last twelve months; and 

ofl Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
1un;43(1):53-6. 
42 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 1 Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
* It should be noted that in some cases it is not clear if responses indicate the use of S. divinorum or salvinorin A 
given the use of the term "salvia" within the survey question. 
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• Males (6.6%) were more likely to have used salvia in the past twelve months compared to 
females (3.2%). 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined salvia for the first 
time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they had 
used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%, 
while 1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% ecstasy 
and 0.7% illicit hallucinogens. In conclusion, 'salvia' appears to be a substance that is tried 
largely by youth with a 7.3% prevalence of lifetime use. 

According to the 2009 Monitoring the Future survey, the annual prevalence of use of S. 
divinorum among 12th graders in the United States is 5.7%. The American Substance Abuse and 
Mental Health Services Administration's 2006 National Survey on Drug Use and Health found 
that, of respondents aged 12 or older, 1.8 million had used S. divinorum at least once in their 
lifetime and 756,000 had used the substance in the past year. Among youth aged 12 to 17, males 
were more likely than females to have used S. divinorum in the past year (0.9% vs. 0.3%). 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, ranging from 9 samples in 2006 to 20 samples in 2009. It is, 
however, difficult to determine how this data reflects the extent of actual abuse of salvinorin A in 
Canada, given that it is not an illegal substance and would likely only be seized accidentally or 
during the seizure of other controlled substances. 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement 
Administration (DEA) databases that collect scientifically verified data on analyzed samples in 
state and local forensic labs as well as samples from DEA labs. While in 2000 no seized samples 
were found to contain S. divinorum or salvinorin A, 70 samples tested positive in 2008. Once 
again, it is difficult to determine how this data can be used to reflect the actual extent of abuse of 
S. divinorum and salvinorin A in the United States as neither substance is listed in the Controlled 
Substances Act. 

The increase in both the number of enquiries to Health Canada from various municipalities and 
members of the public and the amount of media interest regarding the availability of S. 
divino rum in Canada may be an indication that the recreational use of S. divino rum as a 
hallucinogen is on the rise. However, it may also reflect an increased awareness of the 
phenomenon, rather than an increased incidence of use. 

4.2.6 Risk to Personal and Public Health and Safety 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. As this substance is typically smoked, there is no risk 
of infectious disease transmission as is the case when a drug is injected. Users may get up and 
walk around without apparent awareness of their movements, behaviour or surroundings, and 
distinction between self and surroundings is often lost. At doses greater than I mg of salvinorin 
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A, out of body experiences are frequent and loss of consciousness has been reported.43 There is 
little information regarding the social behaviours of persons under the influence of S. divinorum 
products, and what risks their activities such as operating a motorized vehicle may pose to the 
general public. There is also very little data regarding the toxicity, teratogenicity or other long
term effects of S. divinorum use.44 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding physiological and psychotropic effects of S. divinorum use 
have been published in the scientific/medicalliterature. For example, an international case report 
described the perceptions of a 19 year-old man after inhaling S. divinorum smoke. The peak 
psychotropic effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.45 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking S. divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use.46 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period oftime.47 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006), showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (Le. vitamin E, caffeine). 48 

There are also several reports of domestic adverse reactions related to the use of S. divinorum 
that have been received through the Canada Vigilance database. However, this does not reflect 

43 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
44 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 J un;73: 1039- I 046. 

46 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
47 http://www.kvbc.comlGlobal/story.asp?S=4893692 
48 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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true incidence due to under-reporting. 

5. ASSESSMENT OF RISKS AND BENEFITS 

6. IDENTIFICATION AND ANALYSIS OF OPTIONS 
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7. CONSIDERATIONS 
s.21(1)(a) 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. s.21(1)(b) 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop-
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
marketing of the product indicates that it is to be sold for human consumption in order to modify 
an organic function. Unlicensed natural health products are also permitted to be imported 
provided they are for personal use only. 

Non-regulatory options for the control of S. divinorum, such as the development of an 
educational campaign to highlight the risks associated with using this plant, were also 
considered. However, the risks associated with this substance, as well as the confusion 
concerning its enforcement as a natural health product only when it is sold for use with a health 
claim, do not make this option viable. 

S. divino rum meets the criteria for scheduling a substance under the CDSA. While neither the 
plant nor its main active component salvinorin A are scheduled under any of the UN Drug 
Control Conventions, a number of countries and American states have taken steps to control the 
distribution and use of these substances. S. divinorum and salvinorin A are pharmacologically 
similar to other substances included in Schedule III to the CDSA, such as LSD and psilocybin. 
There are also currently no legitimate therapeutic, commercial or industrial uses for S. divinorum. 
While the addiction potential of S. divinorum appears to be low, there isoo1766' -



s.21(1)(b) 

for its abuse as a 'legal' hallucinogen. There is very little information with regards to the long
term effects of S. divino rum use. There is also evidence of use, particularly by Canadian youth 
and potential for individual health risks as well as risks to public health and safety. 

In light of a recommendation to include S. divinorum under Schedule III to the CDSA, it is also 
recommended that the main psychoactive ingredient of this plant, salvinorin A, be scheduled. 
Salvinorin A can easily be extracted from S. divinorum and this substance gives the plant its 
hallucinogenic properties. Therefore the use of salvinorin A poses the same risks as S. divinorum 
and should also be controlled under the CDSA in the same manner as S. divinorum. 

8. RECOMMENDATIONS 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised.that S. divinorum is readily 
available and law enforcement agencies have no legal means to prevent its sale. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented for 
sale as health products that modify organic functions can be refused for import under the NHPR. 

OCS brought S. divinorum to the Controlled Substances Scheduling Working Group (CSS-WG) 
in August 2010 to discuss the possibility of regulatory control of this substance. After assessing 
the available information against the six criteria listed in the Context section of this Issue 
Analysis Summary, the CSS-WG recommended that S. divinorum be included under Schedule III 
to the CDSA. 

10. IMPLEMENTATION AND EVALUATION 
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Media Lines 
Salvia divinorum 

further to ongoing media interest reg~rdingthe availability of Salvi £I_divino rum in Canada.@:n_d
L 
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reports from scientific and media sources suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties" Health C::anad(l~~5_. 
now . that Salvia divinorum should be included in one of the Schedules to the ' 

Key Messages: 
/5 po,-oP""~ ,Y)~ 

• _ Health Canada ~3 aetcu'fliaea4:hat S:clivifloru1!luaf}d _saJyif}(}rifl_A ~be regulatecl_~_ 
controlled substances under the Controlled Drugs and Substances Act (CDSA). This 
decision is based on analysis of the information available about S. divinorum and 
salvinorin A as well as an assessment of the possible options to manage the risks 
associated with the availability of these substances in Canada .• 

• Health Canada will issue a Notice.,toJnt~r~stE?a'!,a!tie~J}'!9Ilstatif}gthatitintends to~dd __ 
S. divinorum and its main active ingredient, salvinorin A, to Schedule III to the CDSA. 
The NOI will provide stakeholders and other interested parties with the opportunity to 
provide comments on the proposal to regulate these substances as controlled substances. 

The inclusion of S. divinorum and salvinorin A in Schedule III to the CDSA will mitigate 
the risks associated with their use and availability. 

Supplementary Messages~ 

Canadians should not use products containing S. divinorum and/or salvinorin A because 
very little is known about these substance~ and,thei_rp()t~ntialeffects()f}the brain and/or _ 
body, and ~heir impact on Plly_sical_ and lTIentalfunctions. 

• Because of their hallucinogenic properties, products containing S. divinorum and/or 
salvinorin A meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), ;. 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing~. divinorum and/or salvinorin A may be subject to 

- --
compliance and enforcement action under the food and Drugs Act .. 
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sale of Salvia divinorum itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, Salvia divinorum . . When S. divinorum and salvinorin A are included in 
Schedule III to the CDSA, it will be illegal to possess, import, export, produce and distribute 
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Q3 - What will Health Canada do if it finds products containing Salvia aivinorum on the 
market? 

A3 - Once S. divinorum and salvinorin A are included in Schedule 1II to the CDSA, law 
enforcement will be able to take appropriate action in response to suspected illegal activities with 
these substances ... 

In the interim, S.divinorumproducts that arenot in compliam::eW'ith the Natural Health .u 

Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q4 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 
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A4 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 

• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and salvinorin A against the 
aforementioned factors and illt@fltfi; to include both substances in Schedule III to the CDSA. 

ilrpv> c) 
, £. ~ " ... _----- -
Q~-:- What is the significance of the adverse reactionrepol'ts that, Health Canada ~~s . 
received with respect to the use of Salvia divinorum? 

A,? - HealthC~nada has receiv~dfour domestic (idverse reactioll reports rel~ted t() the use of , 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

!fpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health (IYH) article on Salvia divinorum to help 
inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
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5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
5.4% of students (grades 7-12) ever used S. divinorum; and 
the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 
in 2009. 

Prepared by: 

Input by: Lisa Mackay IYWPACCB, Suzanne Desjardins HECSB/ODARS, Hanan 
Abramovici HECSB/ODARS, Bruna Brands HECSB/ODARS, Jocelyn Kula, HECSB/OCS, 
Robin Maries HPFBINHPD, Maggie Graham HPFBINHPD, Stephanie Collins HPFBINHPD, 
Mano Murty HPFBIMHPD, Robert Leitch HPFBIMHPD, Shahid Perwaiz HPFB/MHPD, Collin 
Pinto, HPFB/HPFBI 

Approved by: 
Robin Marles, Director, Bureau of Clinical Trials, NHPD (pending) 
Lindsay Blaney, Director, Policy and Regulatory Affairs, NHPD (pending) 
Duc Vu, Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, MHPD (pending) 
Kim Dayman-Rutkas, Director, HPFBI (pending) 
Diane Allan, Director, OCS, CSTD, HECS (approved, Sept 29,2010) .... _ 
Suzanne Desjardins, Director, ODARS, CSTD, HECS approved, Sept 30, 2010). 
Cathy Sabiston, DG, CSTD, HECS (pending) 
Chris Turner, DG, MHPD (pending) 
Nancy Richards, DG, NHPD (pending) 
Diana Dowthwaite, DG, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Jean Tessier, Senior Media Relations, PACCB (pending) 
Warren Braun, Director, Strategic Communications, PACCB (pending) 
Peter Yendall, Director, Public Affairs, P ACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 
Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, PACCB (pending) 
DMO (pending) 
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Re: Clarification IJl 
Courtney Smith to: Tiffany Thornton 
Cc: Denis Arsenault, Stephanie Chandler 

Courtney Smith/HC-SC/GCICA 

Tiffany Thornton/HC-SC/GCICA@HWC 

2010-11-30 03:32 PM 

Denis Arsenault/HC-SC/GC/CA@HWC. Stephanie Chandler/HC-SC/GC/CA@HWC 

Hello Tiffany; 

I believe I said that the approximate number of records was 12 but that the numbers would be of limited 
use due to differences in reporting practices over time. 

With more thorough searching, I have found a total of 26 (23 refused, 3 released) records of imports and 
attempted imports of Salvia in our databases. 

I'm including some background information to be clear on the source and value of the data. These 
records come from two old databases used in BC and Ontario only. Other provinces, to my knowledge, 
were using exel and paper to track this information. These practices have since been replaced by a 
national database in which only refused shipments are tracked. There is no record of a refused shipment 
of Salvia in the national database. This may reflect decreased volume, decreased referral by CBSA, or 
adaptation by importers/sellers to the requirements (Le. labelling as incense). The older ON and BC 
databases show a combined total of 26 records between 2003 and 2009. 

All of this is meant to emphasize that careful wording is needed to avoid inaccuracy. Please feel free to 
give me a call if you have any questions. 

Denis, the list of stakeholders who may be affected by the decision to schedule Salvia is forthcoming. I've 
asked Colin and his alternate on the WG to request this info from our regions. 

Courtney Smith 
Border Integrity Specialist I Specialiste, integrite frontaliere 
Border Integrity Unit I Unite d'integrite frontaliere 
Health Products and Food Branch Inspectorate Iinspectorat de la direction generale des produits de 
sante et des aliments 
Health Canada I Sante Canada 
8206 Graham Spry 
250 Lanark AL2002B 
Ottawa ON K1A OK9 
Tel: 613-946-6863 

Tiffany Thornton Hi Courtney, At the last CSS-WG you indicated t... 

SUlijfKt: 

Hi Courtney, 

Tiffany Thornton/HC-SC/GC/CA 
Courtney Smith/HC-SC/GC/CA@HWC 
2010-11-3008:51 AM 
Clarification 

2010-11-3008:51 :01 AM 

At the last CSS-WG you indicated that you had verified the number of cases related to Salvia was 12 (note 
what I have said below from the ROD). You said this number was probably not useful but is is correct that 
Suzanne said even though the # is small it still should be included in the lAS but with a caveat explaining 
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the reason why? Can you please confirm that this is what you said and the action item was that you would 
fwd the number and caveat to Denis? Please let me know as there is some confusion in the draft ROD 
over what was said. 

Thanks very much, 
Tiffany 

Courtney noted that she verified the importation cases at the border related to Salvia. She 
indicated that a total of twelve cases have been highlighted by CBSA. Suzanne indicated 
although limited cases exist they should be included in the lAS however a caveat should be 
inserted to explain the reasonls for the low number. 

~ Courtney to send Denis the number and caveat explanation 
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Issue Analysis Summary DRAFT 

Scheduling Salvia Divinorum under the CDSA 

Regulatory Policy Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate December 6, 2010 
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1. APPROVALS 

This Issue Analysis Summary is approved. 

Jocelyn Kula, AlDirector 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 

[DD/MMI2010] 

2. ISSUE 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of Salvia 
divinorum (s. divinorum) under the Controlled Drugs and Substances Act (CDSA). These 
requests are further to reports from scientific and media sources suggesting that S. divinorum is 
being used by youth specifically for its hallucinogenic properties. Health Canada has also noted 
an ongoing media interest regarding the availability of S. divinorum in Canada. 
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3. PURPOSE 

To assess S. divinorum against the criteria for the addition of a substance to one ofthe Schedules 
to the CDSA, and detennine whether this substance should be regulated as a controlled substance 
in Canada. 

4. CONTEXT 

S. divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extracts and plant cuttings. Also called "diviner's sage", the plant is known 
to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the psychoactive 
ingredient in S. divinorum is a neoc1erodane diterpene which is found primarily in the leaves, and 
to a lesser extent in the stem of the plant. t 

&
. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 

to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults.2 While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. S. divinorum cuttings are also available from a number 
of garden supply companies. 

S. divinorum is a substance not currently scheduled under the CDSA. It can be imported and sold 
legally in Canada to anyone of any age, anywhere in Canada provided it is not sold as a health 
product or marketed as a hallucinogen. In addition, the S. divinorum sold in Canada is currently 
not subject to any specific quality or safety standards. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required). 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS) in November 2005, which 
recommended that S. divinorum and its active ingredient salvinorin A be regulated as controlled 
substances. This recommendation was maintained when the lAS was updated in November 

I u.s. Department ofJustice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia d/salvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals ofpharmacotherapy. 2005 Oct;39(1O): 1634-9. 
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2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 
Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to a discussion with the Assistant Deputy Minister (ADM) of the Healthy Environments 
and Consumer Safety Branch (HECSB) in April 2007, the (then) Drug Strategy and Controlled 
Substances Directorate (DSCSD) (now the Controlled Substances and Tobacco Directorate, 
CSTD) organized a meeting with MHPD, NHPD and HPFBI to discuss S. divinorum. HPFBI 
was to determine appropriate compliance activities regarding S. divinorum and consult with the 
Canada Border Services Agency (CBSA) regarding the movement of products containing S. 
divinorum into and out of Canada. 

On September 13, 2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals ofDSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that their 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, ifthe review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F &DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

3 
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( c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of October 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 

4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada. A product licence may be obtained 
pursuant to an application in which the applicant attests to all of the conditions set out in a 
natural health product monograph prepared and published by the Natural Health Products 
Directorate. Alternatively, an applicant may submit a product license application that provides 
evidence of quality, safety and efficacy that is assessed as being sufficient and approved by 
NHPD by the full submission route. The NHPR also require that all manufacturers, packagers, 
labelers, and importers have a site license issued on the basis of sufficient evidence of procedures 
respecting distribution records, product recalls, product handling, storage and delivery, and all 
other aspects of Good Manufacturing Practices as set out in the NHPR. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
Ill: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifYing those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must be substances set out in Schedule 1 (a list of included substances) to the NHPR, a 
traditional medicine or a homeopathic medicine, and none of the ingredients can be substances 
set out in Schedule 2, a list of excluded substances which includes any substance listed on 
Schedules I to V ofthe CDSA. Section 2(2) of the NHPR excludes those substances (except 
homeopathic medicines) whose sale is required to be pursuant to a prescription as per Section 
C.01.043 of the F&DR. 

As per section 93(1 )(b)(vi) of the NHPR, every natural health product must be labeled with its 
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authorized recommended use or purpose. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a modification of an organic function. 
Therefore IJroducts that contain S. divinorum and are manufactured, sold or represented for use as 
a hallucinogen meet the definition of an NHP. 

As of October 20 I 0, no products containing S. divinorum have been authorized by Health 
Canada. Therefore no NPNs or DIN-HMs have been issued for such products. Therefore sales 
of S. divinorum are illegal under the NHPR if the product is represented for use as a hallucinogen 
or if other health claims are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in control and/or scheduling; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, or industrial uses; 
• Potential for abuse and/or addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of S. Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in Control and/or Scheduling 

At the present time, neither S. divinorum nor salvinorin A are listed under the United Nations 
Drug Control Conventions and therefore do not have to be regulated as controlled substances in 
any ofthe countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Both S. divinorum and salvinorin A are listed in Schedule 9 of 

5 

001779 



Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the basis of "high 
potential for abuse and risk to public health and safety.,,3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus. 5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25,2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11, 2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9, 2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 

3 http://www.tga.gov.auindpsc/record/rr200 lll.pdf 
4 http://www.cognitiveliberty.orglnews/salvia_australia.htrn 
5 

http:// eldd. emcdda. europa. eulhtml. cfrnlindex51 7 6EN .html ?pluginMethod=eldd. shownewsdetails&id=20/ 1212 006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%2Oand%20khat 
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imprisonment or a fine of up to five million yen. 

Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

It is illegal to possess or sell S. divinorum in Croatia, Latvia, Lithuania, Poland, Romania, South 
Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to possess it. 
In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb and it is 

illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act. Although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern", this has no legal implications. According to the National Institute for 
Drug Abuse, the Drug Enforcement Administration is considering classifying S. divinorum 
and/or salvinorin A as Schedule I drugs. This Schedule includes substances such as LSD and 
marihuana. 

At the state level, some state legislatures have implemented laws restricting the use, sale and/or 
distribution of S. divinorum and/or salvinorin A. As of July 2010, a number of states have placed 
regulatory controls on S. divinorum and/or salvinorin A including Delaware, Georgia, Florida, 
Hawaii, Illinois, Kansas, Kentucky, Maryland, Mississippi, Missouri, Nebraska, North Dakota, 
Ohio, Oklahoma, South Dakota, Wisconsin, Virginia, California, Louisiana, Maine, North 
Carolina, and Tennessee. By way of example, additional details regarding the regulation of S. 
divinorum in these last five states are provided below. 

California 

As of January 1, 2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
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consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1,2009, the North Carolina State Legislature brought a new law into force 
which made S. divinorum and salvinorin A illegal. The only legal S. divinorum activities 
are the growing for aesthetic, landscaping, or decorative purposes or university-affiliated 
medical or pharmacological research. 

Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and if) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances Listed in the Schedules to the 
CDSA 

The psychoactive ingredient in S. divinorum is the neoclerodane diterpene salvinorin A.6 As a 
diterpene, salvinorin A is part of a family of substances that contain terpenoids. Another plant 
which contains psychotropic terpenoids is Artemisia absinthium (wormwood).7 Salvinorin A is a 
hallucinogen with a distinct structure and it does not interact with the serotonin type-2A receptor 
or any other molecular target of classical hallucinogens. 8 Instead, the available research suggests 
that the psychotropic effects of salvinorin A are mediated by its agonistic actions at the K-opioid 

6 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
7 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divino rum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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(KOR) receptor.9 Its mechanism of action is therefore unique. 10 

The psychoactive effects of S. divinorum vary in onset and duration and include perceptual 
distortions such as the sensation of becoming an object, having visions of various two
dimensional surfaces, films and membranes, revisiting places ofthe past (particularly childhood), 
perceived loss of the body and/or identity, various sensations of motion (being pulled or twisted 
by a force of some kind), uncontrollable hysterical laughter, and overlapping realities 
(perceptions of being in more than one place).ll Laughter, happiness, a sense of well-being and 
dissociative effects were deemed the most positive aspects of S. divinorum by users, second only 
to the "trip" that the drug elicits. 12 Depersonalization, speaking gibberish, widening of 
consciousness and subjective illusions of rapid movement, flying or hovering have also been 
reported. 13 

The psychotomimetic effects of S. divinorum closely resemble the schizoid symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only a weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. IS Its strong dissociative effects are often compared to those of 
ketamine. 16 Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 17 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 

11 ' .. 18 overa expenence are qUIte umque. 

9 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3;99(18):11934-9. 

10 Siebert DI. Salvia divinorum and salvinorin A: new pharmacologic fmdings. I Etlmopharmacol. 1994 
Iun;43( 1 ):53-6. 
II Siebert DI. Salvia divinorum and salvinorin A: new pharmacologic findings. I Etlmopharmacol. 1994 
Iun;43(I):53-6. 
12 Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
13 Biicheler R, Gleiter CH, Schwoerer P, Gaertner 1. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharrnacopsychiatry. 2005 Ian;38(1): 1-5 and Siebert DI. Salvia divinorum and salvinorin A: new pharmacologic 
findings. I Ethnopharmacol. 1994 Iun;43(I):53-6. 
14 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Ian;38(l):1-5. 
15 Siebert DI. Salvia divinorum and salvinorin A: new pharmacologic findings. I Ethnopharmacol. 1994 
Iun;43(l):53-6. 
16 W olowich WR, Perkins AM, Cienki n. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
17 Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
18 Siebert DI. Salvia divinorum and salvinorin A: new pharmacologic findings. I Ethnopharmacol. 1994 
Iun;43(1):53-6 and Gonzalez D, Riba I, Bouso IC, Gomez-Iarabo G, Barbanoj MI. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62. 
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S. divinorum causes an unusually high degree of sedation, weakness and fatigue, and the 
increased de-realization is not commonly reported for classical psychedelics. 19 The combination 
of these effects seems to correlate with that of other KOR agonists such as pentazocine.20 

The onset and intensity of the effects of S. divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length of time the material spends in the mouth, with the onset of 
effect generally taking 5-10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside.21 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) provide the quickest and most intense effect.22 Salvinorin A 
can be isolated from the plant to make a powder which can be vaporized and inhaled. The effects 
felt from vaporizing salvinorin A are experienced in about 30 seconds, last for about 5-10 
minutes, and then subside over the next 30 minutes?3 

Smoking the dried leaves or a concentrated extract using a pipe or bong is by far the most 
popular method of administration.24 Dried leaves may also be fortified with a concentrated 
extract of salvinorin A. A concentrated extract can also be used sub lingually. Neither S. 
divinorum nor salvinorin A can be injected because the powder is insoluble in water.25 

4.2.3 Legitimate Use ofthe Substance (Therapeutic, Scientific, Industrial) 

S. divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico.26 For medicinal purposes (gastrointestinal problems, headaches, 

19 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
20 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1 ;55(1-2):117-25. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
lun;43(1 ):53-6. 
22 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
lun;43( 1 ):53-6. 
24 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157 -62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
26 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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rheumatism, anemia and swelling of the stomach) an infusion of the leaves or the leaves 
themselves are ingested. 27 However, its main use in Mexico today is believed to be for its 
psychedelic properties in the aid of producing "mystical" or hallucinogenic experiences as part of 
spiritual rituals.28 

Although selective KOR agonists have been shown to produce analgesic effects, adverse effects such 
as psychotomimesis, dysphoria and diuresis have been observed in studies investigating their 
therapeutic use.29 In addition, while it has been speculated that KOR agonists maybe useful in 
the treatment of certain psychiatric disorders including Alzheimer's disease, schizophrenia, 
dementia and bipolar disorder, there has been no clinical research to support these hypotheses. 30 

There are presently no recognized medical uses for S. divinorum in Canada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. Most 
web sites offering S. divinorum cuttings and seeds for sale appear to do so in the context of 
growing the plant for "recreational" purposes, rather than out of horticultural interest or for its 
esthetic appeal. However, it should be acknowledged that this does not preclude the possibility 
of a person growing this plant for purely decorative purposes. S. divinorum is also marketed as 
incense. However, there is no evidence that S. divinorum has any fragrant properties that would 
legitimize such a use. Therefore it is believed that the marketing of this plant as an incense is a 
means to avoid compliance and enforcement actions by Health Canada. 

4.2.4 Potential for Abuse and/or Addiction Liability 

Salvinorin A is a potent, KOR-selective agonist and in contrast to the euphoria produced by 
MOR agonists such as morphine, KOR agonists are negatively reinforcing and aversive.3

! In 
addition, KOR agonists have analgesic properties, but are not associated with respiratory 
depression like MOR agonists.32 Finally, while MOR agonists increase the release of dopamine, 
the activation ofKOR decreases dopamine release in the nucleus accumbens. 33 In the case of 

27 Mumo, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv . unimelb.edu.aularchive/000023 27/0 lIMum02006thesis.pdf February 2007. 
28 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
29 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
30 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3): 107-109. 
31 Killinger BA, Peet MM, Baker LE. Salvinorin A fails to substitute for the discriminative stimulus effects of LSD 
or ketamine in Sprague-Dawley rats. Pharmacology, Biochemistry & Behaviour. 2010 May 96; 260-265. 
32 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
33 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11 th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
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MOR agonists, the increase of dopamine acts as a positive reinforcer. This action motivates the 
user to use the drug again, which could lead to drug abuse and/or addiction. For KOR agonists, 
this is not the case. 

The aversive effects ofKOR agonists suggest that the risk of addiction to S. divinorum is 
negligible. Users have reported the negative effects of S. divinorum as: the short duration of 
action, lack of control over the experience, persisting negative effects (most often anxiety),34 
sweating, chills, increased diuresis, impaired vigilance/5 and negative after-effects including 
tiredness, feeling head heavy, dizziness, physical exhaustion, and some degree of malaise or 
'hangover' as they 'comedown' from the drug.36 Despite these reports, very few controlled 
scientific studies of the physical and psychotropic effects of S. divinorum on humans have been 
carried out and the results have been conflicting. For example, one author states: "Many who 
have used salvinorin A find the experience extremely unnerving, frightening and overly intense 
and most have no desire to repeat the experience. ,,37 However, another study suggested that this 
is not the experience of all recreational users of S. divinorum. 38 Over eighty percent of users 
surveyed on a web-based questionnaire about their S. divinorum use said that they would 
probably or definitely use S. divinorum again.39 

In addition, some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.4o Therefore, it is difficult to predict with certainty its potential for addiction and abuse. 
In studies that have been conducted, there is conflicting information around the addiction 
liability of S. divinorum in both animals and humans. Further studies in this area and on the 
KOR mediated decrease of dopamine are also required in order to fully understand the addiction 
potential of this substance. 

While concerns for the potential of abuse were initially considered minimal given that 1 kg of 

34 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
35 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
36 Gonzalez D, Riba J, Bouso JC, Gomez-Iarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
37 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

38 Gonzalez D, Riba I, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62, Biicheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner'S Sage). Pharmacopsychiatry. 2005 
Jan;38(1): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Iul-Sep;26(3):277-83. 
39 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
~o Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(l):1-5. 
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dried leaves only yield 3 to 6 human doses of salvinorin A for oral consumption, it was then 
discovered that vaporizing and inhaling 200-500 micrograms has profound hallucinogenic 
effects.41

, Given that only small doses of this substance are now necessary to achieve the desired 
effects through inhalation, the potential for abuse is much higher. Also, the extraction of 
salvinorin A from the plant is simple, and with care, approximately 1.5 grams of pure salvinorin 
A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. This is enough for 2000 oral 
doses. 42 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

In Canada, the prevalence of use of S. divinorum has recently been documented. Questions about 
the use of salvia were included in the 2009 Ontario Student Drug Use and Health Survey, the 
2008-2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use Monitoring 
Survey. * 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18,2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using S. divinorum at least once 
in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% indicated 
they had used cannabis and 5.0% indicated they had used hallucinogens other than LSD 
and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using S. 
divinorum; 

• There is significant grade variation, with S, divinorum use most likely among 11 th graders 
(8.6%) and lih graders (8.4%); and 

The results ofthe 2008-2009 Youth Smoking Survey were published on May 31,2010 and 
indicate that: 

• 4.9% of students stated that they had used salvia in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used salvia in 
the last twelve months; and 

41 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnophannacol. 1994 
lun;43( 1 ):53-6. 
42 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 1 Psychoactive 
Drugs. 1994 lul-Sep;26(3):277-83. 
* It should be noted that in some cases it is not clear if responses indicate the use of S divinorum or salvinorin A 
given the use of the term "salvia" within the survey question. 
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• Males (6.6%) were more likely to have used salvia in the past twelve months compared to 
females (3.2%). 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined salvia for the first 
time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they had 
used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%, 
while 1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% ecstasy 
and 0.7% illicit hallucinogens. In conclusion, 'salvia' appears to be a substance that is tried 
largely by youth with a 7.3% prevalence of lifetime use. 

According to the 2009 Monitoring the Future survey, the annual prevalence of use of S. 
divinorum among 12th graders in the United States is 5.7%. The American Substance Abuse and 
Mental Health Services Administration's 2006 National Survey on Drug Use and Health found 
that, of respondents aged 12 or older, 1.8 million had used S. divinorum at least once in their 
lifetime and 756,000 had used the substance in the past year. Among youth aged 12 to 17, males 
were more likely than females to have used S. divinorum in the past year (0.9% vs. 0.3%). 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, ranging from 9 samples in 2006 to 20 samples in 2009. It is, 
however, difficult to determine how this data reflects the extent of actual abuse of salvinorin A in 
Canada, given that it is not an illegal substance and would likely only be seized accidentally or 
during the seizure of other controlled substances. 

Between 2003 and 2009, the Border Integrity Unit ofthe Health Products and Food Branch 
Inspectorate (HPFBI) reported that a total of 26 (23 refused, 3 released) records of imports and 
attempted imports of Salvia divinorum products in their databases. These records represent 
British Columbia and Ontario only. Data for other provinces is not available. However, the 
practice of recording imports has since been replaced by a national database in which only 
refused shipments are tracked. As of November 2010, there is no record ofa refused shipment of 
Salvia divinorum in the national database. This may reflect decreased volume of incoming 
shipments, decreased referral of such shipments by Canada Border Services Agency (CBSA), or 
adaptation by importers/sellers to import requirements (e.g. labelling as incense). 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement 
Administration (DEA) databases that collect scientifically verified data on analyzed samples in 
state and local forensic labs as well as samples from DEA labs. While in 2000 no seized samples 
were found to contain S. divinorum or salvinorin A, 70 samples tested positive in 2008. Once 
again, it is difficult to determine how this data can be used to reflect the actual extent of abuse of 
S. divinorum and salvinorin A in the United States as neither substance is listed in the Controlled 
Substances Act. 

The increase in both the number of enquiries to Health Canada from various municipalities and 
members of the public and the amount of media interest regarding the availability of S. 
divinorum in Canada may be an indication that the recreational use of S. divinorum as a 
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hallucinogen is on the rise. However, it may also reflect an increased awareness of the 
phenomenon, rather than an increased incidence of use. 

4.2.6 Risk to Personal and Public Health and Safety 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. As this substance is typically smoked, there is no risk 
of infectious disease transmission as is the case when a drug is injected. Users may get up and 
walk around without apparent awareness oftheir movements, behaviour or surroundings, and 
distinction between self and surroundings is often lost. At doses greater than 1 mg of salvinorin 
A, out of body experiences are frequent and loss of consciousness has been reported.43 There is 
little information regarding the social behaviours of persons under the influence of S. divinorum 
products, and what risks their activities such as operating a motorized vehicle may pose to the 
general pUblic. There is also very little data regarding the toxicity, teratogenicity or other long
tenn effects of S. divinorum use.44 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding physiological and psychotropic effects of S. divinorum use 
have been published in the scientific/medicalliterature. For example, an international case report 
described the perceptions of a 19 year-old man after inhaling S. divinorum smoke. The peak 
psychotropic effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.45 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking S. divinorum over an 
unknown period oftime. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-tenn effect of S. divinorum use.46 However, given that this is the only case 
report in which dej a vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period oftime.47 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

43 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
lun;43( 1 ):53-6. 
44 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 lun;73:l039-1046. 

46 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
47 http://www.kvbc.comlGloballstory.asp?S=4893692 
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s.21(1)(a) 
s.21(1)(b) 

Like many drugs of abuse, users are often unaware ofthe potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006), showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 48 

There are also several reports of domestic adverse reactions related to the use of S. divinorum 
that have been received through the Canada Vigilance database. However, this does not reflect 
true incidence due to under-reporting. 

5. ASSESSMENT OF RISKS AND BENEFITS 

6. IDENTIFICATION AND ANALYSIS OF OPTIONS 

48 Wolowich WR, Perkins AM, Cienki n. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
marketing of the product indicates that it is to be sold for human consumption in order to modify 
an organic function. Unlicensed natural health products are also permitted to be imported 
provided they are for personal use only. 

Non-regulatory options for the control of S. divinorum, such as the development of an 
educational campaign to highlight the risks associated with using this plant, were also 

001791 



considered. However, the risks associated with this substance, as well as the confusion 
concerning its enforcement as a natural health product only when it is sold for use with a health 
claim, do not make this option viable. 

S. divinorum meets the criteria for scheduling a substance under the CDSA. While neither the 
plant nor its main active component salvinorin A are scheduled under any of the UN Drug 
Control Conventions, a number of countries and American states have taken steps to control the 
distribution and use of these substances. S. divinorum and salvinorin A are pharmacologically 
similar to other substances included in Schedule III to the CDSA, such as LSD and psilocybin. 
There are also currently no legitimate therapeutic, commercial or industrial uses for S. divinorum. 
While the addiction potential of S. divinorum appears to be low, there is a significant potential 

for its abuse as a 'legal' hallucinogen. There is very little information with regards to the long
term effects of S. divino rum use. There is also evidence of use, particularly by Canadian youth 
and potential for individual health risks as well as risks to public health and safety. 

In light of a recommendation to include S. divinorum under Schedule III to the CDSA, it is also 
recommended that the main psychoactive ingredient of this plant, salvinorin A, be scheduled. 
Salvinorin A can easily be extracted from S. divinorum and this substance gives the plant its 
hallucinogenic properties. Therefore the use of salvinorin A poses the same risks as S. divinorum 
and should also be controlled under the CDSA in the same manner as S. divinorum. 

8. RECOMMENDATIONS 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that S. divinorum is readily 
available and law enforcement agencies have no legal means to prevent its sale. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented for 
sale as health products that modify organic functions can be refused for import under the NHPR. 

OCS brought S. divinorum to the Controlled Substances Scheduling Working Group (CSS-WG) 
in August 2010 to discuss the possibility of regulatory control of this substance. After assessing 
the available information against the six criteria listed in the Context section of this Issue 
Analysis Summary, the CSS-WG recommended that S. divinorumhe included under Schedule III 
to the CDSA. 
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Hi Jocelyn, 

Salvia MLs and NOI - REVISED 
Denis Arsenault to: Jocelyn Kula 
C(: CSTD-OCS-DO, Stephanie Chandler 

Below for your review and approval are revised versions of the salvia MLs and NOI. 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances contr61ees, 
Health Canada / Sante Canada 
Tel/Tel: (613) 957-6828 
Fax / Telecopieur : (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis Arsenault/HC-SC/GCICA on 2010-12-0609:39 AM -----

FronT Stephanie Chandler/HC-SC/GCICA 
'\i, Denis ArsenaultlHC-SC/GCICA@HWC 

2010-12-0609:33 AM 
Salvia MLs and NOI 

Hi Denis, 

Here are the revised Salvia MLs and NOI. 

~ 
Salvia Media Lines_Dec 6.doc DRAFT Salvia NOI_Dec 6.wpd 

Stepllanie 
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DRAFT 11, . 
J'!ovemb.er 2~,.2010 

Issue 

Media Lines 
Salvia divinorum 

lurther to ongoing media interest reg~dingthe availability of Salvia d!vinorum in Canada-Al1.d.c 
reports from scientific and media sources suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties~.Health.<=.anlld:l isno\\, 
proposing that Salvia divinorum should be included in one ofthe Schedules to the Controlled' 
Drugs and Substances Act (CDSA). 

Key Messages: 

• H_~~~~h ~_a~~d~ _ ~~_ R~~P5?sing~ th~~_~: _cj~~!,nf!~~'!!_ ~~~_ s_~!~!~<?_~i_l!_ ~ _ b_~ _ ~~RtJI~ted_ ~~ _ ~_<?~!~911~_~ 
substances under the Controlled Drugs and Substances Act (CDSA). This decision is 
based on analysis of the information available about S. divinorum and salvinorin A as 
well as an assessment of the possible options to manage the risks associated with the 
availability of these substances in Canada .• 

• Health Canada will issue a Notice.,to Jntere.ste(LPartie~.fr·.J()I) sta!!l1gthat i~i.nt~n~s to <idd 
S. divinorum and its main active ingredient, salvinorin A, to Schedule III to the CDSA. 
fhe Nor will provide stakeholders and other interested parties with the opportunity to 
provide comments on the proposal to regulate these substances as controlled substances. 

The inclusion of S. divinorum and salvinorin A in Schedule III to the CDSA will mitigate 
the risks associated with their use and availability. 

Supplementary Messages:j 

Canadians should not use products containing S. divinorum and/or salvinorin A because 
very little is known about these substance~ andJheir potential effects on the brain and/or 
body, and Jheir impact on physical and mental functions.

d

•

d 

• d. dd .d d 

..... _--- --_.---- -. -- - - --- --- --

• Because of their hallucinogenic properties, products containing S. divinorum and/or 
salvinorin A meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

• [t is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DfN-HM) or an Exemption Number (EN). The 
illegal sale of products containing§,. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action under the food and Drugs Act ... 
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I . .1'f~ither SaJviaAivin()ru11l n()r sal\,ino~in_ A are list~~ url~erthfllJtlitedJ~-atioIls prug _ _ _ _
Control Conventions and thus, do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions .. 

The move to include S. divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken bY.s_eve~al.countries(Au~trali~IJ(!lgium,Dentl1arl<, Finl~d, 
Germany, Italy, Japan, South Korea, Spain and Sweden) who have also placed controls 
on the import and/or sale of Salvia divinorum and/or salvinorin A. It is also consistent 
with the fact that some individuallJ ~S. states ha,ve i11lpl~11lentedlaw~ re~trictirlg)h_ei~_ us~~_ 
sale and/or distribution.", 

Questions and Answers: 

Ql - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

Al - Health Canada intends to include S. divinorum and salvinorin A under Schedule III to the 
CDSA. In the interim,,fls .5':divil1orum tneetsthfldefiniti()n()f a.~a.ru.r~~ tI:t?a.!~~ __ ~t:<?~~~~JI~~J;>L __ , 
under the Natural Health Product Regulations, it is illegal to manufacture, sell or provide " 
products containing S. divinorum and/or salvinorin A without their being authorized by Health 
Canada prior to sale. 
I. __ " _ ~ _ . ___ _ 

Q2 - How can Health Canada regulate a product containing Salvia divinorum, but not the 
sale of Salvia divinorum itself? 

A2 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, Salvia divinorum. When S. divinorum and salvinorin A are included in 
Schedule 1II to the CDSA, it will be illegal to possess, imp011, export, produce and distribute 
these substance in any torm unless authorized by regulation. 

Q3 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A3 - Once S. divinorum and salvinorin A are included in Schedule III to the CDSA, law 
enforcement will be able to take appropriate action in response to suspected illegal activities with 
these substances"_

H 
__ HH_ 

In the interim, S",divinorum products that are not in compliance with the Natural Health 
Products Regulations may be subject tocompliarlce and enforcement action by Heaiihcanada. -
Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q4 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 
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A4 - Health Canada considers several factors in detennining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
Chemical and phannacological similarity to other substances already regulated under the 
CDSA; 

• Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and int~rnationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and salvinorin A against the 
aforementioned factors and proposes to include both substances in Schedule !II to the CDSA. 

• 
Q§,- What is the significanf!e ()f th~adverse rea.ctionreportsJhait lIealth CllnadaillaS . 
received with respect to the use of Salvia divinorum? 

A~ - Health Canada has received four d()mestic adverse reaction reports related t() the use of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

If pressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health (IYH) article on Salvia divinorum to help 
inform the general public about the risks associated with the use of this substance. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-tenn memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
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• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 

the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
5.4% of students (grades 7-12) ever used S. divinorum; and 
the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 
in 2009. 

Prepared by: 

Input by: Lisa Mackay IYHlPACCB, Suzanne Desjardins HECSB/ODARS, Hanan 
Abramovici HECSB/ODARS, Bruna Brands HECSB/ODARS, Jocelyn Kula, HECSB/OCS, 
Robin MarIes HPFBINHPD, Maggie Graham HPFBINHPD, Stephanie Collins HPFBINHPD, 
Mano Murty HPFBIMHPD, Robert Leitch HPFB/MHPD, Shahid Perwaiz HPFBIMHPD, Collin 
Pinto, HPFB/HPFBI 

Approved by: 
Robin Maries, Director, Bureau of Clinical Trials, NHPD (pending) 
Lindsay Blaney, Director, Policy and Regulatory Affairs, NHPD (pending) 
Duc Vu, Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, MHPD (pending) 
Kim Dayman-Rutkas, Director, HPFBI (pending) 
Diane Allan, Director, OCS, CSTD, HECS (approved, Sept 29, 201Q)Hdd _d_ 
Suzanne Desjardins, Director, ODARS, CSTD, HECS approved, Sept 30, 20 I 0) __ 
Cathy Sabiston, DG"CSTD, HECS (pending) 
Chris Turner, DG, MHPD (pending) 
Nancy Richards, DG, NHPD (pending) 
Diana Dowthwaite, DG, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Jean Tessier, Senior Media Relations, PACCB (pending) 
Warren Braun, Director, Strategic Communications, PACCB (pending) 
Peter Yendall, Director, Public Affairs, PACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 
Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, PACCB (pending) 
DMO (pending) 
MO (pending) 
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DRAFTV.3 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide preliminary 
comments on Health Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its 
,Iclive ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA), and to identify themselves for inclusion in any future consultation. 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are generally 
chewed or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term 
memory loss. The effects, which vary from person to person, are also often described as 
unpleasant. Neither S. divinorum nor salvinorin A are currently included in any ofthe Schedules 
to the CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use 
of S. divinorum as a "legal" alternative to street drugs. S. divinorum and salvinorin A are 
pharmacologically similar to other substances included in Schedule III to the CDSA, such as 
LSD and psilocybin. Health Canada is thus concerned that S. divinorum and salvinorin A pose a 
ri sk to the health and safety of Canadians and is therefore considering regulating them as 
cOlltrolled substances. 

While these substances are not currently included in any of the United Nations Drug Control 
Conventions, a number of countries have chosen to regulate one or both as controlled 
substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South Korea, Spain 
and Sweden have all placed controls on the import and/or sale of S. divinorum and/or salvinorin 
A. Although some individual American states have implemented laws restricting its use, sale 
and/or distribution, S. divinorum and salvinorin A are not regulated under the federal Controlled 
SlIlis/{{lIces Act in the United States. 

Placing these substances within Schedule III to the CDSA would prohibit the following activities 
with these substances unless authorized by regulation: possession, trafficking, possession for the 
purpose of trafficking, importation, exportation, possession for the purpose of exportation, and 
production (or cultivation). 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
s,1i vi l10ri n A for a legitimate medical, scientific or industrial purpose, Health Canada is seeking 
information from stakeholders on whether there are any such legitimate uses for these 
aforementioned substances in Canada. Information received in response to this notice will be 
instrumental in determining appropriate scheduling under the CDSA. 001800 



The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments following prepublication of the scheduling proposal in 
Canada Gazette, Part 1. 

If you are interested in this process or have comments on this proposal, please contact Stephallie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Localor: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS_Policy_and_Regulatory_Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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CSS-WG Meeting: ROD November 16 
Colette Strnad, Collin Pinto, Courtney Smith, 
Denis Arsenault, Evelyn Sao, Hanan 

Tiffany Thornton to: Abramovici, Jocelyn Kula, Robin Maries, 
Suzanne Desjardins, Tanja Kalajdzic, Tiana 
Branch, Bruna Brands 

Stephanie Chandler, Laura Cooney, Isabel Shanahan 

2010-12-0612:57 PM 

F'!8JSe find attached the ROD from November 16. Should you have any revisions/feedback please do not 
hesitate to send them to me for incorporation. The meeting for Wednesday December 15 is still tentative 
at this time - most likely it will be cancelled if there are no emerging issues for discussion . 

. ,.'~: 
.w~ 

CSS-WG November 162010 Meeting ROD3B.doc 

ThZlnk you, 
, i i Z1lly 

---- F(JlwardecJ by Tiffany Thornton/HC-SC/GC/CA on 2010-12-0612:51 PM -----

CSS-WG Meeting 

2010-11-16 Tue 10:30 AM - 12:00 
PM 

123 Slater Street, Rm 629B 

.-------------------------------------......, 

Required: 

Description 

Hi everyone, 

Colette Strnad/HC-SC/GC/CA@HWC, Collin Pinto/HC-SC/GC/CA@HWC, Courtney 
Smith/HC-SC/GC/CA@HWC, Denis ArsenauIUHC-SC/GC/CA@HWC, Evelyn 
Soo/HC-SC/GC/CA@HWC, Hanan AbramovicilHC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Robin Marles/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC, Tanja Kalajdzic/HC-SC/GC/CA@HWC, Tiana 
Branch/HC-SC/GC/CA@HWC 

Isabel Shanahan/HC-SC/GC/CA@HWC, Laura Cooney/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Valence Nebie/HC-SC/GC/CA@HWC 

Please mark your calendars. The Agenda for the next meeting and the Record of 
·:;cussion from October 27 to follow shortly. Please find attached (from Robin) 
~ the most recent versions of the Salvia divinorum HRA and lAS documents 

prepared by MHPD and NHPD and 
• background information on "morning glory" 

Thanks, 
Tiffany 
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Health Risk Assessment of Salvia divinorum as a Health Product 201 0-08-2S.doc 

~ 
Salvia divinorum lAS 2006-11-03.doc 

At the last CSS-WG meeting we reviewed the deck "Scheduling Substances under the Controlled Drugs 
and Substances Act'. On slide 7, I pointed out that "morning glory" was identified as a plant with 
psychoactive properties but that may be a bit misleading because the psychoactive species are not the 
common morning glory that people have in their gardens. I promised I would provide details bye-mail. 

The psychoactive "morning glory" plant, species name Turbina corymbosa (l.) Raf., Convolvulaceae, 
widely published synonym Rivea corymbosa (l.) Hallier f., is better known in the scientific literature by 
its Mexican Nahuatl name of "Ololiuqui". Horticulturally it has the English common names 
"Christmaspops" or "Christmasvine."The seeds were consumed in water traditionally by the Mexican 
Chinatec, Mazatec, Mixtec and Zapotec peoples as a narcotic hallucinogen for purposes of divination by 
traditional healers. Hallucinations occur during the somnambulistic stage of intoxication. 

The psychoactive properties are due to biosynthesis of ergoline alkaloids by fungi of the order 
Clavicipitales (related to ergot) that colonize the adaxial (upper) leaf surface and seeds of certain 
members of the morning glory family, especially Turbina corymbosa and Ipomoea asarifolia . A closely 
related fungus is found on Ipomoea violacea. The fungus-derived ergoline alkaloids: chanoclavine, 
lysergic acid-alpha-hydroxyethlyamide, lysergic acid amide, and ergonovine, accumulate in the leaves 
and seeds of the host plant. The fungi are seed-transmitted to the next generation of plants. 

The common garden morning glory is Ipomoea purpurea (l.) Roth. Additional horticultural species 
include I. pes-caprae, I. pandurata, I. carnea, I. cairica, I. quamoclit, I. tricofor, I. hederifolia, I. nil, I. 
aquatica, Convolvulus tricolor, Argyreia nervosa, and Merremia tuberosa. The wild morning glory or 
bindweed plants that infest our gardens as noxious weeds are Convolvulus arvensis L. (small-flowered) 
and Calystegia sepium (l.) R.Br. (greater bindweed). 

~ 
!~/~: 

Markert et al ergoline alkaloids fungi and Convolvulaceae.pdf 
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Protected B 
Draft 

Record of Discussion (ROD) 
Controlled Substances Scheduling (eSS) Working Group Meeting 

Tuesday November 16th
, 2010, 10:30-12:00am 

123 Slater Street, Rm 629B 

Present: 

• Suzanne Desjardins, Office of 
Research and Surveillance ,(ORS), 
Controlled Substances and Tobacco 
Directorate (CSTD), Healthy 
Environments Consumer Safety 
Branch (HECSB) (Chair) 

• Tiana Branch, OCS, CSTD, HECSB 

• Robin MarIes, Bureau of Clinical 
Trials and Health Sciences, Natural 
Health Products Directorate (NHPD), 
HPFB 

• Denis Arsenault, OCS, CSTD, 
HECSB 

• Hanan Abramovici, ODARS, CSTD, 
HECBS Hanan Abramovici, ODARS, 
CSTD,HECBS 

• Courtney Smith, Emergency 
Preparedness Unit, Compliance, 
Enforcement & Coordination 
Division #2, HPFB 

• Colette Strnad, Office of Science, 
Therapeutic Products Directorate 
(TPD) via phone 

• Evelyn Soo, OCS, CSTD, HECSB 

• Ti ffany Thornton (Secretariat) 
ODARS,CSTD,HECSB 

Regrets: 

• Bruna Brands, ODARS, CSTD, HECSB 

• Colin Pinto, Drug Compliance and 
Investigations Unit, Health Products 
and Food Branch Inspectorate, HPFB 

• Tanja Kalajdzic, Marketed 
Pharmaceuticals & Medical Devices 
Division, Marketed Health Products 
Directorate, Health Products and Food 
Branch (HPFB) 
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1. Welcome & Introductions 
Suzanne welcomed the working group members. 

2. Approval of Agenda Items 
Agenda approved. 

3. Approval of ROD from October 2th
, 2010 

The ROD for Wednesday, October 2ih was approved. 
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Issue 

Media Lines 
Salvia divinorum 

Deleted: Since 2006, Health 
Canada has noted 

Kurthe,rto ()tlgoiIlg ,lTIe~i~ il1t(!r~~t ,~eg~~~~ng, !he, ~v,ail~bil}ty, ()f ~q!vi~ ,cfivJf1o!1!TrI il1~~na~~~t:ld~ 
reports from scientific and media sources suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties"" Health Canada has 
concluded that Salvia divinorum and its main active ingredient salvinorin A'shouicf"'e'inCiuded'----\ 
in one of the Schedules to the Controlled Drugs and Substances Act (CDSA). 

'<,:::{ Deleted: . 

Key Messages: 

• 
T. 

I-Ie~lt~ c:al1~d~ is,W()PC?singthat S. divinorum and salvinorinJ~ .be, r(!gulatecf,flSc,ontrolied 
substances under the Controlled Drugs and Substances Act (CDSA). t:l:if'thct to an 

"itiial£sis ofthc infoIlnatioft a.ail:tble about S. diy;""" rl1II and saivinorin A mid the rtsKS 
associated wjth the ayailability of these substances in Canada, 

Health Canada intends to inform stakeholders of its decision via the publication of a 

Deleted: Health Canada has also 
received a number of enquiries 
from various municipalities and 
members of the public asking why 
Health Canada has not taken steps 
to control the availability of Salvia 
divinorum, particularly given 
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Notice.!9./f1~~!·f:~!.~~,fq!!ie.sJN.QltiIl C(lI1~dCl,Qa~~t!,e,)~~~..r: __ Ih(!.1'_!9.L~J~~,R~()~~~,t? ________ ,/ ,{ Fonnatted: Font: Italic 
stakeholders and other interested parties with the opportunity to provide comments on the 
proposal to regulate these substances as controlled substances. 

• The inclusion of S. divinorum and salvinorin A in the Schedules to the CDSA will 
~ mitigate the risks associated with their ready availability and potential abuse. 

b \; I (ef-t~lementary Messages: 

• 

• 

• 

.-

Canadians should not use products containing S. divinorum and/or salvinorin A because 
very little is known about these substance~ andJh~A~_p_~~~1)JJ_~!_~Xf~~!~_~~_~~_~~~jn._~~.4{~~_ " " 
body, and Jhe~r iIlll'a~~ ,o,n, p~y,*~'-~cf ,lTI.el1~IJl:IIl~tion~:, ___ , ___ m m _ __ __ __ __ _ ,. _ _ __ , _ •• ~ 

Because of their hallucinogenic properties, products containing S. divinorum and/or 
salvinorin A meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing §., cii\lin,o,:u,TrI,aIlcll()r ,s<ilvin()ril1J\ Illay)e,sllbj(!ct to 
compliance and enforcement action under the f'.oo~anciP!1!gsA.ct .. 
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I • J'l_<?ither:!jC!lviH~iv_(n~ru~_n()~_s_~~:vi!l~r:it:t_b:_ar_e_list~<1:_uI!<.l~r_~J1~g~i!~_4_~I:l~i()!ls_~rllg __________ _ 
Control Conventions and thus, do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions.,. 

The move to include S. divinorum and salvinorin A in the Schedules to the CDSA is 
consistent with actions taken by*,~\,er:al_.f_o~I!~i~_s(~_I:l~~8:I_i~! _IJ~lg_i_u!!1! P~!ln:t~!s Xin-'~d)_, 
Germany, Italy, Japan, South Korea, Spain and Sweden) that have also placed controls on \, 
the import and/or sale of Salvia divinorum and/or salvinorin A. It is also consistent with \::\, 
the fact that_s()t.Jl~_j!l~_ivi<.l~l_\!._S._~tl:l~~s_h8:v~_it.JlJ>J~t.JleI!te~_I~"Y~_~es_tr~ctiI!g.th_ei~_lls~~_sa.1e __ , '.::<,~, 
and/or distributio""'- _____________________________________________________________________________________________________ ,\:, \: 

+1 " 

Questions and Answers: \\::::>::, 

01 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A I - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
• International requirements and trends in international control; .. , 

Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and salvinorin A against the 
aforementioned factors and proposes to include both substances in one of the Schedules to the 
CDSA. 
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products containing S. divinorum and/or salvinorin A without their being authorized by Health ~--------

Canada prior to sale. 

---------------------------------- ------------------------------.---------------------------------------------------
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sale of Salvia divinorum itself? 
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packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, . 
such as the plant, Salvia divinorum. When S. divinorum and salvinorin A are included in the 
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Schedules to the CDSA, it will be illegal to possess, import, export, produce and distribute these 
substances in any fonn unless authorized by regulation. 
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market? 
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Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 
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received with respect to the use of Salvia divinorum? 
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Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of :,:, 
reports and the nature of reactions reported are, however, not adequate to fully characterize the :: 
risk of similar reactions among the general population '" 

If pressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health (IYH) article on Salvia divinorum to help 
infonn the general public about the risks associated with the use of this plan~ ___ _ 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-tenn memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves ofthis plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-\ 0) reported having used Salvia divinorum in the past year; 
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• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 

• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
• the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 

0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
5.4% of students (grades 7-12) ever used S. divinorum; and 

• the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 
in 2009. 

Prepared by: 

Input by: Lisa Mackay IYHIPACCB, Suzanne Desjardins HECSB/ODARS, Hanan 
Abramovici HECSB/ODARS, Bruna Brands HECSB/ODARS, Jocelyn Kula, HECSB/OCS, 
Robin Maries HPFBINHPD, Maggie Oraham HPFBINHPD, Stephanie Collins HPFBINHPD, 
Mano Murty HPFB/MHPD, Robert Leitch HPFB/MHPD, Shahid Perwaiz HPFB/MHPD, Collin 
Pinto, HPFBIHPFBI 

Approved by: 
Robin Maries, Director, Bureau of Clinical Trials, NHPD (pending) 
Lindsay Blaney, Director, Policy and Regulatory Affairs, NHPD (pending) 
Due Yu, Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, MHPD (pending) 
Kim Dayman-Rutkas, Director, HPFBI (pending) 
Diane Allan, Director, OCS, CSTD, HECS (approved, Sept 29, 2010.) 
Suzanne Desjardins, Director, ODARS, CSTD, HECS illmroved, Sept 30, 20 I 0) 
Cathy Sabiston, DO, CSTO, HECS (pending) 
Chris Turner, DO, MHPD (pending) 
Nancy Richards, DO, NHPD (pending) 
Diana Dowthwaite, DO, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Jean Tessier, Senior Media Relations, PACCB (pending) 
Warren Braun, Director, Strategic Communications, PACCB (pending) 
Peter Yendall, Director, Public Affairs, P ACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 
Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, PACCB (pending) 
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DRAFTV.4 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition of Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide preliminary 
comments on Health Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its 
active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA), and to identify themselves for inclusion in any future consultation. 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are generally 
chewed or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term 
memory loss. The effects, which vary from person to person, are also often described as 
unpleasant. Neither S. divinorum nor salvin orin A are cUlTently included in any of the Schedules 
to the CD SA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use 
of S. divinorum as a "legal" alternative to street drugs. As S. divinorum and salvinorin A are 
pharmacologically similar to other substances included in Schedule III to the CDSA, such as 
LSD and psilocybin, Health Canada is concerned that their ready availability poses a risk to the 
health and safety of Canadians. 

While these substances are not currently included in any ofthe United Nations Drug Control 
Conventions, a number of countries have chosen to regulate one or both as controlled 
substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South Korea, Spain 
and Sweden have all placed controls on the import and/or sale of S. divinorum and/or salvinorin 
A. Some individual American states have also implemented laws restricting its use, sale and/or 
distribution. 

Placing these substances within Schedule III to the CDSA would prohibit the following 
activities with these substances unless authorized by regulation: possession, trafficking, 
possession for the purpose of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for a legitimate medical, scientific or industrial purpose, Health Canada is seeking 
information from stakeholders on whether there are any such legitimate uses for these 
aforementioned substances in Canada. Information received in response to this notice will be 
instrumental in determining appropriate regulation under the CDSA, as required. 
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... l. _ 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments following prepublication of the scheduling proposal in 
Canada Gazette, Part 1. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS_Policy_and_Regulatory_Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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DRAFTV.4 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide preliminary 
comments on Health Canada's proposal to add the plant Salvia divinorum (8. divinorum) and its 
active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA~entify themselves for inclusion in any future consultation. 

t:1I Sh-o ~:;tZ4. .. 
~'li~1~t:JJ1;;;; is a species of sage belonging to the mint family. Its leaves are generally 
chewed or smoked to obtain psychotropic effects. These effects ate short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term 
memory loss. The effects, which vary from person to person, are also often described as 
unpleasant. Neither S. divinorum nor salvinorin A are currently included in any of the Schedules· 

\. 'r to the CDSA. 

~f' V-", Recently there pave been reports suggesting that Canadian teens and young adults are using8. 
, ,.;/' ~ )/ divinorum for its ability to produce hallucinations. Certain websites are also promoting the use 
o I of S. divinorum as a "legal" alternative to street drugs. As S. divinorum and salvinorin A are 

(. ~JJ LSD and psilocybin, Health Canada is concerned that their ready availability poses a risk to the ~
(" PharmacOlOgica.lly similar to other substances included in Schedule III to the CDSA, such as 

health and safety of Canadian,. ~ 'rJ~ . 

\ Conventions, a number of countries have chosen to regulate one or both as controlled 
? substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South Korea, Spain 

, v- .. }Q" and Sweden have all placed controls on the import and/or sale of S. divinorum and/or salvinorin 
1fT A. Some yu4i1fi~ American states have also implemented laws restricting its use, sale and/or 

distribution. 

Placing these substances within Schedule III to the CDSA would prohibit the following activities 
with these substances unless authorized by regulation: possession, trafficking, possession for the 
purpose of trafficking, importation, exportation, possession for the purpose of exportation, and 
production (or cultivation). 

As this action is not intended to interfere with the use and availability of 8. divinorum and/or 
salvinorin A for a legitimate medical, scientific or industrial purpose, Health Canada is seeking 
information from stakeholders on whether there are any such legitimate uses for these 
aforementioned substances in Canada. Information received in response to this notice will be 
instrumental in determining appropriate regulation under the CD SA. ail J:'@'i'lireQ. 

001814 



The publication of this notice begins a 3D-day comment period. There will be additional 
opportunities to provide comments following prepublication of the scheduling proposal in Canada Gazette, Part I. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA 1B9, by fax at (613) 946-4224 or by email 
at OCS_Policy_and_Regulatory_Affairs@hc_sc.gc.ca 

Date _______ _ 

Cathy A. Sabiston 
Director General 

Controlled Substances and Tobacco Directorate 

001815 



DRAFTV.4 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition a/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide preliminary 
comments on Health Canada's proposal to add the plant Salvia divinorum (8. divinorum) and its 
active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA), and to identify themselves for inclusion in any future consultation. 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are generally 
chewed or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term 
memory loss. The effects, which vary from person to person, are also often described as 
unpleasant. Neither S. divinorum nor salvinorin A are currently included in any of the Schedules 
to the CD SA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain web sites are also promoting the use 
of 8. divinorum as a "legal" alternative to street drugs. As S. divinorum and salvinorin A are 
pharmacologically similar to other substances included in Schedule III to the CDSA, such as 
LSD and psilocybin, Health Canada is concerned that their ready availability poses a risk to the 
health and safety of Canadians. 

While these substances are not currently included in any ofthe United Nations Drug Control 
Conventions, a number of countries have chosen to regulate one or both as controlled 
substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South Korea, Spain 
and Sweden have all placed controls on the import and/or sale of S. divinorum and/or salvinorin 
A. Some individual American states have also implemented laws restricting its use, sale and/or 
distribution. 

Placing these substances within Schedule III to the CDSA would prohibit the following activities 
with these substances unless authorized by regulation: possession, trafficking, possession for the 
purpose of trafficking, importation, exportation, possession for the purpose of exportation, and 
production (or cultivation). 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for a legitimate medical, scientific or industrial purpose, Health Canada is seeking 
information from stakeholders on whether there are any such legitimate uses for these 
aforementioned substances in Canada. Information received in response to this notice will be 
instrumental in determining appropriate regUlation under the CDSA, as required. 
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The publication of this notice begins a 3D-day comment period. There will be additional 
opportunities to provide comments following prepublication of the scheduling proposal in 
Canada Gazette, Part I. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS_Policy_and_Regulatory_Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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Complementary and Alternative Medicine 

Evaluation of Herbal Dietary Supplements Marketed on the 

Internet for Recreational Use 

Cathi E Dennehy, Candy Tsourounis, and Amy E Miller 

BACKGROUND: The Intemet is a popular tool for marketing and purchasing herbal dietary supplements (DS). Various Web sites sell 
these products purely for recreational use. 

OBJECTIVE: To describe the content of Web sites that advertise and market herbal DS for recreational use (ie, for the purpose of 
altering moodlbehavior/or perception, "getting high," or as a SUbstitute for a drug of abuse). 

METHODS: Four major search engines and the search terms "buy herbal high" and "buy legal high" were used to identify Web sites 
selling herbal DS for recreational use. Web sites were evaluated for their country of origin and for compliance with the Dietary 
Supplement Health and Education Act (DSHEA). Products were evaluated for their ingredient lists, effect claims, comparisons with 
illicit drugs, adverse effects: drug interactions, and contraindications. 

RESULTS: Twenty-eight unique Web sites with 119 products were evaluated. Most sites were in the US (54%) and were in 
compliance with DSHEA. Forty-seven percent of the products were likened to illicit drugs, typically marijuana (48%) or 3-,4-
methylene dioxyamphetamine (Ecstasy; 23%). The most common product ingredients were ephedra alkaloids (27%), Salvia 
divinorum (17%), kava (10%), guarana (10%), Acorus calamus (10%), and damiana (10%). Effect claims frequently involved the 
products' use as a hallucinogen (51%) or stimulant (39%). Sixty-four percent of the sites mentioned adverse effects, and 54% 
mentioned drug interactions. 

CONCLUSIONS: This study demonstrates that herbal DS are being marketed for use as legal alternatives to illicit drugs of abuse. 
Healthcare professionals need to be aware of this trend and the products that are involved. 

KEY WORDS: Intemet, recreational dietary supplement, recreational herb. 
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The 2003 National Survey on Drug Use and Health 
(NSDUH) indicated that 8.2% of Americans use illicit 

drugs, with the highest prevalence among those 18-20 
years old. Marijuana was used most frequently, followed 
by psychotherapeutic agents (eg, prescription pain reliev
ers, tranquilizers, stimulants, sedatives), cocaine, hallucino
gens (including lysergic acid diethylamide, phencyclidine, 
peyote, mescaline, mushrooms, 3-,4-methylene dioxy
methamphetamine [Ecstasy]), and inhalants.1 

Herbal dietary supplements (DS) have also been used 
for recreational purposes (eg, to alter mood, perception, 

Author information provided at the end of the text. 

This research was presented as a poster at the American College 
of Clinical Pharmacy Annual Meeting, September 2004, Dallas, TX. 

behavior). Emergency care and hospitalizations have been 
reported in persons ingesting moonflower (Datura inoxia), 
Hawaiian baby woodrose (Argyreia nervosa), and "Herbal 
Ecstasy" products.l .s 

DS are regulated by the Food and Drug Administration 
(FDA) under the Dietary Supplement Health and Educa
tion Act (DSHEA). DSHEA requires that products being 
sold as DS be labeled as such. It also requires manufactur
ers making product structure-function claims to state the 
FDA disclaimer, "This statement has not been evaluated 
by the FDA. This product is not intended to diagnose, 
treat, cure, or prevent any disease."6 

The Internet is a discreet and easy method of marketing 
and purchasing supplements. Given the popUlarity of this 
market, there has been an emergence of Web sites market
ing DS purely for recreational use. The objective of this 
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study was to describe the content of these Web sites and 
their products. 

Methods 

In February 2004, an Internet search was performed using Google, 
Yahoo!, AOL, and MSN.',s Search terms were "buy herbal high" and 
"buy legal high." These terms were chosen after testing numerous search 
term combinations and determining that these terms retrieved the most 
sites. The first 100 Web sites for each search term and search engine 
were screened, and the first 20 unique sites were reviewed. Web sites 
were included if they claimed to sell herbal OS to US consumers for 
recreational use. "Recreational use" was defined as the use of a product 
for the purpose of altering moodlbehavior/or perception, "getting high," 
or as a substitute for an illicit drug. Products marketed solely as aphro
disiacs or sexual stimulants were excluded. 

Our selection of products for review was based on Web site presence 
(ie, prominence of an item on the Web site) until a maximum of 5 prod
ucts had been evaluated. Products that appeared on the horne page and 
received a majority of the advertising space were evaluated first, fol
lowed by the "top seHer" or "best seller" links, then foHowed by the first 
product appearing under the links provided. 

Web site coding took place in February and March. Two investigators 
evaluated each site separately. Web sites were evaluated for location (US 
or other), presence of seller's contact information, and, iflocated in the 
US, compliance with the OSHEA. Web sites were considered compliant 
if they identified their products as OS and listed the FDA disclaimer if a 
structure-function claim was present. 

Products were evaluated for their ingredient list, effect claims (eg, 
hallucinogen, stimulant, sedative), presence of testimonials or journal ar
ticles to support effect claims, comparisons with illicit drugs, adverse ef
fects, drug and disease interactions, contraindications, and formulation. 
If no ingredient list was provided but contact information was present, 
one investigator E-mailed the company with the phrase, "I'm interested 
in trying this product. Can you tell me what's in it?" If no reply was re
ceived and the company was located within the US, we attempted to 
phone the manufacturer. Effect claims were grouped (Tablt~ I). 

SURVEY TOOL AND INTERRATER RELIABILI1Y 

The survey tool was designed so that, if a particular item (eg, struc
ture or function claim, adverse effect claim) appeared on the Web site, it 
would be recorded as "yes" or, if absent, as "no." Additional descriptive 
information was recorded using the terminology listed on the Web site. 
After both investigators had completed their coding, aH responses were 
compared for interrater reliability. If discrepancies existed, the investiga
tors met, revisited the Web site, and came to a consensus. Interrater relia
bility was performed using Cohen's kappa statistic, where a value of 
>0.7 was considered satisfactory.' 

COMPLIANCE WITH EPHEDRA BAN 

In February 2004, the FDA had just published a final rule declaring 
that OS containing ephedra alkaloids were adulterated because of the 
risk of illness and injury to consumers. The ban prohibited the sale ofDS 
containing ephedra, rna huang, Sida cordi/alia, or Pinellia spp. and re-

Table 1. Characterization of Effect Claims 

Effect Claim Description 

Sedatives have sedative or relaxing effects; decrease stress 
and anxiety 

Euphorics enhance mood; produce a state of euphoria 

Hallucinogens expand the mind; produce hallucinations; have 
psychedelic properties 

Stimulants increase energy; have stimulant, cocaine, or 
speed-like effects 

quired that these supplements be removed from the market by April 12, 
2004}o.1I After the study was completed, Web sites distributing ephedra 
products were revisited to check for compliance with this ban. 

Results 

WEB SITE SUMMARY 

Twenty-eight Web sites were identified, and 119 prod
ucts were evaluated (average 4.3 products per Web site). 
The majority of the suppliers were located in the US (54%, 
n = 15) and the UK (36%, n = 10). There was one site in 
the Netherlands and one in Canada; another did not specify 
a location. Products on all foreign Web sites stated that 
they would ship products to the US. 

The 15 US-based sites were evaluated for compliance 
with DSHEA. Among these, 73% (n = 11) identified one 
or more product as aDS, 93% (n = 14) made at least one 
structure-function claim, and 67% (n = 10) included the 
FDA disclaimer. 

PRODUCTS AND INGREDIENTS 

Products that occurred with a frequency of~% are list
ed in Table 2. Of the 119 products evaluated, Salvia divi
norum was the most prevalent. Web sites that sold Salvia 
often included an "S-A-L-V-I-A scale," where the "trip" 
was described in levels dependent on the amount ingested 
(Table 3).12 Many sites selling Salvia recommended that 
the user have a "sitter" (a person not under the influence of 
any mind-altering substance) to oversee their behavior for 
safety reasons. 

Seventy-seven percent (n = 92) of the products provided 
an ingredient list; ingredient lists for an additional 9% (n = 
11) were obtained by contacting the company by E-mail or 
phone. No ingredient list was identified for 16 products. 
The most common product ingredients are listed in Table 
4. Ephedra was the most common product, followed by 
Salvia. The majority of products were single- (59%) versus 
multi-ingredient (41 %). 

EFFECT CLAIMS 

Forty-seven percent (n = 56) of the products were 
likened to a specific illicit drug. The most common were 
marijuana (48%), Ecstasy (23%), LSD (14%), cocaine or 
speed (13%), and mushrooms (5%). A small percentage 
(5%) of suppliers also likened their products to benzodi
azepines, opium, and "roofies" (ie, flunitrazepam). In 7% 
of the cases, more than one illicit drug was cited as being 
similar to a DS product. 

Seventy-nine percent (n = 94) of the products advertised 
effect claims. The claims were generally supported by tes
timonial evidence (94%, n = 15) compared with journal ci
tations (6%, n = 1) and were present on 57% (n = 16) of the 
28 Web sites. Fifty-one percent (n = 48) of the products 
were categorized as hallucinogens, 39% as stimulants, 
31 % as euphoria producing, and 24% as sedatives. Prod
ucts that qualified as stimulants most commonly contained 
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ephedra and made claims such as increasing emotional en
ergy or mental clarity. 

Adverse Effects, Contraindications, and Drug 
Interactions 

Sixty-four percent (n = 18) of the Web sites stated at 
least one or more potential adverse effect, with the most 
common (68%, n = 14) being impaired motor coordina
tion, which was implied by the disclaimer, "Do not drive 
or operate machinery after using this product." Thirty-nine 
percent of the sites also reported nausea as a possible ad
verse effect. Other adverse effects that were listed with a 
frequency ~1O% included nervousness (22%), tremor 
(22%), insomnia/sleeplessness (22%), loss of appetite 
(22%), headache (22%), increased heart rate (17%), dizzi
ness (11 %), and mucous membrane irritation (11 %). 

Fifty-seven percent (n = 16) of the Web sites reported at 
least one contraindication to product use and 54% (n = 15) 
reported one or more drug interaction. The most common 
contraindication was a standard disclaimer present on 75% 
(n = 12) of sites that stated, "Do not use this product if you 
are pregnant or nursing, or if you have heart disease, thyroid 
disease, diabetes, high blood pressure, depression or other 
psychiatric condition, glaucoma, difficulty urinating, 
prostate enlargement, or a seizure disorder." Similarly, the 

most common drug interaction was also part of the above 
disclaimer and included the phrase, "Do not use this product 
if you are using a monoamine oxidase inhibitor (MAOn, 
any other prescription drug, or an over-the-counter drug con
taining ephedrine, pseudoephedrine, or phenylpropanola
mine (ingredients found in certain allergy, asthma, cough! 
cold, and weight control products)." Of the Web sites stating 
this disclaimer, 50% (n = 8) sold ephedra-containing prod
ucts and 38% (n = 6) sold Salvia. Other contraindications 
that occurred with a frequency ~1 0% included hepatitis 
(13%), liver disease (13%), and the use of alcohol (13%). 

FORMULATION 

Products were most often delivered as pills for oral ad
ministration (52%, n = 62) or in a cigarette-based or loose, 
leafform that could be smoked (47%). Four percent of 
products did not state a delivery method, 4% recommend
ed use as incense, and 1 % recommended sublingual ad
ministration. In 8% of the cases, products listed more than 
one delivery method (eg, ingested orally or smoked). 

INTERRATER RELIABIUTY 

Kappa values for interrater reliability met our prede
fined cut-off level for satisfactory agreement, except for 

Table 2. Commonly Encountered Products 

Frequency, 
Product %(n) Ingredient Likened to Claim 

Salvia 15 (18) Salvia divinorum marijuana, LSD hallucinogen 

Bliss Extra 5 (6) Acorus calamus, Sida cordifolia, Siberian Ecstasy" euphoric, hallUCinogen, stimulant 
ginseng, L-phenylalanine, GABA 

EX-1 5 (6) Sida cordifolia speed" euphoric, stimulant 

Druids Fantasy 3 (4) morning glory, Hawaiian baby woodrose LSD hallucinogen 
(Argyreia nervosa), Acorus calamus, Siberian 
ginseng, kava kava 

Trip2Night 3 (3) ma huang, guarana, 5-HTP, Bioperine, Indian Ecstasy," LSD stimulant 
bromine, cinnamon, cola nut, niacin, Fo-li 

Absinthe herb 2 (2) Artemisia absinthium marijuana, LSD hallucinogen 

Damiana< 2 (2) damiana herb marijuana aphrodisiac, euphoric, sedative 

Hawaiian baby 2 (2) Argyreia nervosa LSD euphoric, hallucinogen, stimulant 
woodrose 

Hawaiian Herbal 2 (2) lettuce opium (Lactusa virosa) marijuana euphoric 
Hybrid Buds 

Kanzak 2 (2) Kanna NA euphoric, sedative 

Kratom 2 (2) Mitragyna speciosa marijuana euphoric, hallUCinogen, stimulant 

Red Dawn 2 (2) guarana, 5-HTP, Bioperine, Indian bromine, NA aphrodisiac, euphoric, stimulant 
cinnamon, cola nut, niacin, Fo-ti 

Road Runner 2 (2) Sida cordifolia, Siberian ginseng, GABA, speed" stimulant 
Super L-taurine, Paulina cupanad 

Uraeus Liquid 2 (2) guarana, gotu kola, Ginkgo, lemon balm speed" hallucinogen, stimulant 
Speed 

GABA = y-aminobutyric acid; 5-HTP = 5-hydroxytriptophan; LSD = lysergic acid diethylamide; NA = not applicable. 
a3-,4-methylene dioxymethamphetamine. 
"Amphetamine or methamphetamine. 
eThere were 2 single-ingredient damiana products and an additional 8 products that included damiana as part of a multi-ingredient list. 
dA form of Brazilian guarana. 
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the 3 questions related to compliance with DSHEA. An 
overall kappa statistic of 0.48 was calculated for these 3 
questions, as there were only 15 responses (ie, based on 
number of US sites) for each. 

COMPLIANCE WITH EPHEDRA BAN 

Initially, 54% (n = 15) of the sites had been selling 
ephedra products; 7 of these were located in the US. By 
May 2004, 6 of those suppliers had removed these prod
ucts from their Web site. Among the 8 foreign distributors 
of ephedra, one Web site was no longer operational, one no 
longer shipped ephedra-containing products to US cus
tomers, and 6 continued to sell the products to US con
sumers. Therefore, 47% of Web sites continued to market 
ephedra products after the ban.lo,n 

Discussion 

After this study was completed, the FDA released a 
warning to consumers not to purchase or consume DS 
products that claimed to be "safe legal highs" or that were 
being marketed as "street drug alternatives." The warning 
stated that DS products promoted as such were considered 
to be misbranded and qualified as unapproved new drugs. 
They recognized the potential for misuse and abuse and 
identified this market as a potential public health con
cern. 10,11 Our findings substantiate this concem 

WEB SITE SUMMARY 

As the study was under development, we expected that a 
large number of Web sites would be promoting DS for 
recreational use; however, only 28 unique sites were identi
fied. We had anticipated fmding more, given the popularity 
of the Internet and DS. The large number of sites outside 
the US may be reflective of the popularity of herbal DS in 
Europe. It is unclear where Americans would preferentially 
buy their products from US manufacturers, but a foreign 
site might be preferred if it is perceived to be more discreet. 

Our overall kappa score for the presence or absence of 
information relating to DSHEA was 0.48. This represents 
a moderate level of agreement and the difficulty in inter
preting and assessing compliance with DSHEA 

Table 3. SALVIA Scale12 

Level Effect 

Evallllllion of Herbal Dietary Supplements Marketed for Recreational Use 

PRODUCTS AND INGREDIENTS 

Many of the product names seemed to coincide with the 
concept of producing a blissful or fantasy-like state (eg, 
Bliss Extra, EX-I, Druids Fantasy, Trip2Night). The phar
macology of commonly encountered ingredients also coin
cides with the potential for central nervous systems (CNS) 
alteration. Specifically, S. divinornm is a type of sage that 
results in psychedelic effects when smoked.13 Kava kava 
has sedative and anxiolytic properties, while guarana con
tains 2.5-7% caffeine and acts as a CNS stimulant.13 A. cala
mus contains asarone, which is converted to trimethoxyam
phetamine in the body, a psychedelic compound and the ba
sic building block of amphetamines. 14 Darniana and lettuce 
opium are both smokeable herbs with relaxing effects.13 
Bioperine is an extract of the black pepper fruit and has been 
shown to significantly increase the bioavailability of some 
nutrients. 15 Lastly, Fo-ti may enhance mental clarity, A. ner
vosa may have hallucinogenic properties, and y-aminobutyric 
acid may relieve anxiety and elevate mood.13,16 

EFFECT CLAIMS 

Products were most often likened to marijuana, which 
was not surprising given the results of the NSDUH.I On 
the other hand, product effect claims most commonly fell 
into the hallucinogen category, which did not coincide with 
the NSDUH survey, where stimulant use exceeded that of 
hallucinogens. I 

ADVERSE EFFECTS, CONTRAINDICATIONS, AND DRUG 
INTERACTIONS 

The Salvia scale was included as part of these results 
because we were alarmed by the "loss of consciousness" 
described in level 6 and by the recommendation that a "sit
ter" may be necessary. Given these 2 claims, it is clear that 
this herb has a serious potential for harm. It also raises 
concerns ifit is taken with other eNS-acting agents that 
affect consciousness or respiration. 

More than half of the Web sites evaluated stated an ad
verse effect, with impaired motor coordination being the 
most common. Given that these products were being recom
mended for the purpose of altering mood, perception, or be-

havior, this disclaimer seems warranted. Other 
common adverse effects, such as nervousness, 

1 Subtle effects, such as relaxation and increased sensual appreciation 

insomnia, and increased heart rate, coincided 
with the stimulant nature of ephedra and caf
feine, which were frequently present in these 
products. Of course, with any ephedra product, 
the greatest concern remains its ability to pro
duce myocardial infarction, stroke, or death, 
which was the impetus behind the FDA ban.IO,l1 

2 

3 
4 

5 

6 

Altered perception, such as more pronounced colors and textures; 
thinking becomes less logical and more playful; may be short-term 
memory loss 

Light visionary state, such as closed-eye visuals 
Vivid visionary state. such as complex 3-dimensional realistic scenes 
appearing; shamanistic journeying to other lands; "dream time" 

Immaterial existence. in which one is no longer aware of having a body 
and identity is lost 

Anesthesia. in which consciousness is lost for several minutes 

Kava was a commonly encountered ingredi
ent. Healthcare providers should be aware that 
this herb has been associated with cases ofliv
er toxicity and failure, leading to a ban on its 
sale in several countries.17 Altered mental sta-
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tus and ataxia have also been observed in cases of acute 
kava ingestion.18 

LIMITATIONS 

All of the Web site coding was performed within a 2-
month time period, but site changes occurred during this 
time that may have affected investigator coding. Our over
all kappa scores, however, were good to excellent in most 
areas (>0.7), suggesting that these differences were minor. 

Our method of defining search terms was somewhat 
random. The terms we eventually decided upon may not 
have been optimal and could have led us to identifY fewer 
Web sites than actually exist. Researchers interested in du
plicating this type of study may wish to include other 
search terms, such as those described by the FDA in their 
warning to consumers about these products (ie, "safe legal 
highs," street drug alternatives). 

Finally, we never attempted to purchase any DS prod
ucts. As a result, it is difficult to verifY whether all of these 
sites would actually ship products to US consumers, even 
though all sites stated that they would. 

COMPLIANCE WITH EPHEDRA BAN 

The majority of US Web sites were in compliance with 
the ephedra ban, whereas only 25% of foreign distributors 
were. This is not surprising, as the ban was issued by the 
FDA and was limited to products being sold within the US 
or to US residents. Given the large number of ephedra
based products that we identified, this legislation is likely 
to have a positive effect on this market. 

It is apparent that the FDA is continuing to conduct 
surveillance of DS products that may pose a risk to con-

Table 4. Commonly Encountered Product Ingredients 

Product 
Frequency, 

% (n)· 

Ephedra 27 (28) 
Sida cordifolia 17 (17) 
ma huang 6 (6) 
Ephedra alkaloids 5 (5) 

Salvia divinorum 17 (18) 

Acorus calamus 10 (10) 

Damiana 10 (10) 

Guarana 10 (10) 

Kava kava 10 (10) 

Lettuce opium (Lactusa virosa) 9 (9) 

Siberian ginseng (Eleutherococcus senticosus) 8 (8) 

Argyreia nervosa 6 (6) 

Bioperine 6 (6) 

Fo-ti 6 (6) 

GABA 6 (6) 

GABA = y-aminobutyric acid. 
aTotal number is 103; we were unable to obtain an ingredient list for 
16 products. 

sumers. In February 2004, they issued a release not to pur
chase an herbal Ecstasy product known as Green Hornet due 
to case reports of seizures, tachycardia, and hypertension.19

,20 

Although our study did not identifY this product, it does fall 
within the category ofDS marketed for recreational use. 

Conclusions 

The findings from this study indicate that herbal DS are 
being marketed for recreational purposes and as alterna
tives to illicit drugs. Most of the products were likened to 
marijuana or Ecstasy, and most claimed to have hallucino
genic or stimulating properties. Products containing 
ephedra and S. divinorum were the most commonly en
countered. Even after the FDA ban on the distribution of 
ephedra-containing DS in the US, we were able to identifY 
a number of sites that continued to sell them. Healthcare 
professionals should be familiar with these products so that 
they are better able to identifY products, ingredients, and 
causes of toxicity in persons utilizing DS for recreational 
purposes. 
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EXTRACTO 

TRASFONDO: La red de inforrrnitica Internet es una herrarnienta popular 
de rnercadeo y venta de suplementos nutricionales. Varios sitios de la 
red Web sites venden estos productos para uso puramente recreativo. 

OBJETIVO: EI objetivo de este estudio es describir el contenido de los 
sitios de la red Web sites que anuncian y mercadean suplementos 
botinicos para uso recreativo, especificamente con el prapOsito de 
alterar e\ estado de arumo (alegria, relajamiento 0 euforia), e1 
comportamiento, la percepci6n, 6 como un substituto de una droga de 
abuso. 

METODOS: Se utilizaron 4 motores de blisqueda con los terminos 
"comprar euforialnotalarrebato herbal" y "comprar euforialnotalarrebato 
legal" para identificar los sitios de la red Web sites vendiendo los 
suplementos de uso recreativo. Los sitios de la red se evaluaron para 
determinar su pais de origen y e\ cumplimiento con la Ley de Salud y 
Educaci6n de Suplementos Nutricionales, conocido por sus siglas en 
ingles DSHEA. Se evaluaron los productos para determinar si tenian 
lista de ingredientes, reclamo de efecto, comparaci6n a drogas ilicitas, 
efectos adversos, y contraindicaciones. 

RESULTADOS: Se evaluaron 28 sitios de la red con 119 productos. La 
mayoria de los sitios se encontraban en los Estados Unidos de America 

Eva/lUlJion of Herbal Dietary Supp/enrenlS Marketed for Recreational U.~e 

del Norte (54%) y estaban en cumplimiento con el DSHEA. Cuarenta y 
siete por ciento de los productos se compararon con drogas ilicitas, 
tlpicamente marihuana (48%) 0 extasis (23%). Los ingredientes mas 
comunes hallados en los productos fueron alcaloides de efedra (27%), 
Salvia divinorom (17%), kava (10%), guarana (10%), Acoros calamus 
(10%) y damiana (10%). EI redamo de efectos frecuentemente 
involucraba productos con acci6n alucin6gena (51%) 0 estimulante 
(39%). Un 64% de los sitios mencionaron efectos adversos y 54% 
mencionaron interacciones a con medicamentos. 

CONCLUSIONES: Este estudio demostr6 que algunos suplementos 
nutricionales botinicos se estin mercadeando como alternativas legales 
para sustancias ilicitas de abuso. Los profesionales de la salud deben 
conocer esta tendencia y los productos que estin involucrados. 

Jorge R Miranda Massari 

RESUME 
OBJECTIF: L' objectif de cette etude est de decrire Ie contenu des sites 
internet qui annoncent et vendent des supplements dieretiques pour 
usage recreatif. 

METHODES: Quatre moteurs de recherche et les mots des suivants "buy 
herbal high" et "buy legal high" ont ere utilises afin d'identifier les sites 
internet qui vendent ces produits. Les sites internet ont ete evalues selon 
leurs pays d'origine et la conformire avec Ie "Dietary Supplement 
Health and Education Act (OSHEA)." Les elements suivants ont ete 
evaluees: la liste des ingredients, les effets annonces, la comparaison 
avec les drogues iIIicites, les effets indesirables, les interactions 
medicamenteuses, et les contre indications. 

REsULTATS: Un nombre de 28 sites internet avec 119 produits ont ete 
evalues. La Inajorite de sites etait retrouve aux Etats-Unis (54%) et 
etaient conformes avec Ie DSHEA. Quarante-sept pour cent des produits 
etaient associes Ii des drogues iIIicites, typiquement la marijuana (48%) 
ou l'ectasie (23%). Les ingredients les plus souvent retrouves etaient 
I'ephedra (27%), la Salvia divinorom (17%), Ie kava (10"10), Ie guarana 
(10"10), l'AcolW calamus (10"10), et Ie damiana(IO%). Les effets annonces 
impliquaient souvent les produits utilises comme hallucinogenes (51 %) ou 
stimulants (39%). Soixante-quatre pour cent des sites decrivaient les 
effets indesirables et 54% les interactions medicamenteuses. 

CONCLUSIONS: Cette etude demontre que les supplements dietetiques sont 
utilises comme alternative aux drogues iIIicites. Les professionnels de la 
sante doivent etre au courant de cette tendance et connaitre les produits 
impliques. 

Louise Mallet 
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DRAFT V.4 , 

DEP ARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide preliminary 
comments on Health Canada's proposal to add the plant Salvia divino rum (S. divinorum) and its 
active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA), and to identify themselves for inclusion in any future consultation. 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are generally 
chewed or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term 
memory loss. The effects, which vary from person to person, are also often described as 
unpleasant. Neither S. divinorum nor salvinprin A are currently included in any ofthe Schedules 
to the CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use 
of S. divinorum as a "legal" alternative to street drugs. As S. divinorum and salvinorin A are 
pharmacologically similar to other substances included in Schedule III to the CDSA, such as 
LSD and psilocybin, Health Canada is concerned that their ready availability poses a risk to the 
health and safety of Canadians. po.'(".\--" (1.1..\ ~.l'1 l..f~tL, _ 

While these substances are not currently included in any of the United Nations Drug Control 
Conventions, a number of countries have chosen to regulate one or both as controlled 
substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South Korea, Spain 
and Sweden have all placed controls on the import and/or sale of S. divinorum and/or salvinorin 
A. Some individual American states have also implemented laws restricting its use, sale and/or 
distribution. 

Placing these substances within Schedule III to the CDSA would prohibit the following activities 
with these substances unless authorized by regulation: possession, trafficking, possession for the 
purpose of trafficking, importation, exportation, possession for the purpose of exportation, and 
production (or cultivation). 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for a legitimate medical, scientific or industrial purpose, Health Canada is seeking 
information from stakeholders on whether there are any such legitimate uses for these 
aforementioned substances in Canada. Information received in response to this notice will be 
instrumental in determining appropriate regulation under the CDSA, as required. 
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The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments following prepublication of the scheduling proposal in 
Canada Gazette, Part 1. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Dme ______________ __ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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DRAFTV.S 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide preliminary 
comments on Health Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its 
active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA). Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belongin~mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. 1be~~ ;ff~cts are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian ens and young adults are using S. 
divinorum for its ability to produce hallucinations. Cert n websites are also romoting the use 

..t.r..) of,S d;v;norum as a "legal" alternative to street drugs. _ esults from the Canadian Alcohol and 
~~~ Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years 

and older reported having used S. divinorum at least once in their lifetime. Youth, ages 15-24 
. were much more likely to have used it than adults. The results from the Canadian 2008-2009 /If Youth Smoking Survey show that 5% of 15 year olds have used Salvia divinorum in the past 

year. Health Canada is concerned about the a<'~~ti~l 'lbuse and unknown effects of these 
substances. As 8. divillm tim Bud salviMrln A are-pharmacological\r similar 0 other substances 
included in Schedule III to the CDSA, such as LSD and psilocybin, Health Canada is ooncerned 
that their ready availability/poses a risk to the health and safety of Canadians, particularly youth. 
~ ~i\~(.L.Y,f s:tJiviVl.!Jr ...... ~I\.l <;"b.,.MvriX A 

While these substances are not currently included in any of the United Nations Drug Control 
Conventions, a number of countries have chosen to regulate one or both as controlled 
substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South Korea, Spain 
and Sweden have all placed controls on the import and/or sale of S. divinorum and/or salvinorin 
A. Some American states have also implemented laws restricting its use, sale and/or 
distribution. 

Placing these substances within Schedule III to the CDSA would prohibit the following activities 
with these substances unless authorized by regulation: possession, trafficking, possession for the 
purpose of trafficking, importation, exportation, possession for the purpose of exportation, and 
production (or cultivation). The control of S. divinorum and salvinorin A under the CDSA will 
z:!nable law enforcement agencies to take action against suspected illegal activities involving 
;hese substances. 
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As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for a legitimate medical, scientific or industrial purpose, Health Canada is seeking 
information from stakeholders on whether there are any such legitimate uses for these 
aforementioned substances in Canada. Information received in response to this notice will be 
instrumental in determining appropriate regulation under the CD SA. 

The publication of this notice begins a 3D-day comment period. There will be additional 
opportunities to provide comments following prepublication of the scheduling proposal in 
Canada Gazette, Part I. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition of Salvia divino nd salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to ovide preliminary 
comments on Health Canada's proposal to add the plant Salvia . inorum (s. divinorum) and its 
active ingredient salvinorin A to Schedule III to the Controll Drugs and Substances Act 
(CDSA). Stakeholders may also identify themselves for· clusion in any future consultation. 

S. divinorum is a species of sage belonging to the int family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. Whil ncertainty remains surrounding the health risks 
of S. divinorum, tlfe known effects are . t to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. Moreover, results from the Canadian Alcohol and 
Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years 
and older reported having used S. divinorum at least once in their lifetime. Youth, ages 15-24 
were much more likely to have used it than adults. The results from the Canadian 2008-2009 
Youth Smoking Survey show that 5% of 15 year olds have used S. divinorum in the past year. . . 

wne e 
Given their· pharmacological similarity to other substances included in c edule III to the CDSA, 
such as LSD and psilocybin, Health Canada is concerned that the ready availability and use of S. 
divinorum and salvinorin A pose a risk to the health and safety of Canadians, particularly youth. 

While these substances are not currently included in any of the United Nations Drug Control 
Conventions, a number of countries have chosen to regulate one or both as controlled 
substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South Korea, Spain 
and Sweden have all placed controls on the import and/or sale of S. divinorum and/or salvinorin 
A. Some American states have also implemented laws restricting its use, sale and/or 
distribution. 

Placing these substances within Schedule III to the CDSA would prohibit the following activities 
with these substances unless authorized by regulation: possession, trafficking, possession for the 
purpose of trafficking, importation, exportation, possession for the purpose of exportation, and 
production (or cultivation). The control of S. divinorum and salvinorin A under the CDSA will 
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enable law enforcement agencies to take action against suspected illegal activities involving 
these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for a legitimate medical, scientific or industrial purpose, Health Canada is seeking 
information from stakeholders on whether there are any such legitimate uses for these 
aforementioned substances in Canada. Information received in response to this notice will be 
instrumental in determining appropriate regulation under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments following prepublication of the scheduling proposal in 
Canada Gazette, Part I. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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DRAFTV.6 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition of Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide preliminary 
comments on Health Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its 
active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA). Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations .. s. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. Moreover, results from the Canadian Alcohol and 
Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% ofCan*-s"jg.e~115 years 
and older reported having used S. divinorum at least once in their lifetime)~uth~~5-24 
were much more likely to have used it than adult The results from the Canadian 2008-2009 
Youth Sm . w a year olds have used S. divinorum in the past year. 

Iven I nknown effec nd pharmacological similarity to other substances included in 
~ Schedule III to the CDSAtsuc as LSD and psilocybin, Heal~nada is concerned that the xx. ,..,.,..J. ready availability and use of S. ·vinorum an d 1· riM "" p~risk to the health and safety of 
Me/' Canadians, particularly youth. ~o 

While ~ot currently included in any of the United Nations Drug Control 
nventions, a number of countries have chosen to regulate one or both as controlled 

~cJ...v" substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South Korea, Spain 
'~'. ~.~ and Sweden have all placed controls on the import and/or sale of S. divinorum and/or salvinorin 
'A ~ :Ji1".,../..I A. Some American states have also implemented laws restricting ~ us~, sale and/or 
'~ ""'distribution. ~ 
}'~. , ::r~~~ 

1- 1'Wn/I I*tt;fng these substances within Schedule III to the CDSA would prohibit!the follo,"iHg-
.. a.~!ities with these substances unless authorized by regulation: possession, trafficking, 

possession for the purpose of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). The control of S. divinorum and salvinorin A under 
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the CDSA will enable law enforcement agencies to take action against suspected illegal 
activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A fortflegitimate medical, scientific or industrial purpos~a1th Canada is seeking 
information from stakeholders on whether there are any such li~l . (i;;i uses wr th sse 

-: aD '0' 1 tisH@S sHQ5Itanc..-in Canada. Information received in response to this notice will be _~J 
instrumental in determining appropriate regulation under the CDSA, OA f'L(J1.J'j r-e..J.. .~~ b~1I. 

-, ~~'<~' 
The publication of this notice begins a 30-day comment period. There will be additional . '0'{ S c... ' 
opportunities to provide comments following prepublication of the scheduling proposal in 
Canada Gazette, Part I. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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DRAFT V.7 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition of Salvia divinorum and salvin orin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide preliminary 
comments on Health Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its 
active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA). Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divino rum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any ofthe Schedules to the 
CD SA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. I Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, and that youth aged 15-24 
were much more likely to have used it than adults aged 25 years and older. The results from the 
Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. 
divinorum in the past year. Moreover, the 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% of these students reported using this substance in the past year. Given its 
unknown effects and phatmacological similarity to other substances included in Schedule III to 
the CDSA such as LSD and psilocybin, Health Canada is concerned that the ready availability 
and use of S. divinorum poses a risk to the health and safety of Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(l 0): 1634-9. 
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Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The control of S. divinorum and 
salvinorin A under the CDSA will enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CD SA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments following prepublication of the scheduling proposal in 
Canada Gazette, Part I. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy _and_Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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Re: Salvia MLs and NOI - REVISED Ql 
,Jocelyn Kula to: Denis Arsenault 
,~~c: Stephanie Chandler 

2010-12-0811:16 AM 

but it is the name of an Act and should always be italicized ...... ergo non-italicize the rest of the text or put it 
all in italics ... was just coming to see Stephanie re one last change 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Denis Arsenault Hi Jocelyn, Below are revised version of the ML. .. 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Denis ArsenaultlHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
CSTD-OCS-DO, Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-12-0810:52 AM 
Salvia MLs and NOI - REVISED 

Below are revised version of the MLs and NOI as per your comments. 

2010-12-0810:52:22 AM 

Based on your comments on the MLs, note that we have removed all specific references to Schedule III. 

Also, for the title of the NOI, we have kept "Controlled Drugs and Substances Act" non-italicized to 
differentiate it from the rest of the title which is italicized. 

Denis 

Denis Arsenault, NManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances contr61ees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur : (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-12-08 10:47 AM -----

From: 
To: 
Date: 

Hi Denis, 

Stephanie Chandler/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-12-0810:21 AM 
Revised Salvia MLs and NOI 
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Revised as per Jocelyn's comments. To be returned to the DO by COB. I'll bring over JK's comments 
shortly. 

[attachment "Salvia Media Lines_Dec 8.doc" deleted by Jocelyn Kula/HC-SC/GC/CA] [attachment 
"DRAFT Salvia NOI_Dec 8.wpd" deleted by Jocelyn Kula/HC-SC/GC/CA] 

Thanks, 

Stephanie 
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Hi Jocelyn, 

Salvia MLs and NOI - REVISED 
Denis Arsenault to: Jocelyn Kula 
Cc: CSTD-OCS-DO, Stephanie Chandler 

Below are revised version of the MLs and NOI as per your comments. 

2010-12-0810:52 AM 

Based on your comments on the MLs, note that we have removed all specific references to Schedule III. 

Also, for the title of the NOI, we have kept "Controlled Drugs and Substances Act" non-italicized to 
differentiate it from the rest of the title which is italicized. 

Denis 

Denis Arsenault, NManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances contr6lees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur : (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-12-08 10:47 AM -----

From: 
To: 
Date: 
Subject: 

Hi Denis, 

Stephanie Chandler/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-12-08 10:21 AM 
Revised Salvia MLs and NOI 

Revised as per Jocelyn's comments. To be returned to the DO by COB. I'll bring over JK's comments 
shortly. 

Salvia Media Lines_Dec 8.doc DRAFT Salvia NOI_Dec 8.wpd 

Thanks, 

Stephanie 
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market? 
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entorcement will be able to take appropriate action in response to suspected illegal activities with 
these substances:. .. 

In the interim, S"divinorum products that are not in compliatlce with the Natura.! Health 
Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

.. 
Q~~ What is the significance of th~ad~erse rea~tion reports that Health Canada has 
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received with respect to the use of Salvia divinorum? 

A2,- Health Canada has receive<i four domestic adverse reaction reports related to the llse of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

/fpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health (IYH) article on Salvia divinorum to help 
inform the general public about the risks associated with the use of this plan1- .. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves ofthis plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
S .0% of students 15 years of age reported using Salvia divinorum in the past year. 
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Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 

the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
5.4% of students (grades 7-12) ever used S. divinorum; and 
the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 
in 2009. 
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01 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia (/ivinorum as a controlled substance. What does that involve and what 
stage is it at? 

Al - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and salvinorin A against the 
aforementioned factors and proposes to include both substances in one of the Schedules to the 
CDSA. 

01-: If Health Canada is aware of adverse effec~associated \Vitli the use ofS.alvi(l ... 
divinorum, why isn't it illegal? 

A~~ .. He~lth .Can~d.a i~tel1~s. toinclllcleS. .divil10!Um and salvinori.n ~un~er.on~ of the Schedllle.s. 
to the CDSA. In the interim,.j:lsS.ddivinorum tneets th~,d~finition ()fa.1'Iatu.ral.I:le~lthdPro~uct'.d 
{NHP} under the Natural Health Product Regulations, it is illegal to manufacture, sell or provide 
products containing S. divinorum and/or salvinorin A without their being authorized by Health 
Canada prior to sale. 

II: •• _ _ _ _____ . _ • _ _ _ ____ ~ 

QJ..- How. can Health~anadaregublte apt:oduct containing§alvia divinorum"but no.tthe .. 
sale of Salvia divinorum itself? 

Ai. - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. Tfu!y do not apply· to raw materials, 
such as the plant, S"divinorurn . . Wh~n S. llivinoruln.andsalvinorinAareincludetiinoneo(the. 
Schedules to the CDSA, it will be illegal to possess, import, export. produce and distribute these 
substances in any form unless authorized by regulation. 
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reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

/fpressed on whether Health Canada has issued any kind o/warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your HeaIth~rticle on Salvia divinorum to helQ inform 
the general public about the risks associated with the use~ofthis~pjan~£.m~~~m---~~~~mm~ muumm: 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
5.0% of students IS years of age reported using Salvia divinorum in the past year. 
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Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 

• the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 

5.4% of students (grades 7-12) ever used S. divinorum; and 
the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 
in 2009. 
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Page 1: [1] Deleted STCHANDL 2010-11-262:35:00 PM 

Because of their hallucinogenic properties, products containing S. divinorum 
and/or salvinorin A meet the definition of a natural health product (NHP) under 
the Natural Health Products Regulations and the definition of a drug under the 
Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action under the Food and Drugs Act. 

Page 1: [2] Deleted STCHANDL 2010-11-26 2:27:00 PM 

Salvia divinorum as a controlled substance: 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). 
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Issue 

Media Lines 
Salvia divinorum 

Further to ongoing media interest regarding the availability of Salvia divino rum in Canada and 
reports from scientific and media sources suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties, Health Canada has 
concluded that Salvia divinorum and its main active ingredient salvinorin A should be included \\ 
in one of the Schedules to the Controlled Drugs and Substances Act (CDSA). f ~is , ... L.5\('-; 

t'< VV') 

'f... (1""" e(yJ~\.. 
,v C')(\( ')ct<'" Key Messages: 
'(\~ It' 

~ ~ .. l/ • Health Canada has concluded its assessment of S. divinorum and salvinorin A and is 
proposing to include both substances in one of the Schedules to the CDSA. 

\.oj.l- ')'" 
()' Sl.-· -' .J tI" S 

J- Cf\Q 
• The inclusion of S. divinorum and salvinorin A in one of the Schedules to the CDSA will 

reduce the potential health and safety risks associated with their ready availability and 
potential abuse. 

• Health Canada will inform stakeholders of its decision by publishing a Notice to 
Interested Parties (NOI) in Canada Gazette, Part I. The NOI will provide stakeholders 
and other interested parties with the opportunity to provide comments on the proposal to 
regulate these substances as controlled substances. 

Supplementary Messages: 

• Canadians should not use products containing S. divinorum and/or salvinorin A because 
very little is known about these substances and their potential effects on the brain and/or 
body, and their impact on physical and mental functions. 

• Because oftheir hallucinogenic properties, products containing S. divinorum and/or 
salvinorin A meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

• It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action under the Food and Drugs Act. 

• Neither S. divinorum nor salvinorin A are listed under the United Nations Drug Control 
Conventions and thus, do not have to be regulated as controlled substances in any ofthe 
countries (including Canada) that are signatories to these Conventions. 

I::). S 

~ /V}JP ""71<<, jd .'~ 
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• The move to include S. divinorum and salvinorin A in one of the Schedules to the CDSA 
is consistent with actions taken by several countries (Australia, Belgium, Denmark, 
Finland, Germany, Italy, Japan, South Korea, Spain and Sweden) that have also placed 
controls on the import and/or sale of S. divinorum and/or salvinorin A. It is also 
consistent with the fact that some individual U.S. states have implemented laws 
restricting their use, sale and/or distribution. 

Questions and Answers: 

Ql - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

Al - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
• International requirements and trends in international control; 

i?¥P • Chemical and pharmacological similarity to other substances already regulated under the 

'\J~ "--~~,; CDSA; 
r _-:a.r' C(I • Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 

'-.fo ". Potential for abuse and risk of addiction associated with the substance,' 
0,,' 
J v....... Extent of actual abuse of the substance in Canada and internationally; and 
~ -f'. Overall risk to public health and safety posed by the substance. 
~ 0\ <~"') . 
~Jr",1t Health Canada recently concluded its assessment of S. divinorum and salvinorin A against the 
T. ;.,f" V' aforementioned factors and proposes to include both substances in one of the Schedules to the 

\ CDSA. 

Q2 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

A2 - Health Canada intends to include S. divinorum and salvinorin A under one of the Schedules 
to the CDSA. In the interim, as S. divinorum meets the definition of a Natural Health Product 
(NHP) under the Natural Health Product Regulations, it is illegal to manufacture, sell or provide 
products containing S. divinorum and/or salvinorin A without their being authorized by Health 
Canada prior to sale. 

Q3 - How can Health Canada regulate a product containing Salvia divinorum, but not the 
sale of Salvia divinorum itself? 

A3 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, S. divinorum. When S. divinorum and salvinorin A are included in one of the 
Schedules to the CDSA, it will be illegal to possess, import, export, produce and distribute these 
substances in any form unless authorized by regulation. 



.. 

. .--- Q4-= What-wilt He-altlreanatladoifttfiDUsllfoaucfS·contafiiing SilTv[aaivinoriiino-ri. tile 
market? 

A4 - Once S. divinorum and salvinorin A are included in one of the Schedules to the CDSA, law 
enforcement will be able to take appropriate action in response to suspected illegal activities with 
these substances. 

In the interim, S. divinorum products that are not in compliance with the Natural Health 
Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q5 - a IS ificance of the adverse reaction reports that Health Canada has 
received with respect to of Salvia divinorum? 

A5 - Health Canada has received four d c a ion reports related to the use of 
Salvia divinorum as a halluc· ough the Canada Vigilance data a. umber of 
reports and the n 0 reactions reported are, however, not adequate to fully characterize the 
risk of s· . r reactions among the general population 

I/pressed on whether Health Canada has issued any kind o/warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health article on Salvia divinorum to help inform 
the general public about the risks associated with the use of this plant. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first carne to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 

and. 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 
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Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
• the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 

0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used S. divinorum; and 
• the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 

in 2009. 
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Re: Revised Salvia MLs and NOI ~ 
,Jocelyn Kula to: Stephanie Chandler 

This message has been replied to. 

2010-12-0912:13 AM 

thx Stephanie; try again tomorrow but if you have not heard anything by 12 noon, try calling Christine 
Roush (she is Nicole's manager) ... 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Chandler Hi Jocelyn, I have updated the Media Lines for ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-12-0804:08 PM 
Revised Salvia MLs and NOI 

2010-12-0B 04:08:46 PM 

I have updated the Media Line's for Salvia as requested. However, I haven't been able to get in touch with 
Nicole Prentice today with regards to having Cathy approve the MLs and NOI together. I'll let you know 
once I hear back from her. 

[attachment "Salvia Media Lines_Dec B.doc" deleted by Jocelyn Kula/HC-SC/GC/CA] [attachment 
"DRAFT Salvia NOI_Dec 8. wpd" deleted by Jocelyn Kula/HC-SC/GC/CA] 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Re: Salvia MLs-Revised ~ 
Nicole Prentice to: Stephanie Chandler 2010-12-0903:14 PM 
Cc Christine Roush, CSTD-OCS-DO, Denis Arsenault, Jocelyn Kula 

History: This message has been forwarded. 

Hi Stephanie, 

As promised, here are the MLs with a few changes from Christine and a question for policy to answer. If 
you have any questions, please let us know. 

When you send to CSTD DGO for approval, can you please cc Christine Roush and myself on the email. 
Once Cathy approves, we can discuss the next steps in the approval process (as discussed earlier, the 
media lines have about 10 more approvals after Catlhy). 

Thanks! 
Nicole 

rI~j 
~~ 

Salvia Media Lines_Dec 8_{revcr}.doc 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

Stephanie Chandler Hi Nicole, Here are the revised Salvia Media Li ... 2010-12-0901:05:47 PM 

From: Stephanie Chandler/HC-SC/GC/CA 
To: Nicole Prentice/HC-SC/GC/CA@HWC 
Cc: Christine Roush/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Denis 

ArsenaultlHC-SC/GC/CA@HWC, CSTD-OCS-DO 
Date: 2010-12-0901:05 PM 

Salvia MLs-Revised 

Hi Nicole, 

Here are the revised Salvia Media Lines, approved by the Director, OCS. 
[attachment "Salvia Media Lines_Dec B.doc" deleted by Nicole Prentice/HC-SC/GC/CA] 

As we discussed this morning, it would be appreciated if your group could review and approve the MLs 
and then return them to OCS. We will then forward them to the CSTD DGO for approval along with the 
Salvia NOI so that these documents can be reviewed by Cathy together. 
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Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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DRAFT Ii, 
.Qecelll,b~r 8, 2010 

Issue 

Media Lines 
Salvia divinorum 

further to ongoing media interest regarding the availability of Salvia divinorum inCanada.anA~ 
reports from scientific and media sources suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties"Health C,aI1<ldahas, 
concluded that Salvia divinorum and its main active ingredient salvinorin A should be included 
in one of the Schedules to the Controlled Drugs and Substances Act (CDSA). 

Key Messages: 
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Interested Parties (NOn in Canada Gazette, Part l. The NOr will provide stakeholders 
and other interested parties with the opportunity to provide comments on the proposal to 
regulate these substances as controlled substances., 

Supplementary Messages: 

• Canadians should not use products containing S. divinorum and/or salvinorin A because 
very little is known about these substance~ and~irpotential effects on the brain and/or 
body, and Jheir)ml'act onphysicaLaJ1~ mental functions. 

• 

Because of their hallucinogenic properties, products containing S. divinorum and/or 
salvinorin A meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing§'. divinorUlrland/or salvinorin A may be subject to 
compliance and enforcement action under the food and Drugs Act ... 

,Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions and thus, do not have to be regulated as controlled substances in any , 
of the countries (including Canada) that are signatories to these Conventions..,. 
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The move to include S. divinorum and salvinorin A in one of the Schedules to the CDSA 
is consistent with actions taken bYi'everalfountri(;!s(i\llstI<llia,Belgillm~l)eI1Jllark,_ 
Finland, Germany, Italy, Japan, South Korea, Spain and Sweden) that have also placed 
controls on the import and/or sale of Salvia divinorum and/or salvinorin A. It is also 
yonsistent with the fact tha\s()tnein~ividllallJ:~' states hliv~ itnpl~Illentt!dla\Vs_. 
restricting .their use, sale and/or distributi0l\., 

Questions and Answers: 

91 - Past media reports have indicated that Health Caillada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A l - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
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CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and salvinorin A against the 
aforementioned factors and proposes to include both substances in one of the Schedules to the 
CDSA. 

Ql.-JfJlealth Canada is awa .. e ofadverseeffects asso.:iated with the lise ()f$a/via 
divinorum, why isn't it illegal? 

{ Deleted: 1 
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products containing S. divinorum and/or salvinorin A without their being authorized by Health 
Canada prior to sale. 

.- - ~. - - - - - - . - - - - - - - - - -- --. - - .. - _ .. - " 
Ql-::- How canHealth Calladareglllate a PI'()duct.containingSalviadivinorum,lJut not the ... " 
sale of Salvia divinorum itself? 

AJ. - The Natural HealthProductsReglilations apply to finished natural health products thatare 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials,
such as the plant, Salvia divinorum. When S. divinorum and salvinorin A are included in one of 
the Schedules to the CDSA, it will be illegal to possess, import, export, produce and distribute 
these substances in any form unless authorized by regulation. 
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Q!- What will Health Canalla do if it finds _ products twnta_ining Salvla divinorum on the 
market? 

A"I;.-Once S Jivino.ruf11 ~~d salvi~()ri~ A are include_duillon_e_ofthe Schedult::s to the CD~A,I(l\N_ 
enforcement will be able to take appropriate action in response to suspected illegal activities with 
these substance~ _ 

In the interim, S .. divinorum products that are not in compliance with the Natural Health_ 
Products Regulations may be subject to compliance and e:nforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

, 
Q~- What is the significance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

A~ -:- Health Canada has received four domestic adverse reaction reports related to the use of _ 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

/fpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health ,a.rticle on Salvia divinorum to hel" inform 
the general public about the risks associated with the usel;fthisplan~------m--umu------ m __ uum __ ~ 

~ - . - - - - - - - . - - - - - - - - -, ~ 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are aliso often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first <came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
5.0% of students 15 years of age reported using Salvia divinorum in the past year. 
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Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lift:time (0.2% in the past year); and 
the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
5.4% of students (grades 7-12) ever used S. divinorum; and 
the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 
in 2009. 

Prepared by: .st(!phanie.C;:l1an.dl~r and.DeIlisArsenault,OCS,.CSTl) .. 

Input by: Lisa Mackay IYHlPACCB, Suzanne Desjardins HECSB/ODARS, Hanan 
Abramovici HECSB/ODARS, Bruna Brands HECSB/ODARS, Jocelyn Kula, HECSB/OCS, 
Robin Maries HPFBINHPD, Maggie Graham HPFBINHPD, Stephanie Collins HPFBINHPD, 
Mano Murty HPFB/MHPD, Robert Leitch HPFBIMHPD, Shahid Perwaiz HPFB/MHPD, Collin 
Pinto, HPFBIHPFBI 

Approved by: 

I f 

Robin Maries, Director, Bureau of Clinical Trials, NHPD (pending) 
Lindsay Blaney, Director, Policy and Regulatory Affairs, NHPD (pending) 
Due Vu, Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, MHPD (pending) 
Kim Dayman-Rutkas, Director, HPFBI (pending) 
Diane Allan, Director, OCS, CSTD, HECS (approved, Sept 29, 201O)HHHH.HH 
Suzanne Desjardins, Director, ODARS, CSTD, HECS approved, Sept 30, 20 IOJH H 
Cathy Sabiston, DG, CSTD, HECS (pending) 
Chris Turner, DG, MHPD (pending) 
Nancy Richards, DG, NHPD (pending) 
Diana Dowthwaite, DG, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Jean Tessier, Senior Media Relations, PACCB (pending) 
Warren Braun, Director, Strategic Communications, PACCB (pending) 
Peter Yendall, Director, Public Affairs, PACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 
Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, PACCB (pending) 
DMO (pending) 
MO (pending) 
PCO (pending) 
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Page 1: [1] Deleted STCHANDL 2010-11-26 2:35:00 PM 

Because of their hallucinogenic properties, products containing S. divinorum 
and/or salvinorin A meet the definition of a natural health product (NHP) under 
the Natural Health Products Regulations and the definition of a drug under the 
Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action under the Food and Drugs Act. 

Page 1: [2] Deleted STCHANDL 2010-11-262:27:00 PM 

Salvia divinorum as a controlled substance: 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). 
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Re: Fw: Updated Media Lines and Draft Notice of Intent for Salvia G3l 
Nicole Prentice to: Stephanie Chandler 2010-12-1009:21 AM 
Cc: Christine Roush, Jocelyn Kula 

History: This message has been replied to. 

Thanks. 

Please advise us when Cathy approves and provide us her feedback. 

Have a good weekend. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
n§glementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

Stephanie Chandler Hi Nicole and Christine, Sorry you weren't cc'e ... 2010-12-1009:07:59 AM 

From: Stephanie Chandler/HC-SC/GC/CA 
To: 
Cc: 

Christine Roush/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Date: 2010-12-10 09:07 AM 
Subject: Fw: Updated Media Lines and Draft Notice of Intent for Salvia 

Hi Nicole and Christine, 

Sorry you weren't cc'ed on this ... but the Salvia MLs and NOI have gone to DGO. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction gemerale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-10 09:04 AM ----

From: 
To: 

Jocelyn Kula/HC-SC/GC/CA 
stephanie.szick@hc-sc.gc.ca 

Cc: 
Date: 

CSTD-DGO; Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-12-0906:19 PM 
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DRAFT 14 
December .lQ, .. 2010 . { Deleted: 9 

Issue 

Media Lines 
Salvia divinorum 

Further to ongoing media interest regarding the availability of Salvia divinorum in Canada and 
reports from scientific and media sources suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties, Health Canada has ~ 
concluded that Salvia divinorum and its main active ingredient salvinorin A should be inelttoed"" 
~f1:e of the Seheettles to tM Controlled Drugs and Substances Act (CDSA1 6~ ~ €' S"~ 

Key Messages: cL.. -g ~~ / 
Health Canada h d is 
proposing to include b substances in one of the Schedules to the CDSA. 

The inclusion of S. divinorum and salvinorin A in one of the Schedules to the CDSA will 
reduce the potential health and safety risks associated with their ready availability and 

potential abuse. ~I!~'J a.~ ".,/e{ J:., ~~ 
Health Canada will inform stakeholders of its decision by publishing a Notice to ' 
Interested Parties (NOI) in Canada Gazette, Part I. The NOI will provide stakeholders ,. ~~ 
and other interested parties with the opportunity to provide comments on the proposal to ~_ T 

regulate these substances as controlled substances. L ~ vJ'. J ~ '-R~ 

Supplementary Messages: ~~u":Z Q::;Jv-- \ J-

Canadians should not use products containing S. divinorum and/or salvinorin A because 
very little is known about these substances and their potential effects on the brain and/or 
body, and their impact on physical and mental functions. 

Because of their hallucinogenic properties, products containing S. divinorum and/or 
salvinorin A meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action under the Food and Drugs Act. 

Neither S. divinorum nor salvinorin A are listed under the United Nations Drug Control 
Conventions and thus, do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are signatories to these Conventions. 

1 
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The move to include S. divinorum and salvinorin A in one of the Schedules to the CDSA: 
is consistent with actions taken by several countries (Australia, Belgium, Denmark, 
Finland, Germany, Italy, Japan, South Korea, Spain and Sweden) that have also place 
controls on the import and/or sale of S. divinorum and/or salvin orin A. It is also 
consistent with the fact that some individual U.S. states have implemented laws 
restricting their use, sale and/or distribution. 

Questions and Answers: 

Ql - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

Al - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
Chemical and phannacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and salvinorin A against the I , 
aforementioned factors and proposes to include both substances in one of the Schedules to the 
CDSA. 

Q2 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

A2 - Health Canada intends to include S. divinorum and salvinorin A under one of the Schedules 
to the CDSA. In the interim, as S. divinorum meets the defmition of a Natural Health Product 
(NHP) under the Natural Health Product Regulations, it is illegal to manufacture, sell or provide 
products containing S. divinorum and/or salvin orin A without their being authorized by Health 
Canada prior to sale. 

Q3 - How can Health Canada regulate a product containing Salvia divinorum, but not the 
sale of Salvia divinorum itself? 

A3 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, S. divinorum. When S. divinorum and salvinorin A are included in one of the 
Schedules to the CDSA, it will be illegal to possess, import, export, produce and distribute these 
substances in any form unless authorized by regulation. 
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Q4 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A4 - Once S. divinorum and salvinorin A are included in one of the Schedules to the CDSA, law 
enforcement will be able to take appropriate action in response to suspected illegal activities with 
these substances. 

In the interim, S. divinorum products that are not in compliance with the Natural Health 
Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q5 - What is the significance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

A5 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

/fpressed on whether Health Canada has issued any kind o/warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health article for the departmental web site about 
~a!v!,,- f!ivJn~o,"-l!!'Ito~ ~h~lp~ i~rC?~th.~ ~g~~l1~~~~~~l'uW~ ~a~o.ut~ tlle~ ~ri~s~s ~ a~~~o.~~ia!e~d~ \\lith tll~ ~use o.f this .' ~ ~. ~ {~D_e_le_ted_: _OR _____ ___ 

plant. 

Background 

Sa/via divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Sa/via divinorum as a psychotropic agent ftrst came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Sa/via divinorum in the past year; 
and. 
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5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
5.4% of students (grades 7-12) ever used S. divinorum; and 
the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 
in 2009. 

Prepared by: Stephanie Chandler and Denis Arsenault, OCS, CSTD 

Input by: Lisa Mackay IYHlPACCB, Suzanne Desjardins HECSB/ODARS, Hanan 
Abramovici HECSB/ODARS, Bruna Brands HECSB/ODARS, Jocelyn Kula, HECSB/OCS, 
Robin MarIes HPFBINHPD, Maggie Graham HPFBINHPD, Stephanie Collins HPFBINHPD, 
Mano Murty HPFBIMHPD, Robert Leitch HPFBIMHPD, Shahid Perwaiz HPFB/MHPD, Collin 
Pinto, HPFB/HPFBI 

Approved by: 
Robin Maries, Director, Bureau of Clinical Trials, NHPD (pending) 
Lindsay Blaney, Director, Policy and Regulatory Affairs, NHPD (pending) 
Due Vu, Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, MHPD (pending) 
Kim Dayman-Rutkas, Director, HPFBI (pending) 
Diane Allan, Director, OCS, csm, HECS (approved, Sept 29, 2010) 
Suzanne Desjardins, Director, ODARS, CSTD, HECS approved, Sept 30, 2010) 
Cathy Sabiston, DG, csm, HECS (pending) 
Chris Turner, DG, MHPD (pending) 
Nancy Richards, DG, NHPD (pending) 
Diana Dowthwaite, DG, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Jean Tessier, Senior Media Relations, PACCB (pending) 
Warren Braun, Director, Strategic Communications, PACCB (pending) 
Peter Yendall, Director, Public Affairs, PACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 
Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, PACCB (pending) 
DMO (pending) 
MO (pending) 
PCO (pending) 
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Re: Updated Media Lines and Draft Notice of Intent for Salvia 
Stephanie Szick to: Jocelyn Kula 

"Denis Arsenault", "Stephanie Chandler" 

ha, ha ... my I figured as much but like to ask to be sure! 

Ql 
2010-12-1008:01 AM 

I see Cathy is to sign off yes, but I expect others up the line will at 
least want to see it before it goes to CG1 .... and yes, for the Outlook 
table but once we have a sense of timing. 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Stephanie Szick/HC-SC/GC/CA@HWC 
Cc: "Stephanie Chandler" cstephanie.chandler@hc-sc.gc.ca>, "Denis 
Arsenault" cdenis.arsenault@hc-sc.gc.ca> 
Date: 12/10/2010 07:57 AM 
Subject: Re: Updated Media Lines and Draft Notice of Intent for 
Salvia 

NOI gets published in CG I (weren't you just at the PPR on scheduling 
process?! Lol) and yes, DG sign off is typical. If it needs higher 
approval, that's fine (and yes we would put in docket and do 3 month 
report etc) but we need to know if that is required. In any case, don't 
see that anyone other than Cathy's name would be on it. 

JK 
Sent by blackberry 

Jocelyn Kula 
A/ Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances control lees 

Original Message 
From: Stephanie Szick 
Sent: 2010-12-10 07:26 AM EST 
To: Jocelyn Kula 
Cc: CSTD-DGOj Denis Arsenaultj Stephanie Chandler 
Subject: Re: Updated Media Lines and Draft Notice of Intent for Salvia 

Thanks Jocelyn 
will have a look this morning and pass on to Cathy for her approval. 

please refresh my memory -- the NOI is posted publicly where? I expect 
this will need to go up the line given the subject matter -- is this the 
standard process however -- i.e. beyond DG approval for the NOI to be 
posted? 

Thanks, 

Stephanie Szick 
Director General's Office / Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) / 
Direction des substances controlees et de la lutte au tabagisme (DSCLT) 
Health Canada / Sante Canada 
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Tel / Tt§l: (613) 948-8651 

From: Jocelyn Kula/HC-SC/GC/CA 
To: stephanie.szick@hc-sc.gc.ca 
Cc: CSTD-DGO, Stephanie Chandler/HC-SC/GC/CA@HWC, Denis 
Arsenault/HC-SC/GC/CA@HWC 
Date: 12/09/2010 06:19 PM 
Subject: Updated Media Lines and Draft Notice of Intent for Salvia 

Hi Stephanie, 

Per previous instruction from Cathy and for Cathy's review and approval, 
please find attached a copy of the revised media lines for Salvia as well 
as our proposed Notice of Intent. We have worked with Comms on the media 
lines, and they are comfortable with us submitting them for Cathy's 
approval ourselves as we know that Cathy wanted to see both the media 
lines and the draft NOI at the same time. For this reason, we are not 
submitting the IYH for approval at this point; our thinking is that we 
would hold off on issuing that until the NOI was in print. We have 
already revised the text to be consistent however. 

[attachment "Salvia Media Lines_Dec 9_0CS + CR. doc" deleted by Stephanie 
Szick/HC-SC/GC/CA] (with track changes) 

[attachment "Salvia Media Lines Dec 9 Clean. doc" deleted by Stephanie 
Szick/HC-SC/GC/CA] (clean version) 

[attachment "DRAFT Salvia NOI Dec 8.wpd" deleted by Stephanie 
Szick/HC-SC/GC/CA] 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr6lees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la 
sante environnementale et de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (6l3) 946-4224 
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DRAFT 11, . 
Rece.mb~r9-, 2010 

Issue 

Media Lines 
Salvia divinorum 

further .tt? ollgoingInedia interest regarding the avail<lbiIity ()fSalvia diviy/o,.llm inCanad~J;l;nd .• _ 
reports from scientific and media sources suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties~HeaIth <::.al1~d<l.has .. 
concluded that Salvia divinorum and its main active ingredient salvinorin A should be included 
in one of the Schedules to the Controlled Drugs and Substances Act (CDSA). 

Key Messages: 

p .J-feal~ Ca!lad<i has concltlded its<lsse~.sInent oJJ. t:iivillorllman<isalvil1o~il1 ,~. ancl is .. +.' 
proposing to include both substances in one of the Schedules to the CDSA. 

rhe inclusion of S. divinorum and salvinorin A in one of the Schedules to the CDSA will +, 
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1~~.u~~.~h~.J?()tenti,dhealth<lnd safety r!s~s <lsso(;iated \Vith.their readxav<lilabilityan~p " .... Deleted: proposing that S, 
divinornm and salvinorin A be potential abuse .•. _ 

Health Canada wi1Ijl1!~~.s!~~.eht?ld~~~.()(its.~~~.i~.i.t?_~_~:(..l?l!~!i.~h!n.g.JlJ:!~~iq~ • .t~ . .... _ 
Interested Parties (NOn in Canada Gazette. Part I. The NOI will provide stakeholders 
and other interested parties with the opportunity to provide comments on the proposal to 
r.egulate these substances as controlled substances. 

Supplementary Messages: 

• Canadians should not use products containing S. divinorum and/or salvinorin A because 
very little is known about these substance~ and,theirp()tential effects on the brain and/or 
body, andJheiritnl'act on physical and ll1ental functions. 

I • Because of their hallucinogenic properties, products containing§: divinorum and/or 
salvinorin A meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing§. divinorumand/or salvinorin A may be subject to _ 
compliance and enforcement action under the Food and Drugs Act .. 

,Neither S.~divinorum nor salvinorin A are listed under the United Nations Drug Control 
Conventions and thus, do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are signatories to these Conventions~ 
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• [he move to include S divinorum and salvinorin A in one of the Schedules to the CDSA 
is consistent with actions taken by.?-e\ieral.countries{Australia,.Belgiufl1? I?enmar~nn __ .. 
Finland, Gennany, Italy, Japan, South Korea, Spain and Sweden) that have also placed 
controls on the import and/or sale of S.divinoru111 and/orsalvitlorinA- Itisalso. . ........ . 
consistent with the fact thatsoITleindividuaIU.~.statt!sha.vt! iInpleITlentt!dJa.ws 
restricting Jht!ir .u.se, s~le and/ordistributiof\".. 

Questions and Answers: 

01 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorllm as a controlled substance. What does that involve and what 
stage is it at? 

A I - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S divinorum and salvinorin A against the 
aforementioned factors and proposes to include both substances in one of the Schedules to the 
CDSA. 

Q1-:- If Health Canada is aware ()fadverse. effects associate(Jwith the use of ~alvia 
divinorum, why isn't it illegal? 
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(NHP} under the Natural Health Product Regulations, it is illegal to manufacture, sell or provide ".{ Deleted: n 

products containing S. divinorum and/or salvinorin A without their being authorized by Health ~--------

Canada prior to sale. . - - ----
QJ.-H()w can Health Canada regulate a productcontainingSalviadivinorum! but not the 
sale of Salvia divinorum itself? 

Al- The NaturalHealth Products Re811lations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, S,.divinorum.';VhenS:<iivi!/()rul11al1~salvinorinA are included in one of the 
Schedules to the CDSA, it will be illegal to possess, import, export, produce and distribute these 
substances in any fOlm unless authorized by regulation. 
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Q:!'-: WhatwiU lieai1t_h Canadai do if it finds P .. O(Jucts_(!ontaining Salvia tiivinoru", 011 the _ 
market? 

Ai - OnceS.divin!)r1Jtna/1d_salvinor!n"~<lreil1<:Iude.d in()n_eofthe Schedules t{)th_e ~D~A,law 
entorcement will be able to take appropriate action in response to suspected illegal activities with 
these substances . . -

In the interim, S."divinorum products that are not in cOlllPliance with thtlNatural Health 
Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

, -

Q~- What is thtlsignificallce of the adverse .. eaction reports that HtlalthCanada has 
received with respect to the use of Salvia divinorum? 

A~-:- Health Canada has received four domestic adverse reaction reports related to the llse of 
Salvia divinorum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general popUlation 

/fpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health,ilrticle on Salvia divinorum to hell' inform 
the general public about the risks associated with the use-o{thlsplan~-_umu __ m_u __ -_u_mm_~. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7- I 0) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
5.0% of students 15 years of age reported using Salvia divinorum in the past year. 
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Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 

the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAM H) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
5.4% of students (grades 7-12) ever used S. divinorum; and 
the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 
in 2009. 
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Because of their hallucinogenic properties, products containing S. divino rum 
and/or salvinorin A meet the definition of a natural health product (NHP) under 
the Natural Health Products Regulations and the definition of a drug under the 
Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action under the Food and Drugs Act. 

Page 1: [2] Deleted STCHANDL 2010-11-26 2:27:00 PM 

Salvia divinorum as a controlled substance: 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). 
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DRAFTV.4 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide preliminary 
comments on Health Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its 
active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA), and to identify themselves for inclusion in any future consultation. 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are generally 
chewed or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-bodyexperiences, unconsciousness and short-term 
memory loss. The effects, which vary from person to person, are also often described as 
unpleasant. Neither S. divinorum nor salvinorin A are currently included in any of the Schedules 
to the CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use 
of S. divinorum as a "legal" alternative to street drugs. As S. divino rum and salvinorin A are 
pharmacologically similar to other substances included in Schedule III to the CDSA, such as 
LSD and psilocybin, Health Canada is concerned that their ready availability poses a risk to the 
health and safety of Canadians. 

While these substances are not currently included in any of the United Nations Drug Control 
Conventions, a number of countries have chosen to regulate one or both as controlled 
substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South Korea, Spain 
and Sweden have all placed controls on the import and/or sale of S. divinorum and/or salvinorin 
A. Some individual American states have also implemented laws restricting its use, sale and/or 
distribution. 

Placing these substances within Schedule III to the CDSA would prohibit the following activities 
with these substances unless authorized by regulation: possession, trafficking, possession for the 
purpose of trafficking, importation, exportation, possession for the purpose of exportation, and 
production (or cultivation). 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for a legitimate medical, scientific or industrial purpose, Health Canada is seeking 
information from stakeholders on whether there are any such legitimate uses for these 
aforementioned substances in Canada. Information received in response to this notice will be 
instrumental in determining appropriate regulation under the CDSA, as required. 
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The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments following prepublication of the scheduling proposal in 
Canada Gazette, Part 1. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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DRAFT 14 
December 9,2010 

Issue 

Media Lines 
Salviadivinorum 

Further to ongoing media interest regarding the availability of Salvia divinorum in Canada and 
reports from scientific and media sources suggesting that Salvia divino rum is being used by 
adolescents and young adults specifically for its hallucinogenic properties, Health Canada has 
concluded that Salvia divinorum and its main active ingredient salvinorin A should be included 
in one of the Schedules to the Controlled Drugs and Substances Act (CDSA). 

Key Messages: 

• Health Canada has concluded its assessment of S. divinorum and salvinorin A and is 
proposing to include both substances in one of the Schedules to the CDSA. 

• The inclusion of S. divinorum and salvinorin A in one of the Schedules to the CDSA will 
reduce the potential health and safety risks associated with their ready availability and 
potential abuse. 

• Health Canada will inform stakeholders of its decision by publishing a Notice to 
Interested Parties (NOI) in Canada Gazette, Part I. The NOI will provide stakeholders 
and other interested parties with the opportunity to provide comments on the proposal to . 
regulate these substances as controlled substances. 

Supplementary Messages: 

• Canadians should not use products containing S. divinorum andlor salvinorin A because 
very little is known about these substances and their potential effects on the brain andlor 
body, and their impact on physical and mental functions. 

• Because of their hallucinogenic properties, products containing S. divinorum and/or 
salvinorin A meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

• It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing S. divinorum andlor salvinorin A may be subject to 
compliance and enforcement action under the Food and Drugs Act. 

• Neither S. divinorum nor salvinorin A are listed under the United Nations Drug Control 
Conventions and thus, do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are signatories to these Conventions. 
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• The move to include S. divinorum and salvinorin A in one of the Schedules to the CDSA 
is consistent with actions taken by several countries (Australia, Belgium, Denmark, 
Finland, Germany, Italy, Japan, South Korea, Spain and Sweden) that have also placed 
controls on the import and/or sale of S. divinorum and/or salvinorin A. It is also 
consistent with the fact that some individual U.S. states have implemented laws 
restricting their use, sale and/or distribution. 

Questions and Answers: 

Ql - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

Al - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
• International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divino rum and salvinorin A against the 
aforementioned factors and proposes to include both substances in one of the Schedules to the 
CDSA. 

Q2 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

A2 - Health Canada intends to include S. divino rum and salvinorin A under one of the Schedules 
to the CDSA. In the interim, as S. divinorum meets the defInition of a Natural Health Product 
(NHP) under the Natural Health Product Regulations, it is illegal to manufacture, sell or provide 
products containing S. divinorum and/or salvinorin A without their being authorized by Health 
Canada prior to sale. 

Q3 - How can Health Canada regulate a product containing Salvia divinorum, but not the 
sale of Salvia divinorum itself? 

A3 - The Natural Health Products Regulations apply to finished natural health products that are 
packaged, labelled and ready to be marketed to consumers. They do not apply to raw materials, 
such as the plant, S. divinorum. When S. divinorum and salvinorin A are included in one of the 
Schedules to the CDSA, it will be illegal to possess, import, export, produce and distribute these 
substances in any form unless authorized by regulation. 
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Q4 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A4 - Once S. divinorum and salvinorin A are included in one of the Schedules to the CDSA, law 
enforcement will be able to take appropriate action in response to suspected illegal activities with 
these substances. 

In the interim, S. divinorum products that are not in compliance with the Natural Health 
Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum andlor salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Q5 - What is the significance of the adverse reaction reports that Health Canada has 
received with respect to the use of Salvia divinorum? 

A5 - Health Canada has received four domestic adverse reaction reports related to the use of 
Salvia divino rum as a hallucinogen through the Canada Vigilance database. The number of 
reports and the nature of reactions reported are, however, not adequate to fully characterize the 
risk of similar reactions among the general population 

Ifpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It' s Your Health article on Salvia divinorum to help inform 
the general public about the risks associated with the use of this plant. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 

and. 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 
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Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
• the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 

0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4% of students (grades 7-12) used Salvia divino rum in the past year; 
• 5.4% of students (grades 7-12) ever used S. divinorum; and 
• the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 

in 2009. 
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1. Introduction 

ABSTRACT 

Salvin orin A is a potent. selective nonnitrogenous kappa opioid agonist and the known psychoactive 
constituent of Salvia divinorum. a member of the mint family that has been used for centuries by Maza
tec shamans of Mexico for divination and spiritual healing. S. divinorum has over the last several years 
gained increased popularity as a recreational drug. This is a double-blind. placebo controlled study of 
salvinorin A in 4 psychologically and physically healthy hallucinogen-using adults. Across sessions. par
ticipants inhaled 16 ascending doses of salvinorin A and 4 intermixed placebo doses under comfortable 
and supportive conditions. Doses ranged from 0.375 fLg/kg to 21 fLg/kg. Subject-rated drug strength was 
assessed every 2 min for 60 min after inhalation. Orderly time- and dose-related effects were observed. 
Drug strength ratings peaked at 2 min (first time point) and definite subjective effects were no longer 
present at approximately 20 min after inhalation. Dose-related increases were observed on question
naire measures of mystical-type experience (Mysticism Scale) and subjective effects associated with 
classic serotonergic (5-HT2A) hallucinogens (Hallucinogen Rating Scale). Salvinorin A did not significantly 
increase heart rate or blood pressure. Participant narratives indicated intense experiences characterized 
by disruptions in vestibular and interoceptive signals (e.g .. change in spatial orientation. pressure on the 
body) and unusual and sometimes recurring themes across sessions such as revisiting childhood mem
ories. cartoon-like imagery. and contact with entities. Under these prepared and supportive conditions. 
salvinorin A occasioned a unique profile of subjective effects having similarities to classic hallucinogens. 
including mystical-type effects. 

© 2010 Elsevier Ireland Ltd. All rights reserved. 

Shamans of the Mazatec people of Oaxaca. Mexico have used 
Salvia divinorum. a member of the mint family. for at least cen
turies in ethnomedical practices including divination and spiritual 
healing (Valdes. 1994; Ott. 1995.1996; Siebert. 1994). S. divinorum 
contains the known psychoactive constituent salvinorin A. which 
is a neoclerodane diterpene and a potent nonnitrogenous kappa 
opioid agonist with no activity at the 5-HT2A serotonin receptor. 
the principal site of activity of classic hallucinogens such as LSD. 
psilocybin. dimethyltryptamine. and mescaline (Roth et al.. 2002; 
Prisinzano. 2005). Studies in monkeys show salvinorin A produces 
discriminative stimulus effects similar to other high efficacy kappa 
agonists (Butelman et al.. 2004). A kappa-like profile of antinocicep
tive and behavioral effects has also been demonstrated in rodents 

(Fantegrossi et al.. 2005; Wang et al.. 2005; Zhang et al.. 2005; 
McCurdy et al.. 2006; Carlezon et al.. 2006). Nonhuman research 
with salvinorin A has shown mixed results regarding abuse poten
tial. Evidence suggestive of no or low abuse potential includes 
research showing salvinorin A to elevate thresholds for intracranial 
stimulation and decrease extracellular dopamine concentrations in 
the nucleus accumbens in rats (Carlezon et al.. 2006). and produce 
conditioned place aversion in mice (Zhang et al.. 2005). Evidence 
suggestive of abuse potential are recent findings demonstrating 
intracerebroventricular salvinorin A self-administration and con
ditioned place preference in mice at relatively low doses (Braida 
et al.. 2008). 

Although the ethnomedical use ofS. divinorum by shamans dates 
back at least for hundreds of years. an understanding of the psy
choactive effects of salvinorin A by American and European drug 
users dates back only about 15 years (Siebert. 1994; Ott. 1995). In 
traditional Mexican use. the leaves of S. divinorum are chewed or 
made into an infusion and swallowed (Valdes. 1994; Siebert. 1994; 
Ott, 1995). Outside the Mazatec. drug users typically inhale the drug 
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via smoking or, less frequently, via volatilization, although buccal 
administration also occurs (Baggott et aI., 2004; Gonzalez et aI., 
2006). Internet vendors and "head shops" sell S. divinorum plants, 
dried leaves, leaf extracts with increased salvinorin A concentra
tions (for smoking), and tinctures (for buccal administration). As 
of 2006 at least 1.8 million people age 12 or older have used the 
drug in the United States (Office of Applied Studies, 2007), and 
the prevalence is likely higher now. Survey research suggests that 
effects are brief and that users claim positive after-effects such as 
increased insight and improved mood (Baggott et aI., 2010). One 
study found high scores on a measure of state anxiety when ask
ing participants to retrospectively evaluate their last use (Gonzalez 
et aI., 2006). During a recent 10-year period, the California Poison 
Control System received 37 telephone calls concerning S. divinorum 
exposures with reported neurologic, cardiovascular, and gastroin
testinal effects (Vohra et aI., 2009). Three cases reported that S. 
divinorum use was associated with an extended psychotic-type 
reaction, although concurrent other drug use (Singh, 2007), sus
pected schizophrenic predisposition (Przekop and Lee, 2009), and 
injuries secondary to medical treatment (Paulzen and Gri.inder, 
2008) have complicated interpretation of these cases. Possession 
or use of S. divinorum is currently illegal in 13 nations and 15 states 
within the United States, and additional nations and states have 
implemented lesser forms of control. 

Given the wide availability, continued popular use, and 
legal controversy, information is needed regarding the human 
psychopharmacology of salvinorin A. In addition to providing infor
mation about this novel drug, studying the effects salvinorin A 
may assist in identifying new opioid receptor modulators that 
may have therapeutic applications in certain psychiatric disorders 
(e.g., Alzheimer'S disease, schizophrenia, bipolar disorder, cocaine 
abuse) and in the treatmentofpain (Mello and Negus, 2000; Sheffler 
and Roth, 2003; Kivell and Prisinzano, 2010). This is a report of 
preliminary findings of basic physiological. behavioral and subjec
tive effects of inhaled salvinorin A across a range of doses, from 
sub-threshold to high, delivered under comfortable and interper
sonally supportive conditions to healthy participants who reported 
histories of hallucinogen use. 

2. Methods 

2.1. Participants 

Participants were recruited from the Baltimore. MD area through flyers and ads 
in local newspapers. After a phone screen confirmed basic inclusion criteria (age. 
high-schoo I-level education. and prior hallucinogen use). volunteers came to the 
laboratory for in-person screening. A social worker (who was trained by psychome
tricians and had a psychiatrist and clinical psychologist available for consultation) 
conducted a structured clinical interview to exclude individuals with a current or 
past history of meeting DSM-IV criteria for schizophrenia; psychotic disorder (unless 
substance-induced or due to a medical condition); bipolar·1 or II disorder; alcohol 
or drug dependence (excluding caffeine and nicotine) for the last 5 years; severe 
major depression; dissociative disorder; and other psychiatric conditions judged to 
be incompatible with establishment of rapport or safe exposure to hallucinogens. 
Participants were excluded who reported having a first or second degree relative 
with schizophrenia. psychotic disorder (unless substance induced or due to a medi
cal condition). or bipolar I or II disorder. Medical evaluation included a physical exam 
conducted by a nurse practitioner. an ECG evaluated by a physician, and a physician 
evaluation of blood sample analyses that included a complete blood count with 
differential and a chemistry panel including electrolytes. glucose. urea. creatinine. 
uric acid. liver profile. total cholesterol. and triglycerides. Additional screening vis
its assessed general motivation for participation and established trust and rapport 
with the study staff. Participants agreed to refrain from using S. divinorum or illicit 
drugs during the course of the study. 

Four participants (M = 29.5 years old, range ~ 23-35 years old; 2 females) passed 
screening and completed all drug sessions and data collection (Note: One additional 
individual participated in pilot sessions to develop and refine the inhalation proce
dure; these data are not included in the reported analyses). Participant bodyweights 
were 58.5, 74.6. 64.4. and 67.1 kg for the two males and rwo females. respectively. 
Participants had at least a high-school level of education (M = 15 years, range. 14-16 
years) and reported using S. divinorum at least once in the past five years (M= 16 
uses. range-2-40 uses). Participants were compensated $50 per session (plus a 

bonus of S50 per session upon completion of data collection). Participations were 
also motivated by their reported interest in spirituality and/or altered states of con
sciousness. Transportation to and from the study site (via taXi) was provided for all 
participants. The Institutional Review Board of the Johns Hopkins University School 
of Medicine approved the study. and all participants gave their informed consent 
before participation. 

2.2. Drug preparation and delivery device 

Salvinorin A was isolated from S. divinorum leaves and shown to be 99.5% pure 
by HPLC. Because weighing the very small doses of salvinorin A required for this 
study is difficult. a larger quantity waS weighed on an analytical balance and then 
dissolved in a measured volume of HPLC grade acetone. After filtering through a 
sterilized. acetone-approved 0.2 .... m filter (Millex-LG Filter Unit. Millipore Corpora
tion. Billerica. MA). 1 ml of solution was placed into a 5 ml round bottom chemistry 
flask and allowed to evaporate, leaving the dose of salvinorin A as a residue on the 
interior surface of the flask. Before the session. the flask was attached to the bot
tom of a chemistry vacuum adapter by ground glass tapered jOint and secured by a 
metal Keck clip. A vinyl tube (23 em long. 6.35 mm inside diameter) was connected 
to the vacuum line of the adapter for inhalation. The tubing was replaced berween 
participants but was not replaced for different sessions for the same participant. The 
resulting "pipe" was held stable by a ring stand clamp during administration. and 
the tube extended through a hole in a room divider toward the partiCipant's sitting 
area. 

2.3. Drug administration 

Sixteen doses of salvinorin A were administered in an ascending order. Although 
it is unknown whether salvinorin A effects are bodyweight dependent. doses in this 
study were adjusted for participant bodyweight based on knowledge that some but 
not all psychoactive drug effects are bodyweight dependent. The lowest dose in the 
sequence was 0.375 .... g/kg of bodyweight and subsequent doses were 0.75 .... g/kg. 
1.5 .... g/kg. and thereafter increased by an increment of 1.5 .... g/kg until the maximum 
dose of 21 .... g/kg was reached. Four placebo doses were inserted in the ascend
ing sequence of salvinorin A doses such that each consecutive block of 5 sessions 
included 1 placebo. The position of the single placebo within each block of 5 ses
sions was determined randomly for each volunteer. Participants were told that on 
any session they may receive a dose of salvinorin A or placebo but were not told 
about the ascending design or frequency of placebos. 

For each session the round-bottom flask was heated from underneath with 
a butane microtorch with approximate flame temperature of 1700"C (model 
5T200T, Bernzomatic. Huntersville. NC). Although the boiling point and combustion 
temperature of salvinorin A have not been empirically determined. the flame 
temperature was assumed to be sufficient to heat the salvinorin A on the interior of 
the flask to its boiling point during the decreased air pressure created by inhalation. 
without substantial combustion of salvinorin A. The microtorch was adjusted so 
that the flame was approximately 1.5 cm in length. and the tip of the flame was held 
in contact with the round-bottom flask. Using these procedures. inhalation of un
volatilized drug was unlikely because the salvinorin A residue left upon evaporation 
of acetone appeared strongly attached to the interior of the flask. and in tests with 
various rates of mechanical airflow (simulated inhalation) without heat. salvinorin 
A was observed to remain undisturbed. Tests with mechanical airflow and the 
application of the microtorch showed the method to result in the volatilization of 
salvinorin A with little scorching (small black marks presumably resulting from 
combustion). Seated in a comfortable reclining lounger. the participant inhaled 
slowly for 40 s while the flask was heated. followed by a verbally cued exhale. For 
placebo sessions. the same protocol was followed but no salvinorin A was in the 
flask. The unblinded session monitor who heated the flask was obscured from the 
participant's view (behind the divider). while the blinded staff member collected 
drug-strength ratings and all other pre- and post-session data from the participant. 

2.4. Drug sessions 

Each participant completed 20 sessions across several weeks (range= 8-14 
weeks). Participants typically completed 1-3 sessions per week with consecutive 
sessions separated by at least 1 day (range s 1 day to 4.5 weeks). 

Each meeting at the study site lasted approximately 2.5 h. Upon arrival. partici
pants provided an expired air sample that was required to indicate a blood alcohol 
concentration of 0.00% for the session to continue(Alco-Sensor IV. Intoximeters. Inc .• 
Saint Louis. MO).ln addition. abstinence from opioids. cocaine. and benzodiazepines 
was confirmed by urine test before each session (model MUI-PM. Medimpex United 
Inc" Bensalem. PAl. This urine test panel was selected because it can detect opioids 
such as oxycodone and buprenorphine with kappa opioid effects. Abstinence from 
hallucinogens (and other drugs not listed above) was not biologically confirmed. 
However. participants consented to have their urine tested for "various drugs" and 
were not informed about which drugs were included in the urine test. Female partic
ipants were required to provide a negative urine pregnancy test before each session 
(model HCG-001, Medimpex United Inc.. Bensalem, PAl. Also before drug admin
istration. participants briefly reviewed experiences from the last session with the 
study staff. During drug administration. participants were seated in a comfortable 
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semi-upright or reclined position and wore eyeshades for 3-5 min before and for 
10-30 min after drug administration. A relaxing instrumental music track (Steven 
Halpern, "Awakening", Music for Sound Healing, Inner Peace Music, 1999) was 
played throughout the session as a continuous loop. Approximately 1 h after drug 
administration participants completed several questionnaires and computer-based 
assessments (duration = 45-60 min). 

2.5. Measures 

2.5.1. Physiology. Blood pressure (systolic and diastolic using oscillometric method 
with the blood pressure cuff placed on the arm) and heart rate were monitored using 
a Non-Invasive Patient MonitorModeI507E(CriticareSystems, Waukesha, WI). Data 
were collected at baseline (for at least 5 min before drug administration) and every 
2 min during the 60 min following drug administration. 

2.5.2. Time course. Participants indicated overall drug strength using an 11-point 
scale (0 = definitely no effect; 1 or 2 = possible salvinorin A effects; 3-10 = definite 
salvinorin A effects with 10 representing "the strongest effect imaginable for salvi
norin A"). Participants were verbally cued to provide a rating of drug strength at 
baseline and every 2 min for 60 min after drug administration. In the case of missing 
reports (i.e., participant unresponsive during the first few minutes of drug effects), 
the value of '1 0' was imputed. 

2.5.3. Safety and tolerability. Although not reported by users in retrospective anal
yses (Baggott et a!., 2010; Gonzalez et al .. 2006), tremor has been observed in rhesus 
monkeys at a substantially higher dose (100 flog/kg) than our maximum dose (Butel
man, personal communication, 2006). The Fahn-Tolosa-Marin Tremor Rating Scale 
(TRS; fahn et a!., 1993) was used to classify resting and kinetic tremor severity on a 
5-point scale. At baseline and at 15 and 30 min after drug administration, the study 
staff visually assessed kinetiC tremor intensity as the participant bent both of his or 
her extended arms to touch middle finger to nose. Study staff also rated the mag
nitude of resting tremor during the time interval leading up to the assessments of 
kinetic tremor (i.e., 0-15 min, 15-30min) by closely observing the participant. 

To assess psychological effects that might warrant discontinuing future sessions, 
participants were asked at the end of each session "Would you absolutely refuse to 
receive the same or higher dose oftoday's drug in future sessions?" A "no" response 
was required to continue. In addition, study staff interviewed the participant before 
and after each session to determine how s/he felt about continuing to participate. 

2.5.4. Ent;l-of-session subject-rated effects. Shortly after the 60-min time point, par
ticipants were asked to retrospectively rate the strength of the peak drug effect 
during the session using the same 11-point scale used to assess the time course 
of drug effects. Because kappa opioid agonists, including salvin orin A, have been 
reported to induce dysphoric effects (Walsh et al., 2001; Gonzalez et a!., 2006), par
ticipants were asked to complete retrospective ratings of "drug liking" and "drug 
disliking" (2 questions; 0= neutral or no effect, 1 = like/dislike but not very much, 
2 = like/dislike somewhat, 3 = like/dislike quite a bit, 4 = like/dislike very much), and 
"good effects" and "bad effects" (2 questions; 0 = no good/bad effects at all, 1 = a little, 
2 = moderately, 3 = quite a bit, 4 = very much). 

Consistent with case reports and survey studies of S. divinorum users (Siebert, 
1994; Baggott et aI., 2010; Biicheler et aI., 2005; Gonzalez et aI., 2006) we hypoth
esized that salvinorin A would elicit subjective effects with substantial overlap 
with classic hallucinogens (e.g., psilocybin, LSD). We further hypothesized that, 
unlike orally administered psilocybin and LSD, volatilized and inhaled salvinorin A 
would have a time course profile more similar to intravenous dimethyltryptamine 
(Strassman et aI., 1994). In addition, because S. divinorum has been used by shamans 
for divination and "visionary effects" (Ott, 1995), we hypothesized that salvin orin 
A might elicit subject-rated mystical-type effects. We used two questionnaires to 
assess these effects. The Hallucinogen Rating Scale (HRS; 99 items) was designed 
to show sensitivity to dimethyltryptamine (Strassman et aI., 1994) and has also 
been shown sensitive to psilocybin (Griffiths et al .. 2006). It consists of six subscales 
assessing various aspects of hallucinogen effects: Intensity (effects related to the 
strength of the overall experience), Somaesthesia (interoceptive, visceral and tac
tile effects), Affect (emotional and affective responses), Perception (visual, auditory, 
gustatory, and olfactory effects), Cognition (alterations in thought processes or con
tent), and Volition (awareness of the environment and capacity to willfully control 
one's body). Most items are rated on a 5-pointscale (0 - not at all; 4 -extremely). The 
Mysticism Scale (32 items) was developed to assess primary mystical or spiritual 
experiences (Hood et aI., 2001) and has been shown to be sensitive to the effects 
of psilocybin (Griffiths et aI., 2006). Each item is rated on a 9-point scale (-4 -this 
description is extremely not true of my own experience; 0 -I cannot decide; +4· this 
description is extremely true of my own experience). Approximately 1 h after drug 
administration, participants completed the HRS and Mysticism Scale with reference 
to their experiences since receiving the inhaled drug. 

2.6. Analysis 

Subject-rated drug strength ratings collected throughout the time course were 
used to calculate, for individual participants, area underthe curve(AUC) values using 

the trapezoidal rule. Repeated measures analYSis of variance (ANOVA) with within
subjects factor of dose (17 dose levels including placebo) was used to examine dose
related changes in the subject-rated measures and physiology (peak heart rate and 
blood pressure). For each participant, drug strength ratings across the 4 placebo 
sessions were averaged to create a single placebo data point. Tukey's HSD tests 
were conducted to compare dose levels, with family-wise error rate maintained at 
a=.05. 

3. Results 

3.1. Time course of acute drug effects 

Orderly time- and dose-related effects were observed. Subject
rated drug strength peaked at 2 min (first time point) and then 
progressively decreased toward pre-inhalation levels, By 20 min 
after inhalation. mean ratings indicated only a "possible mild" effect 
(see Fig. lA). Two participants (1 male. 1 female) provided the max
imal rating of 10 at one or more time points during at least one 
session. Both male participants were unresponsive (scores imputed 
as 10) on at least one time point for at least one dose. Specifically. 
one was unresponsive at the 2 min time point in the 15. 16.5. 18. 
and 21 tJ.g/kg conditions and the 4min time point in the 21 tJ.g/kg 
condition. The other male was unresponsive at the 2 min time point 
in the 18 and 19.5 tJ.g/kg conditions. 

3.2. End-of-session retrospective self-reports 

The effect of dose on peak drug strength (end-of-session rat
ing) was significant (F(16,48) = 12.6. p<.OOl). and post-hoc tests 
confirmed that all but one dose in the range 4.5-21 tJ.g/kg were 
rated Significantly stronger than placebo (see Fig. 1B). Results 
were similar when conducted with AUC values for drug strength 
(F(16,48) =4.5. p<.OOl). However. likely due to inter-participant 
variability in duration of drug effects. post-hoc tests showed only 
the highest two doses were significantly stronger than placebo. 
End-of-day ratings of drug liking and good effects followed a sim
ilar dose-related pattern as ratings of overall drug strength. and 
the effect of dose was significant for both liking (F(16,48) = 7.5. 
p<.001) and good effects (F(16,48)=4.4. p<.001). Mean ratings 
of drug disliking and bad effects were low (Ms < 1) across all ses
sions. and there was no significant effect of dose for either measure 
(ps > .30). Mean ratings of the highest dose indicated generally posi
tive effects and a lack of dysphoric effects: liking M = 3 (range = 2-4); 
good effects M=2.25 (range = 1-4); disliking M=.5 (range=0-2); 
and bad effects M =.5 (range = 0-1). with only 1 participant indi
cating "disliked somewhat". There were significant effects of dose 
on all subscales of the HRS and on the M Scale (p < .05) (Table 1). 
Post-hoc tests showed significant increases (vs. placebo) on HRS
Intensity beginning at a dose of 4.5 tJ.gjkg. which is consistent with 
the pattern observed for drug strength (see Fig. 1B). The remain
ing HRS subscales were significantly greater than placebo only 
at the highest dose levels (Cognition. Affect. Somaesthesia. and 
Perception) or not at all (Volition). Scores on the M Scale were 
significantly greater than placebo at the three highest dose levels 
(Table 1). 

3.3. Safety and tolerability 

The effect of dose on blood pressure and heart rate were not 
significant (p > .05). indicating no dose-related change in these 
physiological measures (see Fig. 1 C). No resting or kinetic tremors 
were observed during any session (TRS rating = 0 for all data points). 
No participant refused to receive the same or higher dose at the end 
of any session. These results suggest that inhaled salvinorin A was 
physiologically safe and psychologically well tolerated across the 
range of doses tested. 
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Fig. 1. lime- and dose-related changes in drug effects. (a) Subject-rated drug strength (reported at 2-min intervals) as a function of time (pre-drug baseline to 60 min 
following inhalation). Data points show mean ratings (N=4). For graphical clarity. alternating doses in the dose sequence were deleted. (b) Subject-rated peak drug strength 
from the end-of-session ratings as a function of dose (logarithmic abscissa). Data pOints show mean ratings (N - 4); brackets show + and -1 SEM. Filled symbols indicate that 
the data point was significantly different from placebo (lukey's HSD test, p < .05). (c) Peak heart rate (beats per minute) and blood pressure (mm of Hg) as a function of dose 
(logarithmic abscissa). Data points show means (N-4); brackets show + and -1 SEM. 

4. Discussion 

Consistent with results from nonhuman animal research 
(Mowry et al.. 2003), the present results suggest a safe phys
iological profile for salvinorin A at the studied doses, under 

controlled conditions, and in psychologically and physically 
healthy hallucinogen-experienced participants. Salvinorin A pro
duced no significant changes in heart rate or blood pressure; no 
tremor was observed; and no adverse events were reported. Par
ticipants tolerated all doses. However, because of the small sample 
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and the healthy, hallucinogen-experienced status of participants, 
conclusions regarding safety are limited. 

Salvinorin A resulted in orderly dose- and time-related par
ticipant ratings of drug strength. In psychopharmacology studies 
with drug experienced volunteers, it is quite unusual for volun
teers to report drug strength ratings as high as those observed 
in the present study, with 2 subjects providing ratings of 10, 
defined as "as strong as imaginable for this drug." The range of 
doses examined in this study will be useful for selecting doses for 
future studies using the same administration procedures (e.g., 3, 
7.5, and 21l-lg/kg for low, medium, and high doses, respectively). 
Given the increasing trend and lack of plateau in drug strength 
ratings (see Fig. IB) and the lack of adverse effects in this study, 
future studies may also cautiously explore higher doses of salvi
norin A. The relative lack of dysphoric effects ("disliking" and "bad 
effects") and presence of dose-related positive effects ("liking" and 
"good effects") contrasts with previous research with kappa ago
nists (Walsh et aI., 2001) and S. divino rum (Gonzalez et aI., 2006) 
showing mainly dysphoric effects. This difference with previous 
research may relate to participant experience with, expectation 
of, and preparation for strong altered states of consciousness. In 
addition, salvinorin A produced dose-related increases on most 
subscales of the Hallucinogen Rating Scale and on the Mysticism 
Scale. Although limited by cross-study comparisons, high-dose 
hallucinogen-type effects as measured by the HRS appeared similar 
to those produced by intravenous dimethyltryptamine (Strassman 
et aI., 1994) and oral psilocybin (Griffiths et aI., 2006), but with 
qualitative differences (i.e., lower magnitude on perceptual and 
cognition scales). In addition, the mystical-type effects observed 
at the highest doses of salvinorin A appeared similar in magnitude 
to previous results with high-dose oral psilocybin (Griffiths et aI., 
2006). 

The volatilization and inhalation procedures had limitations, 
such as a lack of quantitative temperature control, which could 
have possibly resulted in incomplete volatilization or combus
tion of salvinorin A. In addition, not replacing the tubing between 
sessions could have theoretically allowed for depositing and 
re-volatilization of salvinorin A across sessions. However, salvi
norin A was observed to virtually completely volatilize with little 
scorching, and this outcome may be consistent with usual use 
because combustion also occurs in the smoking of S. divinorum, 
the most common route of use. Also, a post-hoc t-test com
paring peak drug strength between the first and final placebo 
sessions failed to show a significant difference (p = .18), sug
gesting that depositing and re-volatilization did not likely affect 
results. Ultimately, the orderly dose-related effects shown in 
Fig. lA and B suggest reasonable precision in the administration 
procedures. 

In the comfortable and supportive conditions of the current 
study (similar to those recommended for human research with 
classic hallucinogens; Johnson et aI., 2008), salvinorin A occa
sioned a unique profile of subjective effects having similarities 
to classic hallucinogens, including mystical-type effects. Although 
participant narratives indicated intense, highly unusual experi
ences characterized by changes in spatial orientation, feelings of 
energy or pressure on different parts of the body, and unusual 
and sometimes recurring themes across sessions such as revisit
ing childhood memories, cartoon-like imagery and contact with 
entities, participants were largely behaviorally inactive. In this 
regard, participant experiences differed notably from some of 
the more chaotic effects observed in online videos of S. divi
norum use that have gained notoriety (Lange et aI., 2010). In 
conclusion. these results suggest the feasibility of future research 
examining the effects of salvinorin A. and potentially other 
high efficacy kappa agonists, in healthy hallucinogen-experienced 
participants. 
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17 like 105 The hallucinogenic plant Salvia divinorum has been used for centuries in shamanistic ceremonies led by spiritual 
healers in Mexico. But now the drug has gotten so popular among recreational users in America (street names: 

Magic Mint, SalJy D) that the government has taken notice: it's been banned in 15 states and federal legislation has been introduced to regulate 
the plant as a Schedule 1 drug, like marijuana, heroin and ecstasy. 

According to recent surveys, users say burning and inhaling the smoke of dried Salvia leaves produces powerful hallucinogenic effects, and helps 
reduce anxiety, improve mood and increase insight. In one case, a woman with drug-resistant depression claimed significant improvements in 
mood after experimenting with Salvia. (More on Time.com: Does Sntlerin!; From Withdrawal Really Mean Yu(('re Addickd?) 

Based on animal studies of salvin orin A, the active ingredient in the Salvia plant, some neurophannacologists believe the drug may have merits 
beyond getting people high. It could perhaps aid in the medical treatment of serious mental conditions or chronic pain - but some scientists 
wony that strict federal regulation could undennine its utility. 

Matthew Johnson, an instructor in the department of psychiatIy and behavioral sciences at Johns Hopkins University, who recently conducted a 
small, new study of salvin orin A - the first involving human volunteers - testilk'] [PDF) before Congress in 2009: 

[T]his compound is completely unique, and there is good reason to think a derivative of the drug could one day provide a breakthrough 

medication for chronic pain. Alzheimer's disease and other forms of dementia, schizophrenia, bipolar disorder, or cocaine 
dependence, potentially saving thousands of lives in the long run. 

But the first question is, is it safe? In their latest stlidy [PDF], Johnson and colleagues found that it was, at least in the short tenn. In the 
experiment, two men and two women who were mentally and physically healthy and free of any drug-abuse problems were each given 16 
increasingly larger doses of salvinorin A and four doses of placebo in a lab setting. The participants took the dmgs in 20 sessions over two to 
three months. They were observed for a variety of effects, including motor function, mood, physiology and length of the drug's "high." (More on 
Time.com: What', I.dui:a-]>('rli.HIle? The Dru\; From Rio's Bust You'\'(' :\",'('r J-kJrd 00 

Two of the four participants - all of whom had previously experimented with Salvia divinorum and other more common hallucinogens like LSD 
and mushrooms - reported that sahinorin A resulted in a hallucinogenic effect that was "as strong as imagiuable." Researchers noted this was 
unusual for experienced hallucinogenic-drug users. None of the participants suffered any adverse changes in bodily functions such as blood 
pressure, heart rate or nerve functioning. 

All participants reported that the effect of salvin orin A was markedly different from that of other hallucinogens, stating that previous experiences 
with LSD or mushrooms had not detached them so completely from their sense of reality. Sahia took them intn on pntirplv niffprpnt rp.lm nf 
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consciousness, they said. 

"[P]articipant narratives indicated intense, highly unusual experiences characterized by changes in spatial orientation, feelings of energy or 
pressure on different parts of the body, and unusual and sometimes recurring themes across sessions such as revisiting childhood memories, 
cartoon-like imagery and contact with entities," wrote the study's authors. (More on Time.com: 'i- Dosin,:'; Can You Dowllload a ll!'ug High ") 

The drug's effects were immediate and lasted between 2 and 20 minutes, depending on the strength ofthe dose. The users reported liking the 
drug's effects, though only the two strongest doses used in the study were significantly different from placebo. These preliminary findings bode 
well for the feasibility of future research on the drug, the authors write. 
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JOHNS HOPKINS UNIVERSITY SCHOOL OF MEDICINE 

Department of Psychiatry 
and 

Behavioral Sciences 
Matthew W. Johnson PhD. 

Dear Senators, 

Behavioral Biology Research Center 
5510 Nathan Shock Drive, Suite 3000 

Baltimore, MD 21224-6823 
(410) 550-0056 

FAX: (410) 550-0030 
E-Mail: mwj@jhu.edu 

February 18, 2009 

I am a faculty member of Johns Hopkins University School of Medicine in the Department of 
Psychiatry. My specialty is conducting research on novel drugs of abuse, and understanding 
the nature of addiction and its treatment. 

In my role in representing Johns Hopkins University School of Medicine, I wish to state that if 
Salvia divinorum is to be made a Schedule I drug, I support amendments which would close 
the legal loophole for allowing for my currently FDA-approved and Johns Hopkins 
Institutional Review Board-approved study to conduct human research with salvinorin A, the 
active constituent of Salvia divinorum. The current mechanism for exemption for Schedule I 
drugs in Maryland requires Federal legal exemption for research with the Schedule I drug. 
However, because this drug is not scheduled under Federal law, no such exemption is possible 
from DEA, which administers such Federal exemptions. 

However, speaking beyond my role as a representative of Johns Hopkins, I, as scientist who 
specializes in drug abuse, addiction and its treatment, along with my research colleague Dr. 
Roland Griffiths, a Professor and Psychiatry and Neuroscience at Johns Hopkins School of 
Medicine who has been studying drug abuse for over 30 years, recognize that there is a larger 
issue here that is not being considered by the Senate. That is, putting the drug into Schedule I 
will inevitably hamper research, regardless of potential research exemptions. Some legislators 
have stated that research would continue as normal should a research provision be included in 
the Schedule I bill. Our experience in the drug abuse research field has shown us that this is a 
well-intentioned, yet drastic misunderstanding of modem drug development research. 

For example, I can guarantee that virtually no pharmaceutical company would invest the 
millions of dollars, that are required for medications development, into a Schedule I drug, or its 
derivatives, which would also be considered as Schedule 1. There is simply no commercial 
feasibility for a Scheduled I drug or a derivative of it. 

This is alarming considering that this compound is completely unique, and there is good 
reason to think a derivative of the drug could one day provide a breakthrough medication for 
chronic pain, Alzheimer's disease and other forms of dementia, schizophrenia, bipolar disorder, 
or cocaine dependence, potentially saving thousands of lives in the long run. Therefore, 
scheduling the drug, even if our study is protected, could quite realistically prevent (or delay 
by decades) potential significant medical advances in the treatment of these life-threatening 
diseases. 
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Besides the pharmaceutical industry, large segments of academic research would also be 
prevented. For example, researchers doing rodent studies on models of Alzheimer's disease 
are extremely unlikely to be currently working with scheduled drugs, and will not realistically 
be willing or able to meet the incredibly high thresholds for gaining exemptions for scheduled 
drugs. Only a small minority of researchers such as myself, who study drugs of abuse have 
the institutional history and resources to gain these exemptions. For example, we literally have 
a bank vault for drug storage, 24 hour guarded security at the front desk, etc. 

We would encourage legislators to read our included documents. One is a somewhat lengthy 
synopsis written by Dr. Griffiths and myself, of the known science about Salvia divinorum and 
its potential areas of danger as well as its promising role as a research tool and its potential for 
medications development. 

However, what may be more useful to legislators is the chart we provide about the wide variety 
of potential ways of regulating this drug, along with examples of a wide variety of dangerous 
drugs and how they are regulated. In addition to this, I am providing a I-page synopsis sheet 
that distills the known potential dangers of Salvia divinorum across important domains 
relevant to drug abuse, and compares Salvia divinorum relative to other drugs. We would 
encourage legislators to review the chart, along with our I-page comparison sheet, and use 
these to judge the appropriate way to regulate Salvia divinorum. 

We recognize the well-intentioned effort to schedule this drug into Schedule 1. We believe a 
primary reason is the tragic death of the teen in Delaware. We understand the incredible 
heartache caused by his death. However, from a scientific perspective, there are over 4,000 
teen suicides per year, and there is no claim or evidence that the teen was on the drug when he 
committed suicide. It is scientifically impossible to attribute this death to Salvia divinorum. In 
contrast, many teens unambiguously die every year from causes directly caused by drugs, 
including the abuse of solvents (very little regulation) and over the counter medicines 
(minimally regulated), to alcohol (moderately regulated), and to Scheduled II-V drugs such as 
cocaine, amphetamine, Oxycontin®, and anabolic steroids, all of which are Scheduled lower 
than Schedule 1. 

Considering the greatest good for society, it is worth considering a wide range of legislative 
options for regulating this drug that fall below Schedule I control. 

Sincerely, 
, 

~.:( < l'-:<~;l.., ..... ~<' 

Matthew W. Johnson, Ph.D. 
Instructor, Dept. of Psychiatry & 
Behavioral Sciences 
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Hi Denis, 

Fw: Email to Chris Sannerud re: Salvia 
Stephanie Chandler to: Denis Arsenault 

"'.-".~"""""'" 

5.19(1) 

2010-12-1309:31 AM 

Please see the letter below which I have drafted to the DEA re: Salvia. I'm uncertain as to what our 
usually protocol is in terms of communicating with other regulatory authorities, so I am wondering if it 
would be appropriate to mention the NOI and our proposal to schedule Salvia and salvinorin A despite the 
fact that neither the MLs or NOI have been DG approved yet? 

Stephanie 

Dear 

The Office of Controlled Substances (OCS) of Health Canada is currently finalizing its scheduling 
assessment of the hallucinogenic plant Salvia divinorum. At this time, neither S. divinorum nor its active 
ingredient salvinorin A are included in any of the schedules to Canada's Controlled Drugs and Substances 
Act (CDSA). 

According to the National Institute of Drug Abuse (NIDA) we . , 
(DEA) is considering classifying S. divinorum a ule I drug. 
of this plant, I would like to confirm thEFel:ifflH=tt~JttH!toIry-!;ta1tus-uts.-71It'f/m.'Jl11rm.m1V'el!t-Et.!t-5iel¥i.RQItioA.i1L __ 
tJ:le Ullited States. Any additional information regarding the federal control of these substances which you 
would be able to provide us would also be greatly appreciated. 

Should you have any questions with regard to this request, please do not hesitate to contact me. 

Yours Sincerely, 

----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-13 09: 13 AM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Jocelyn Kula/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-12-1011:12 AM 
Re: FYI: Salvia divinorum TIME article 

Would suggest that we contact 
send .... 

at the DEA to confirm. Can you piS draft an email and I will 

JK 
Sent by blackberry 

Jocelyn Kula 
AI Director/ Directrice par interim 
Office of Controlled Substancesl Bureau des substances contrOlh~es 

Stephanie Chandler 

----- Original Message -----
From: Stephanie Chandler 
Sent: 2010-12-10 11:07 AM EST 
To: Jocelyn Kula 
Ce: Denis Arsenault 
Subject: FYI: Salvia divinorum TIME article 
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FYI 

The Time article seems to be a bit misleading as it states "federal legislation has been introduced to 
regulate the plant as a Schedule I drug". In 2002, a bill was introduced in the US Congress to control 
Salvia, however that bill subsequently died and it appears that no new legislation has since been 
introduced. However, as stated in the lAS "According to the National Institute for Drug Abuse, the Drug 
Enforcement Administration is considering classifying S. divinorum and!or salvinorin A as Schedule I 
drugs." 

5.19(1) 

Stephanie 
Jocelyn Kula FYI and can we pis look into reference that Salvi ... 2010-12-1010:11:40AM 

From: Jocelyn Kula/HC-SC/GC/CA 
To: 
Date: 

Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenauIVHC-SC/GC/CA@HWC 
2010-12-1010:11 AM 

Subject: Fw: Salvia divinorum 

FYI and can we pis look into reference that Salvia is now going to be regulated under the CSA in the 
US .... wili be important to have facts right in IYH and NOI etc. 
thx 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-12-1010:11 AM -----

From: Mark Edwards/HC-SC/GC/CA 
To: 
Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 
2010-12-10 10:02 AM 

Subject: Fw: Salvia divinorum 

FYI 

----- Forwarded by Mark Edwards/HC-SC/GC/CA on 2010-12-10 10:02 AM -----

From: 
To: 
Date: 
Subject: 

2010-12-0912:53 PM 
Salvia divinorum 

Dear Colleagues and Friends, 

I hope this email finds you well. I know that some of you are very interested in the hallucinogenic 
plant Salvia divinorum, as in many places its use is growing. Attached is a new article from Time 
which may be of interest to you. 

(See attachedfile: Mexico - Salvia divinorum TIME 8 Dec 20l0.pdf) 
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5.19(1) 

Kind regards, 

www.unodc.orgl[attachment "Mexico - Salvia divinorum TIME 8 Dec 20lO.pdf' deleted by 
Stephanie Chandler/HC-SC/GC/CA] 
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Re: Fw: Updated Media Lines and Draft Notice of Intent for Salvia !} 
Nicole Prentice to: Jocelyn Kula 2010-12-1303:42 PM 
Cc: Stephanie Chandler, Christine Roush 

Thanks Jocelyn. 

I figured she was busy with other more pressing issues, however, thanks to Miley Cirus' recent activities 
there has been some interest in the topic and we expect enquiries. When they come in, we will attempt to 
respond using previously used messaging and sent your way for review. 

Get well soon. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

Jocelyn Kula Hi Nicole The docs went to Cathy late last week ... 2010-12-1303:39:15 PM 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Nicole Prentice/HC-SC/GC/CA@HWC 
Cc: 
Date: 

Stephanie Chandier/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC 
2010-12-13 03:39 PM 

Subject: Re: Fw: Updated Media Lines and Draft Notice of Intent for Salvia 

Hi Nicole 

The docs went to Cathy late last week but she has not had an opp to review yet as she has been almost 
completely tied up with meetings and briefings connected to the tobacco-related discussions at HESA and 
now the forthcoming announcement that I believe has been planned for Thursday. 

I am at home sick today but will check in with DGO when I am back in the office tomorrow. 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Nicole Prentice Hi again, Have you gotten anything back from ... 2010-12-1303:36:39 PM 

From: Nicole Prentice/HC-SC/GC/CA 
To: Stephanie Chandler/HC-SC/GC/CA@HWC 
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Cc: 
Date: 

Christine Roush/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC 
2010-12-13 03:36 PM 

Subject: Re: Fw: Updated Media Lines and Draft Notice of Intent for Salvia 

Hi again, 

Have you gotten anything back from Cathy on these products by any chance? 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

Stephanie Chandler Hi Nicole and Christine, Sorry you weren't cc'e ... 2010-12-1009:07:59 AM 

From: Stephanie Chandler/HC-SC/GC/CA 
To: 
Cc: 

Christine Roush/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Date: 2010-12-10 09:07 AM 
Subject: Fw: Updated Media Lines and Draft Notice of Intent for Salvia 

Hi Nicole and Christine, 

Sorry you weren't cc'ed on this ... but the Salvia MLs and NOI have gone to DGO. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-10 09:04 AM -----

From: Jocelyn Kula/HC-SC/GC/CA 
To: stephanie.szick@hc-sc.gc.ca 
Cc: CSTD-DGO, Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
Date: 2010-12-0906:19 PM 
Subject: Updated Media Lines and Draft Notice of Intent for Salvia 
--'------~----------------------------------~~" ... ,,- .. ~- "" 

Hi Stephanie, 

Per previous instruction from Cathy and for Cathy's review and approval, please find attached a copy of 
the revised media lines for Salvia as well as our proposed Notice of Intent. We have worked with Comms 
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on the media lines, and they are comfortable with us submitting them for Cathy's approval ourselves as 
we know that Cathy wanted to see both the media lines and the draft NOI at the same time. For this 
reason, we are not submitting the IYH for approval at this point; our thinking is that we would hold off on 
issuing that until the NOI was in print. We have already revised the text to be consistent however. 

[attachment "Salvia Media Lines_Dec 9_0CS + CRdoc" deleted by Nicole Prentice/HC-SC/GC/CA] (with 
track changes) 

[attachment "Salvia Media Lines_Dec 9_Clean.doc" deleted by Nicole Prentice/HC-SC/GC/CA] (clean 
version) 

[attachment "DRAFT Salvia NOI_Dec 8.wpd" deleted by Nicole Prentice/HC-SC/GC/CA] 

Jocelyn 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
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RPD Telephone Enquiry 

Date of Call: December 13, 2010 

Subject: Status of Salvia divino rum and current media attention 

Language of Correspondence: English 
5.19(1) 

Caller Name: 

Caller Organization: Saskatoon Police Services Drug Unit 

Caller Telephone Number: (306) 221-9899 

CALL SUMMARY: 

_ of the Drug Unit of Saskatoon Police Services called to enquire as to whether 
Health Canada was looking into scheduling this substance under the Controlled Drugs and 
Substances Act (CDSA). 

I indicated that Health Canada is currently assessing S. divinorum to detepnine whether it should 
be scheduled under the CDSA. He asked if this was an active assessment by Health Canada, or if 
this substance was simply "on our radar". I indicated to that we are actively 
assessing S. divinorum to determine whether its regulation as a controlled substance would be 
appropriate. 

indicated that S. divinorum has garnered a lot of media attention in Saskatchewan 
lately. He has received a number of inquiries regarding S. divinorum recently, particularly after 
a recent Y ouTube video was posted online showing an American celebrity using this substance 
presumably to achieve a high. 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division 
Office of Controlled Substances 
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.. 

QUESTION PERIOD NOTE 

NOTE POUR LA PERI ODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: December 14, 2010 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young Hollywood celebrity Miley Cyrus smoking Salvia divinorum. There 
have also been several reports from scientific and media sources, which indicate that Salvia 
divinorum has the potential for abuse, and is used by adolescents and young adults for its 
hallucinogenic properties. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 

001895 



~(Jul ','l( \ c~t. ~ «J>~=:OI) l'infO,';;,V~~~::'~ _, 
>,tJrf ~ kr )1ft, \ (\-r)J IJ-1jIJ .-' ~ __ .J-ty .. .J3/ pi" ,;, . ~ ? ;~'(~ 

'\S ~ l~jy.-t"vo~\w--. 
--c.P!f'i we. 7 .. ~ r 

5f\-l~ English: ~ 

• Health Canada has conclud d its assessment o! S~/~i~ ~c./,.,a~ fOYL 
\ID~ flivinofuffl and" a vinorin and is proposing to ~ both ~-r~ 

substances . to the Controlled ~ ~ 
Drugs and Substances Act (0081\;).- is currently ~"'O' " ? 
considering '.vhether Salvia di'linorum be scheduled under M0Y'-" . 
the Controlled Drugs and Substances Act. 

~~ s ...h~",,( ~ • 

~ ~ tRe Schedules to the GDSA will reduce the potential health 
and safety risks associated with the availability and 
~teFlti81 abuse of this these substances. ~ 

• Health Canada will inform stakeholders of its propos81 by 
publish~ a Notice to Interested Parties (AJOI~ in Canada 
Gazette, PartJ, The NOI will provide stakeholders and 

~ other interested parties ith the opportunity to provide 
~'f ~ Il comments on propos I to regulate these substances as :r' controlled s stances. 

Francais: (J\At"" 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum include: Sally D, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 

001896 



also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

i~(t.~vinorum is known to have both physical and mental effects which are often described as unpleasant, 
including: 
• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

I nternational Control of S. divinorum 
At the present time, S. divinorum is not listed under the United Nations Drug Con rol Conventions which means 
that it is not required to be regulated as a controlled substance in any of the countr s that are signatories to 
these Conventions. However, some countries have decided to control S. divinoru on their own. In Australia, 
Belgium, Denmark, Sweden, Italy, Finland, and SouthNeftR Korea, the possession a d sale of S. divinorum is 
illegal. In Spain, its sale is prohibited, but possession or use is not. In Norway, S. divi orum cannot be 
imported without a prescription, and in Japan .. . 
totally bans all activities with S. divinorum have been banned. In the United States, S. dl inorum is not 
regulated as a controlled substance . , , Ithough some states 
such as Missouri, Louisiana, Tennessee and Delaware have implemented laws restricting its use, sale and/or 
distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance unde 
completing a reviev.' of 8aMa di',iRorl:Jm· .. . . . 
Schedules to the Controlled Drugs and Substances Act (CDSA) is warranted, namely: 

• International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under GFl::lGS-HSIeef.WR 

CDSA; 

• Dependence potential; Legitimate uses of the substance (Le. therapeutic, scientific, industrial or co 

• Potential for abuse and risk of addiction associated with the substance; 'JI/ 
\ ,}I" I. 

• Extent of actual abuse of the substance in Canada and internationally; and \A.J/.HtJI'"' '7 
• Overall risk to public health and safety posed by the SUbstance., :.r £ J' .I\"~ I. J' ~ )< . 

,NV'. P , ./b N-' ,1.../ • Likelihood of abuse/misuse; :\ .~, "jJI V" 

y...? \:, i';;::,~~~, /.... \')J\ p\ !J" '{if,' '~,'Y '",. • Extent of abuse/misuse in Canada; .. t)Y:~ .J~ / ... - StJ.7 WI. ~ ~. 
• Dan,~er to publi? health and safety; and, "'-, r. _ ;' ,jU (\. I. ~\v c JiA 
• Legitimate use In Canada' , ' , r-.9- .;) 'S> 

Health Canada recently concluded its assessment of S. divinorum a , s~h{inolJl'j ", gainst the aforementioned 
factors and now proposes to inclUde, both substances in one of the ch 0 0 hoe CDSA ~ 

proposal will be developed in the coming months. . ~ 

Presently, because of its hallucinogenic properties, when products containing S. divino~alvinorii? Pi aJe 

~h.. ~ 1, \D~"Y P " .... j , -, 
'{\~\l001897 ,I 
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marketed for use as hallucinogens they meet the definition of a Natural Health Product (NHP) in accordance with 
the Natural Health Products Regulations and the definition of a drug under the Food and Drugs Act . It is illegal 1 
sell drugs or NHPs in Canada unless they-have been reviewed and approved by, Health Canada .. As of 
Decem berSeptember 2010, ntJi prod~}eontQmm~$\f,dlvilifOfOmt.?orsar'1fric),riWJ!fFfave' Bee" authotitecffor; sal., 
by Health Canada. 

I ATTACHMENTS I PIECE(S)-JOINTE(S) I 

ContactlPersonne ressource : Tel. no.lNo de tel. Approved by/ Approuve par Tel. no.lNo. de tel. 
Denis 613-957-6828 Paul Glover, ADM 
ArsenaultIHC-SC/GC/CA (HECS/SESC) 

lMobilel Ifitlel 
!cellulaire: 613-296-4239 Ifitre: 

jAlternate! [Telephone! 
Secondaire: Telephone: 613-952-2177 
~ocelyn Kula 

Mobile! 
~ellulaire: 613-797-2103 

Date PreparedIPrepare Ie : 2010-09-07 

Prepared byIPrepare par: 

OfficelBureau : 

Date Contact Signed/ 
Signature de Ia personne 
ressource: 

D.G. Verification/ 
Verification par Ie D.E. 

Date D.G. Verified/ 
Date verifie par Ie D.E. : 

Programme: 

ADM Approved/ Approbation 
parle SMA: 

Branch! Direction generale : 

Department! Ministere : 

Stephanie Chandler Phone/ No de tel. : 

CSTD - Office of Controlled Substances 

Cathy Sabiston 

Controlled Substances and Tobacco Directorate 

Paul Glover 
(946-6701) 

HECS/SESC 

Health Canada / Sante Canada 

946-6701 

Mobile! 
~ellulaire: 

613-946-0124 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERIODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: December 14, 2010 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented pn a YouTube video which 
reportedly shows the young Hollywood celebrity Miley Cyrus smoking Salvia divinorum. There 
have also been several reports from scientific and media sources, which indicate that Salvia 
divinorum has the potential for abuse, and is used by adolescents and young adults for its 
hallucinogenic properties. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: , 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia divinorum? 
Francais: 

QueUes mesures Sante Canada prend-il "pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

~(k>dot\c ~jh 

• Health Canada has concluded its assess9Jent of Salvia 
and its main active ingredient Salvia djvlnorum and 
salvinorin A and is proposing to i.ncltJ€le-these substances 

(,(jL~v' "in oneof-tf:'te-SeAeGWes-to the Controlled Drugs and 
Substances Act (CDSA). is currently considering '"J}/hether 
Salvia divinorum be scheduled under the Controlled Drugs 
and Substances Act. 

• The inclusion of Salvia di'linorum and salvinorin A in one of 
the Schedules to the CDSA The regulation of these 
substances will reduce the potential health and safety risks 
associated with them. availability and potential abuse of thi 
s substance. 

• Health Canada will inform stakeholders of its proposal by 
publish a Notice to Interested Parties in Canada Gazette, 
Part I early next year. This notice will provide stakeholders 
and other interested parties with our the opportunity to 
provide comments on our the proposal to regulate these 
substances as controlled substances. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Sa/via divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
,1ivinorum include: Sally 0, Lady Sally, Maria pastora, (liviner's sage, magic rnint, and puff. C.:::rtain websites are 
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also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

S. divinorum is known to have both physical and mental effects which are often described as unpleasant, 
including: 
,. hallucinations 
• dysphoria (feeling anxious, depressed or rest/ess) 
• out-of-body experiences 
,. uncontrollable laughter 
,. loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
,. slurred speech and awkward sentence patterns 

International Control of S. divinorum 
At the present time, S. divinorum is not listed under the United Nations Drug Control Conventions which means 
that it is not required to be regulated as a controlled substance in any of the countries that are signatories to 
these Conventions. However, some countries have decided to control S. divinorum on their own. In Australia, 
Belgium, Denmark, Sweden, Italy, Finland, and SouthNGFtR Korea, the possession and sale of S. divinorum is 
illegal. In Spain, its sale is prohibited, but possession or use is not. In Norway, S. divinorum cannot be 
imported without a prescription, and in Japan has recently passed a law that will take effect in April 2007 which 
totally bans all activities with S. divinorum have been banned. In the United States, S. divinorum is not 
regulated as a controlled substance by the US Drug Enforcement Administration; however, although some states 
such as Missouri, Louisiana, Tennessee and Delaware have implemented laws restricting its use, sale and/or 
distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining 'whether regulation of a substance under is currently 
completing a revie' .... of Salvia divinorum against the criteria considered in adding substances to one of the 
Schedules to the Controlled Drugs and Substances Act (CDSA) is warranted, namely: 

,. International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under drugs listed in the 
CDSA; 

":t Dependence potential; Legitimate uses of the substance (i.e. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance . 

., Likelihood of abuse/misuse; 

, Extent of abuse/misuse in Canada; 
,. Danger to public health and safety; and, 
• Legitimate use in Canada 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in one of the Schedules to the 
CDSA. 

Once this work has been completed, Health Canada will inform stakeholders of its decision. ,A, regulatory 
~roposai 'Alii! be deveIOf*}~~ing months. 
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Presently, . because of its hallucinogenic properties, when products containing S. divinorum or salvinorin A are 
marketed for use as hallucinogens they meet the definition of a Natural Health Product (NHP) in accordance with 
the Natural Health Products Regulations and the definition of a drug under the Food and Drugs Act . It is illegal tc 
sell drugs or NHPs in Canada unless they have been reviewed and approved by Health Canada. As of 
DecemberSeptember 2010, no products containing S. divinorum or salvinorin A have been authorized for sale 
by Health Canada. 

I ATTACHMENTS I PIECE(S).JOINTE(S) 

ContactiPersonne ressource : Tel. no.lNo de teL Approved byl Approuve par Tel. no.lNo. de tel. 
Denis 
ArsenaultlHC-SC/GC/CA 

Alternate! 
Secondaire: 

Jocelyn Kula 

Date PreparedlPrepare Ie : 

Prepared bylPrepare par: 

Office!Bureau : 

Date Contact Signed! 
Signature de la personne 
ressource: 

613-957 -6828 Paul Glover, ADM 946-6701 
(HECS/SESC) 

Mobile! Title! Mobile! 
Cellulaire: 613-296-4239 Titre: Cellulaire: 
lelephone! 
Telephone: 613-952-2177 

Mobile! 
Cellula ire: 613-797-2103 

2010-09-07 

Stephanie Chandler Phone! No de tel. : 613-946-0124 

CSTD - Office of Controlled Substances 

o Contact Signed - Signe 

D.G. Verification! 
Verification par Ie D.E. 

Cathy Sabiston o D.G. Approved / Approuve D.E .. 

Date D.G. Verified! 
Date verifie par Ie D.E. : 

Programme: 

ADM Approved! Approbation 
par Ie SMA: 

Branch! Direction generale : 

Department! Ministere : 

Controlled Substances and Tobacco Directorate 

Paul Glover 
(946-6701) 

HECS/SESC 

Health Canada I Sante Canada 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERIODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: December 14,2010 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young Hollywood celebrity Miley Cyrus smoking Salvia divinorum. There 
have also been several reports from scientific and media sources, which indicate that Salvia 
divinorum has the potential for abuse, and is used by adolescents and young adults for its 
hallucinogenic properties. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: , 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada has concluded its assessment of Salvia 
and its main active ingredient Salvia dlviRerum and 
salvinorin A and is proposing to schedule both substances 
under in one of the Schedules to the Controlled Drugs and 
Substances Act (CDSA). is currently considering 'Nhether 
Salvia dlviRerum be scheduled under the CentrolJed Drugs 
and Substances Act. 

• The inclusion of Salvia divlRerum and salvinorin A in one of 
the Schedules to the CDS,A, The regulation of these 
substances will reduce the potential health and safety risks 
associated with them. availability and potential abuse of thi 
s substance. 

• Health Canada will inform stakeholders of its proposal by 
publish a Notice to Interested Parties in Canada Gazette, 
Part I early next year. This notice will provide stakeholders 
and other interested parties with our the opportunity to 
provide comments on our tt:le proposal to regulate these 
substances as controlled substances. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
Jivinorum inciude: Sally 0, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websltes are 
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also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Both S. divinorum and its main active ingredient salvinorin A are known to have aetR physical and mental effects 
which are often described as unpleasant, including: 
• hallucinations 
~ dysphoria (feeling anxious, depressed or restless) 
• out-of-bodyexperiences 
.. uncontrollable laughter 
:» loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

International Control of S. divinorum 
At the present time, S. divinorum is not listed under the United Nations Drug Control Conventions which means 
that it is not required to be regulated as a controlled substance in any of the countries that are signatories to 
these Conventions. However, some countries have decided to control S. divinorum on their own. In Australia, 
Belgium, Denmark, Sweden, Italy, Finland, and SouthNeftR Korea, the possession and sale of S. divinorum is 
illegal. In Spain, its sale is prohibited, but possession or use is not. In Norway, S. divinorum cannot be 
imported without a prescription, and in Japan has recently passed a la'N that 'Nill take effect in ,A,pri12007 which 
totally bans all activities with S. divinorum have been banned. In the United States, S. divinorum is not 
regulated as a controlled substance by the US Drug Enforcement Administration; hO'Never, although some states 
such as Missouri, Louisiana, Tennessee and Delaware have implemented laws restricting its use, sale and/or 
distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under is currently 
completing a revie'!.' of S3M3 di'linorum against the criteria considered in adding substances to one of the 
Schedules to the Controlled Drugs and Substances Act (CDSA) is warranted, namely: 

• International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under drugs listed in the 
CDSA; 

• Dependence potential; Legitimate uses of the substance (Le. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

:. ~~:kelihood of abuse/misuse; 

• extent of abuse/misuse in Canada; 
• Danger to public health and safety; and, 
• Legitimate use in Canada 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in one of the Schedules to the 
CDSA. 

Once this 'Nork has been completed, Health Canada "viii inform stakeholders of its decision. /':l, regulatory
;'lroposai 'Nill be developed in the Goming months. 
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Presently, because of its hallucinogenio properties, when products containing S. divinorum or salvinorin A are 
marketed for use as hallucinogens they meet the definition of a Natural Health Product (NHP) in accordance with 
the Natural Health Products Regulations and the definition of a drug under the Food and Drugs Act. It is illegal tc 
sell drugs or NHPs in Canada unless they have been reviewed and approved by Health Canada. As of 
DecemberSeptember 2010, no products containing S. divinorum or salvinorin A have been authorized for sale 
by Health Canada. 

I ATTACHMENTS I PII~CE(S)-JOINTE(S) 

Contact/Personne ressource : Tel. no.lNo de tel. Approved by/ Approuve par Tel. no.lNo. de tel. 
Denis 
ArsenaultIHC-SC/GC/CA 

Alternatel 
Secondaire: 
Jocelyn Kula 

Date PreparedlPrepare Ie : 

Prepared bylPrepare par: 

Office/Bureau : 

Date Contact Signed/ 
Signature de la personne 
ressource: 

613-957-6828 Paul Glover, ADM 946-6701 
(HECS/SESC) 

Mobilel jTitlel Mobilel 
Cellulaire: 613-296-4239 lTitre: ~ellulaire: 
jTelephonel 
Telephone: 613-952-2177 

Mobilel 
Cellulaire: 613-797-2103 

2010-09-07 

Stephanie Chandler Phone/ No de tel. : 613-946-0124 

CSTD - Office of Controlled Substances 

o Contact Signed - Signe 

D.G. Verification/ 
Verification par Ie D.E. 

Cathy Sabiston o D.G. Approved / Approuve D.E. 

Date D.G. Verified/ 
Date verifie par Ie D.E. : 

Programme: 

ADM Approved/ Approbation 
par Ie SMA: 

Branch/ Direction generale : 

Department/ Ministere : 

Controlled Substances and Tobacco Directorate 

Paul Glover 
(946-6701) 

HECS/SESC 

Health Canada / Sante Canada 
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To: 

Cc: 

Bcc: 
Subject: 

Hi both, 

Jocelyn Kula/HC-SC/GC/CA, Denis ArsenaultlHC-SC/GC/CA, 
Carmen Berube/HC-SC/GC/CA@HWC, CSTD-DGO, Denis 
ArsenaultlHC-SC/GC/CA@HWC, 

Have put handwritten comments/questions to the note -- have left in Jocelyn's inbox here in DGO for pick 
up. 

Glad to come to your office to chat. 

Let me know, 

Stephanie Szick 
Director General's Office I Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CST D) I 
Direction des substances contr61ees et de la lutte au tabagisme (DSCL T) 
Health Canada I Sante Canada 
Tell Tel: (613) 948-8651 

Jocelyn Kula 

From: 
To: 

fAs requested. I am leaving early for an appt but... 

Jocelyn Kula/HC-SC/GC/CA 
stephanie.szick@hc-sc.gc.ca 

2010-12-1401:43:30 pM 

Cc~ 
Date: 

Denis ArsenaultlHC-SC/GC/CA@HWC, CSTD-DGO, Carmen Berube/HC-SC/GC/CA@HWC 
2010-12-1401:43 PM 

Subject: Fw: Salvia D QP note update 

As requested. 

1 am leaving early for an appt but Denis is around if you have questions. 

Jocelyn 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-12-14 01 :42 PM ---

From: 
To: 
Cc: 
Date: 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Denis ArsenauItlHC-SC/GC/CA@HWC, CSTD-OCS-DO 
2010-12-1401:24 PM 

Subject: __ Fw: Salvia D QP note ~!: ___ ,, ___ #~~# ___ ~_~~_'" ___ , __ 

Hi Jocelyn, 
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The Salvia OP Note synopsis has been revised as discussed. The document can be found here: I) 
Denis has reviewed. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-14 01 :21 PM ---

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Denis ArsenauIVHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
CSTD-OCS-DO. Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-12-1411:27 AM 
Re: Salvia D QP note update 

The OP note for salvia has been updated for your review in the OP working database. 

Denis 

Denis Arsenault, AlManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 

Jocelyn Kula 
Stephanie Szick 

Will do Stephanie. For action Ql§j)enis. 

----- Original Message ----
From: Stephanie Szick 
Sent: 2010-12-13 12:37 PM EST 
To: Jocelyn Kulaj CSTD-OCS-DOj Jeannine Ritchot 
Cc: CSTD-DGO 
Subject: Salvia D QP note update 

hello all. 

Further to the media clip and Cathy's request of this morning per below ---

2010-12-1312:39:51 PM 

• I have found in the OP working database a OP note on Salvia revised in Sept. 2010 -- here is the link 
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to that note --- [J 

• Given the very recent work on this file, the note should be further fine-tuned and the key messages 
should line up with the revised media lines. I've attached here the media lines as provided when you 
sent the NOllast week for Cathy's review/approval. Cathy has seen both but I need to follow up with 
her on her approvals. Will let you know asap. 

[attachment "Salvia Media Lines_1 0-12-1 O.doc" deleted by Jocelyn Kula/HC-SC/GC/CA] 

REQUEST -- Can you revise this QP and send to DGO for Cathy's approval by tomorrow COB, Tuesday, 
Dec. 14/10 ? Please let us know if this time is doable, and if not, what date/time works best? 

Sonia - please note for BF list - revised Salvia D QP note. 

Thanks very much, 
Stephanie 

- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2010-12-13 12:25 PM ----

From: Cathy A Sabiston/HC-SC/GC/CA 
To: 
Date: 

SoniaH Lindblad 1/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
2010-12-1309:56 AM 

Subject: Fw: CTV.ca - Hallucinogen salvia popu_la_r~fo_r_it_s_in_t_en_s_e_h...;ig;;;..h _________ ~ __________ _ 

Make sure the qp card media analysis is up to date. 

Cathy Sabiston 
Director General / Directrice generale 
Controlled Substances & Tobacco Directorate (CSTD) 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada / Sante Canada 
Tel: (613) 941-1977 Fax: (613) 954-2288 
E-mail/courriel:cathy.a.sabiston@hc-sc.gc.ca 
Website/Site web: www.hc-sc.gc.ca 
--- Forwarded by Cathy A Sabiston/HC-SC/GC/CA on 2010-12-13 09:56 AM -----

From: 
To: 
Date: 
Subject: 
Sent by: 

HC_Media_SC/HC-SC/GC/CA 

2010-12-13 09:38 AM 
CTV.ca - Hallucinogen salvia popular for its intense high 
Nicolas Frate 

Distribution group/Groupe de distribution: Controlled Substances - Substances controh~es -
HECSB/DGSESC, 

Dec. 1320109:16 AM ET 
Hallucinogen salvia popular for its intense high 
Source: ctv.ca/health 

The once squeaky-clean image of former teen Disney star Miley Cyrus took another hit - so to speak -
this weekend, when a video emerged of her purportedly smoking a bong filled with the stuff. 

While her father Billy Ray Cyrus is said to be saddened by the video, which appears on the celebrity 
gossip website TMZ.com, plenty of others are asking: what is salvia and is it legal? 
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Turns out the hallucinogen -- officially called Salvia divinorum -- is legal in the state of California where 
Cyrus apparently used it, though it's illegal in 12 other U.S. states. It's also illegal in Canada, although it is 
openly marketed by some "head shops" in Canada. 

Dr. Bryan Roth, a professor of pharmacology at the University of North Carolina explains that the drug is 
an intense hallucinogenic that's fairly new on the drug scene. He says in the late '90s, recreational drug 
growers learned how to add the purified active ingredient, salvinorum A, to plants. 

"It's only in the last four or five years that it has taken off as a fad," he told CTV's Canada AM from Chapel 
Hill, N.C. 

Yet while its popularity is new, the hallucinogen, with is part of the sage and mint families, has been used 
for centuries by shamans in Mexico for spiritual healing. In fact, the name salvia means "to heal" and 
divinorum means "divination." The drug is also known as "diviner's sage" and "magic mint." 

What makes salvia so popular is that it gives an intense high that takes just a few seconds to kick in and 
that lasts only a few minutes. 

"Most people describe the effects as nearly instantaneous," Roth explained. "They're baSically 
disassociated from normal reality. The effects of that can range from hilarious laughter, like you see with 
Miley Cyrus, to stark terror. Then within five to 15 minutes, the effects abate. And within half an hour, 
people are back to normal." 

While research on the drug is scant, a U.S. government-funded study was released just last week in the 
journal Drug and Alcohol Dependence. In the study, researchers from the Johns Hopkins School of 
Medicine tested the drug on four subjects with prior experience with hallucinogens. 

Two users rated the strength of the effect as "as strong as imaginable" -- considered unusual for people 
with prior experience with hallucinogens. 

The subjects also reported the drug's effects were different from those caused by LSD or "magic 
mushrooms." While those drugs leave users high but still aware of the world around them, the salvia users 
said they felt as if they had completely left reality, gone to "other worlds or dimensions," had "contact with 
entities," and experienced "mystical-type" effects, the researchers reported. 

There were no physical effects of the drug, the researchers found: no significant heart rate or blood 
pressure changes, no tremors or other side effects. And animal stUdies indicate the drug is not addictive. 

Still, Roth pOints out, because salvia is not well studied yet, the long-term effects on the brain are 
unknown. 

Here in Canada, the popularity of the drug is said to be growing. According to the 2009 Canadian Alcohol 
and Drug Use Monitoring Survey, about 1.6 per cent of Canadians aged 15 or older have tried salvia. For 
those aged 15-24, the number rises to 7.3 per cent. 

http://www.ctv.ca/CTVNews/Health/201 01213/salvia-cyrus-1 012131 

You are receiving this e-mail because you are subscribed to the distribution group identified at the top of 
this e-mail message. If you wish to unsubscribe from this group, please reply to this message or send a 
request to HC_Media_SC@hc-sc.gc.ca 
Thank you. 
Media Monitoring Team 
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Health Canada 

Vous recevez ce courriel parce que vous faites partie du groupe de distribution qui apparait en haut du 
present courriel. Si vous desirez que votre nom so it retire de ce groupe, veuillez repondre a ce courriel et 
demander que votre nom soit retire ou envoyer une demande a HC_Media_SC@hc-sc.gc.ca 
Merci. 
L'Equipe de surveillance des medias 
Sante Canada 
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QUESTION PERIOD NOTE 

NOTEPOURLAPtRIODEDE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: December 14,2010 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young Hollywood celebrity Miley Cyrus smoking Salvia divinorum. There 
have also been several reports from scientific and media sources, which indicate that Salvia 
divinorum has the potential for abuse, and is used by adolescents and young adults for its 
hallucinogenic properties. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: . 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-i1 pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada has concluded its assessment of Salvia 
divinorum and salvinorin A and is proposing to include both 
substances in one of the Schedules to the Controlled 
Drugs and Substances Act (CDSA). is currently 
considering 'Nhether Salvia divinorum be scheduled under 
the Controlled Drugs and Substances Act. 

• Health Canada through these actions is taking the 'Nil! take 
necessary stepsactions to safeguard Canadians against 
The inclusion of Salvia divinorum and salvinorin A in one of 
the Schedules to the CDSA will reduce the potential health 
and safety risks associated with the availability and 
potential abuse of tfHs these substances. 

• Health Canada will inform stakeholders of its proposal by 
publishing a Notice to Interested Parties (NOI) in Canada 
Gazette, Part I. The NOI will provide stakeholders and 
other interested parties with the opportunity to provide 
comments on the proposal to regulate these substances as 
controlled substances. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum include: Sally 0, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 

001913 



also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

S. divinorum is known to have both physical and mental effects which are often described as unpleasant, 
including: 
• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

International Control of S. divinorum 
At the present time, S. divinorum is not listed under the United Nations Drug Control Conventions which means 
that it is not required to be regulated as a controlled substance in any of the countries that are signatories to 
these Conventions. However, some countries have decided to control S. divinorum on their own. In Australia, 
Belgium, Denmark, Sweden, Italy, Finland, and SouthNeftR Korea, the possession and sale of S. divinorum is 
illegal. In Spain, its sale is prohibited, but possession or use is not. In Norway, S. divinorum cannot be 
imported without a prescription, and in Japan has recently passed a la'.', that ·.yill take effect in April 2007 which 
totally bans all activities with S. divinorum have been banned. In the United States, S. divinorum is not 
regulated as a controlled substance by the US Drug Enforcement Administration; however, although some states 
such as Missouri, Louisiana, Tennessee and Delaware have implemented laws restricting its use, sale and/or 
distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under is currently 
completing a review of Salvia divinorum against the criteria considered in adding substances to one of the 
Schedules to the Controlled Drugs and Substances Act (CDSA) is warranted, namely: 

• International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under drugs listed in the 
CDSA; 

• Dependence potential; Legitimate uses of the substance (Le. therapeutic, scientific, industrial or commercia/); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

• Likelihood of abuse/misuse; 

• Extent of abuse/misuse in Canada; 
• Danger to public health and safety; and, 
• Legitimate use in Canada 

Health Canada recently concluded its assessment of S. divinorum and salvinorin A against the aforementioned 
factors and now proposes to include both substances in one of the Schedules to the CDSA. 

GAGe this work has been completed, Health Canada will inform stakeholders of its decision. /\ regulatory 
proposal will be developed in the coming months. 

Presently, because of its hallucinogenic properties, when products containing S. divinorum or salvinorin A are 
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marketed for use as hallucinogens they meet the definition of a Natural Health Product (NHP) in accordance with 
the Natural Health Products Regulations and the definition of a drug under the Food and Drugs Act. It is illegal tc. 
sell drugs or NHPs in Canada unless they have been reviewed and approved by Health Canada. As of 
DecemberSeptember 2010, no products containing S. divinorum or salvinorin A have been authorized for sale 
by Health Canada. 

I ATTACHMENTS I PIECE(S).JOINTE(S) 

Contact/Personne ressource : 
Denis 
Arsenault/HC-SC/GC/CA 

~lternate/ 
Secondaire: 

Wocelyn Kula 

Date Prepared/Prepare Ie : 

Prepared by/Prepare par: 

Office/Bureau : 

Date Contact Signed! 
Signature de la personne 
ressource: 

D.G. Verification! 
Verification par Ie D.E. 

Date D.G. Verified/ 
Date verifie par Ie D.E. : 

Programme: 

Tel. no.lNo de tel. Approved by/ Approuve par Tel. no.lNo. de tel. 
613-957-6828 Paul Glover, ADM 946-6701 

(RECS/SESC) 
Mobile! ille! Mobile! 
!Cellulaire: 613-296-4239 Titre: !Cellulaire: 
rr elephonel 
~eh~phone: 613-952-2177 

Mobile! 
!Cellulaire: 613-797-2103 

2010-09-07 

Stephanie Chandler Phone! No de tel. : 613-946-0124 

CSTD - Office of Controlled Substances 

o ContactSigned~<Signe.j 

Cathy Sabiston o D.G.ApprovedI Approuv~ D.K;Jj 
, ~, ' -, . '"'" ,. ; ' .. 1 '-, '. ,,- < • > 

Controlled Substances and Tobacco Directorate 

ADM Approved! Approbation Paul Glover 
par Ie SMA: (946-6701) 

Branch! Direction generale : HECS/SESC 

Departmentl Ministere : Health Canada I Sante Canada 
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, 

QUESTION PERIOD NOTE· 

NOTE POUR LA PERI ODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: December 14,2010 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia Divinorum is recurrent but mild. Questions around this substance, to 
date, have always been about its legality. There have been several reports from scientific and 
media sources, which indicate that Salvia divinorum has the potential for abuse, and is used by 
adolescents and yo. ung adults for its hallucinogenic properties. ~rth~to a:t· assessment of 
Sa'Xia divinoru~ ~nd its main active in~~die~ _s~inorin A, Healt .. Ca ada i rOOosing to 
incl~ b~ sub~nces~one~ the S~edu~s to~e Controlled ug nd bstances Act 
(CDSA). . 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-H pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada has concluded its assessment of Salvia 
divinorum and salvinorin A and is proposing to include both 
substances in one of the Schedules to the Controlled 
Drugs and Substances Act (CDSA). is currently 
considering '"vhether Salvia divinorum be scheduled under 
the ControJ.l-ed Drugs and Substances Act. 

• Health Canada through these actions is taking the '1IiII take 
necessary stepsactions to safeguard Canadians against 
The inclusion of Salvia divinorum and salvinorin A in one of 
the Schedules to the CDSA will reduce the potential health 
and safety risks associated with the availability and 
potential abuse of #Hs these substances. 

• Health Canada will inform stakeholders of its proposal by 
publishing a Notice to Interested Parties (NOI) in Canada 
Gazette, Part I. The NOI will provide stakeholders and 
other interested parties with the opportunity to provide 
comments on the proposal to regulate these substances as 
controlled substances. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
·Sa/via divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum include: Sally 0, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
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also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

S. divinorum is known to have both physical and mental effects which are often described as unpleasant, 
including: 
• hallucinations 
.. dysphoria (feeling anxious, depressed or restless) 
.. out-of-bodyexperiences 
.. uncontrollable laughter 
" loss of consciousness 
• short-term memory loss 
.. lack of physical coordination 
.. slurred speech and awkward sentence patterns 

International Control of S. divinorum 
At the present time, S. divinorum is not listed under the United Nations Drug Control Conventions which means 
that it is not required to be regulated as a controlled substance in any of the countries that are signatories to 
these Conventions. However, some countries have decided to control S. divinorum on their own. In Australia, 
Belgium, Denmark, Sweden, Italy, Finland, and South-Nef::tR Korea, the possession and sale of S. divinorum is 
illegal. In Spain, its sale is prohibited, but possession or use is not. In Norway, S. divinorum cannot be 
imported without a prescription, and in Japan has recently passed a law that will take effest in April 2007 \,",hiGh 
totally bans all activities with S. divinorum have been banned. In the United States, S. divinorum is not 
regulated as a controlled substance by the US Drug Enforcement Administration; howe'.'er, although some states 
such as Missouri, Louisiana, Tennessee and Delaware have implemented laws restricting its use, sale and/or 
distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under is currently 
completing a re'/iew of Salvia divfnorum against the criteria considered in adding substances to one of the 
Schedules to the Controlled Drugs and Substances Act (CDSA) is warranted, namely: 

.. International requirements and trends in control and/or scheduling; 

.. Chemical and pharmacological similarity to other substances already regulated under drugs listed in the 
CDSA; 

.. Dependence potential; Legitimate uses of the substance (i.e. therapeutic, scientific, industrial or commercial); 

.. Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

• Likelihood of abuse/misuse; 

,. Fxtent of abuse/misuse in Canada; 
.. Danger to public health and safety; and, 
• hegitimate use in Canada 

Health Canada recently concluded its assessment of S. divinorum and salvinorin A against the aforementioned 
factors and now proposes to include both substances in one of the Schedules to the CDSA. 

Once this work has been completed, Health Canada will inform stakeholders of its decision, A regulatory 
,J+Gposal will be developed in the coming months. 

Presently, -because of its halluGinogenic prooerties, when products containing S. cfivinorum or salvinorin A are 
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marketed for use as hallucinogens they meet the definition of a Natural Health Product (NHP) in accordance with 
the Natural Health Products Regulations and the definition of a drug under the Food and Drugs Act. It is illegal tc 
sell drugs or NHPs in Canada unless they have been reviewed and approved by Health Canada. As of 
DecemberSeptember 2010, no products containing S. divinorum or salvinorin A have been authorized for sale 
by Health Canada. 

I A TT ACHMENTSI PIECE(S);JOINTE(S)('~ .~ •. • ...•. ..... 

ContactlPersonne ressource : Tel. no.lNo de tel. Approved byl Approuve par Tel. no.lNo. de tel. 
Denis 
ArsenaultIHC-SC/GC/CA 

fA,lternatel 
~econdaire: 
~ocelyn Kula 

Date PreparedlPrepare Ie : 

Prepared bylPrepare par: 

OfficelBureau : 

Date Contact Signedl 
Signature de la personne 
ressource: 

D.G. Verificationl 
Verification par Ie D.E. 

Date D.G. Verified/ 
Date verifie par Ie D.E. : 

Programme: 

613-957-6828 Paul Glover, ADM 
(HECS/SESC) 

~obilel Titlel 
~ellulaire: 613-296-4239- Titre: 
rrelephonel 
~elephone: 613-952-2177 

~obilel 
~ellulaire: 613-797-2103 

2010-09-07 

Stephanie Chandler Phonel No de tel. : 

CSTD - Office of Controlled Substances 

Cathy Sabiston 

Controlled Substances and Tobacco Directorate 

ADM Approved/ Approbation Paul Glover 
par Ie SMA : (946-6701) 

Branch/ Direction generale : HECS/SESC 

Department! Ministere : Health Canada I Sante Canada 

946-6701 

Mobilel 
Cellulaire: 

613-946-0124 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERIODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: December 14,2010 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia Divinorum is recurrent but mild. Questions around this substance, to 
date, have always been about its legality. There have been several reports from scientific and 
media sources, which indicate that Salvia divinorum has the potential for abuse, and is used by 
adolescents and young adults for its hallucinogenic properties. Further to an assessment of 
Salvia divinorum and its main active ingredient salvinorin A, Health Canada is proposing to 
include both substances in one of the Schedules to the Controlled Drugs and Substances Act 
(CDSA). 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 

001920 



English: 

• Health Canada has concluded its assessment of Salvia 
divinorum and salvinorin A and is proposing to include both 
substances in one of the Schedules to the Controlled 
Drugs and Substances Act (CDSA). is currently 
considering 't'\/hether Sa/via divinorum be scheduled under 
the Controlled Drugs and Substances Act. 

• Health Canada through these actions is taking the 'Nill take 
necessary stepsactions to safeguard Canadians against 
The inclusion of Salvia divinorum and salvinorin A in one of 
the Schedules to the CDSA will reduce the potential health 
and safety risks associated with the availability and 
potential abuse of tf.li.s these substances. 

• Health Canada will inform stakeholders of its proposal by 
publishing a Notice to Interested Patties (NOI) in Canada 
Gazette, Part I. The NOI will provide stakeholders and 
other interested parties with the opportunity to provide 
comments on the proposal to regulate these substances as 
controlled substances. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Sa/via divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum include: Sally 0, lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websltes :3re 
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also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

S. divinorum is known to have both physical and mental effects which are often described as unpleasant, 
including: 
.. hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
.. out-of-bodyexperiences 
it uncontrollable laughter 
It loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

I nternational Control of S. divinorum 
At the present time, S. divinorum is not listed under the United Nations Dr!Jg Control Conventions which means 
that it is not required to be regulated as a controlled substance in any of the countries that are signatories to 
these Conventions. However, some countries have decided to control S. divinorum on their own. In Australia, 
Belgium, Denmark, Sweden, Italy, Finland, and SouthNeJ::tR Korea, the possesst:eI sal~. divinorum is 
illegal. In Spain, its sale is prohibited, but possession or use is not. In Norway, . diving cannot be 
imported without a prescription, and in Japan has recently passed a la'N that will take effect in April 2007 which 
totally bans all activities with S. divinorum have been banned. In the United States, S. divinorum is not 
regulated as a controlled substance by the US Drug Enforcement Administration; however, although some states 
such as Missouri, Louisiana, Tennessee and Delaware have implemented laws restricting its use, sale and/or 
distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under is currently 
oompleting a review of SaJv.ia divinorum against the criteria considered in adding substances to one of the 
Schedules to the Controlled Drugs and Substances Act (CDSA) is warranted, namely: 

.. International requirements and trends in control and/or scheduling; 

.. Chemical and pharmacological similarity to other substances already regulated under drugs listed in the 
CDSA; 

.. Dependenoe potential; Legitimate uses of the substance (Le. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

• likelihood of abuse/misuse; 

J ':xtent of abuse/misuse in Canada; 
• Danger to public health and safety; and, 
) begitimate use in Canada 

Health Canada recently concluded its assessment of S. divinorum and salvinorin A against the aforementioned 
factors and now proposes to include both substances in one of the Schedules to the CDSA. 

0f1cethis 'Ilor-K-has been completed, Health Canada will inform stakeholdef&.sf-fts.-Becision. A regulatory 
proposal '..viii be developed in the coming months. 

Presently,-beBause -of-+t&-haJ.l+:K:4~when products containing S. Jivino(um or salvinorin A are 
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marketed for use as hallucinogen~they meet the definition of a Natural Health Product (NHP) in accordance with 
the Natural Health Products Regufations and the definition of a drug under the Food and Drugs Act . It is illegal to 
sell drugs or NHPs in Canada unless they have been reviewed and approved by Health Canada. As of 
DecemberSeptember 2010, no products containing S. divinorum or salvinorin A have been authorized for sale 
by Health Canada. 

I ATTACHMENTS I PII~CE(S).JOINTE(S) 

Contact/Personne ressource : Tel. no.lNo de tel. Approved by/ Approuve par Tel. no.lNo. de tel. 
Denis 
Arsenault/HC-SC/GC/CA 

~Iternate! 
Secondaire: 

~ocelyn Kula 

Date PreparedlPrepare Ie : 

Prepared by/Prepare par: 

OfficelBureau : 

Date Contact Signed/ 
Signature de la personne 
ressource: 

613-957-6828 Paul Glover, ADM 946-6701 
(HECS/SESC) 

Mobile! fT'itle! Mobile! 
Cellula ire: 613-296-4239 tritre: ~ellulaire: 
Telephone! 
Telephone: 613-952-2177 

Mobile! 
Cellulaire: 613-797-2103 

2010-09-07 

Stephanie Chandler Phone/ No de tel. : 613-946-0124 

CSTD - Office of Controlled Substances 

o Contact Signed - Signe 

D.G. Verification/ 
Verification par Ie D.E. 

Cathy Sabiston o D.G. Approved / Approuve D.E .• 

Date D.G. Verifiedl 
Date verifie par Ie D.E. : 

Programme: 

ADM Approvedl Approbation 
par Ie SMA: 

Branch/ Direction generale : 

Department/ Ministere : 

Controlled Substances and Tobacco Directorate 

Paul Glover 
(946-6701) 

HECS/SESC 

Health Canada / Sante Canada 
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Fw: CTV.ca/health - Hallucinogen salvia popular for its intense high 
Jocelyn Kula to: Stephanie Chandler 2010-12-1411:51 AM 

I assume you saw this but just in case ..... 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-12-14 11 :51 AM -----

From: 
To: 
Date: 
Subject: 
Sent by: 

HC _Media_ SC/HC-SC/GC/CA 

2010-12-1407:33 AM 
CTV.ca/health - Hallucinogen salvia popular for its intense high 
Hisham Kelati 

Distribution group/Groupe de distribution: Controlled Substances - Substances controlees -
HECSB/DGSESC, 

CTV.ca/health 
Hallucinogen salvia popular for its intense high 
http://www.ctv.ca/CTVNews/Health/201 01213/salvia-cyrus-1 01213/ 

The once squeaky-clean image of former teen Disney star Miley Cyrus took another hit - so to speak - this 
weekend, when a video emerged of her purportedly smoking a bong filled with salvia. 

While her father Billy Ray Cyrus is said to be saddened by the video, which appears on the celebrity 
gossip website TMZ.com, plenty of others are asking: what is salvia and is it legal? 

Turns out the hallucinogen -- officially called Salvia divinorum -- is legal in the state of California where 
Cyrus apparently used it, though it's illegal in 12 other U.S. states. It's also illegal in Canada, although it is 
openly marketed by some "head shops" in Canada. 

Dr. Bryan Roth, a professor of pharmacology at the University of North Carolina explains that the drug is 
an intense hallucinogenic that's fairly new on the drug scene. He says in the late '90s, recreational drug 
growers learned how to add the purified active ingredient, salvinorum A, to plants. 

"It's only in the last four or five years that it has taken off as a fad," he told CTV's Canada AM from Chapel 
Hill, N.C. 

Yet while its popularity is new, the hallucinogen, with is part of the sage and mint families, has been used 
for centuries by shamans in Mexico for spiritual healing. In fact, the name salvia means "to heal" and 
divinorum means "divination." The drug is also known as "diviner's sage" and "magic mint." 

What makes salvia so popular is that it gives an intense high that takes just a few seconds to kick in and 
that lasts only a few minutes. 

"Most people describe the effects as nearly instantaneous," Roth explained. "They're basically 
disassociated from normal reality. The effects of that can range from hilarious laughter, like you see with 
Miley Cyrus, to stark terror. Then within five to 15 minutes, the effects abate. And within half an hour, 
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people are back to normaL" 

While research on the drug is scant, a U.S. government-funded study was released just last week in the 
journal Drug and Alcohol Dependence. In the study, researchers from the Johns Hopkins School of 
Medicine tested the drug on four subjects with prior experience with hallucinogens. 

Two users rated the strength of the effect as "as strong as imaginable" -- considered unusual for people 
with prior experience with hallucinogens. 

The subjects also reported the drug's effects were different from those caused by LSD or "magic 
mushrooms." While those drugs leave users high but still aware of the world around them, the salvia users 
said they felt as if they had completely left reality, gone to "other worlds or dimensions," had "contact with 
entities," and experienced "mystical-type" effects, the researchers reported. 

There were no physical effects of the drug, the researchers found: no significant heart rate or blood 
pressure changes, no tremors or other side effects. And animal studies indicate the drug is not addictive. 

Still, Roth points out, because salvia is not well studied yet, the long-term effects on the brain are 
unknown. 

Here in Canada, the popularity of the drug is said to be growing. According to the 2009 Canadian Alcohol 
and Drug Use Monitoring Survey, about 1.6 per cent of Canadians aged 15 or older have tried salvia. For 
those aged 15-24, the number rises to 7.3 per cent. 

Products containing salvia divinorum or its active ingredient, salvinorin A, are considered natural health 
products and, must be authorized by Health Canada in order to be sold. Since Health Canada has not 
licensed any product containing salvia, sales are illegal. 

Health Canada is still reviewing whether salvia should be included in the Controlled Drugs and 
Substances Act, which bans other hallucinogens, such as peyote, magic mushrooms and LSD. 

You are receiving this e-mail because you are subscribed to the distribution group identified at the top of 
this e-mail message. If you wish to unsubscribe from this group, please reply to this message or send a 
request to HC_Media_SC@hc-sc.gc.ca 
Thank you. 
Media Monitoring Team 
Health Canada 

Vous recevez ce courriel parce que vous faites partie du groupe de distribution qui apparait en haut du 
present courriel. Si vous desirez que votre nom soit retire de ce groupe, veuillez repondre a ce courriel et 
demander que votre nom soit retire ou envoyer une demande a HC_Media_SC@hc-sc.gc.ca 
Merci. 
L'Equipe de surveillance des medias 
Sante Canada 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERIODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: December 14,2010 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young Hollywood celebrity Miley Cyrus smoking Salvia divinorum. There 
have also been several reports from scientific and media sources, indicating that Salvia divinorum 
has the potential for abuse, and is used by adolescents and young adults for its hallucinogenic 
properties. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada has concluded its assessment of Salvia 
and its main active ingredient Salvia divinorum and 
salvinorin A and is proposing to schedule both substances 
under in one of the Schedules t? the Controlle,d Drugs and.{2 ~ 
Substances Act (CDSA~;t' oN.iRr /t:J ~CI #'e ~l;t, If ~ ~,J 

F"'hcv~ ,3;)1/"'_ 

• The inclusion of Salvia divinorum and salvinorin p, in one of 
the Schedules to the CDS)A, The regulation of these 
substances will reduce the potential health and safety risks 
associated with their usethem. availability and potential ab 
use of this substance. 

• Health Canada will inform stakeholders of its proposal by 
publish a Notice to Interested Parties in Canada Gazette, 
Part I early next year. This notice will provide stakeholders 
and other interested parties with GUf the opportunity to 
provide comments on our the proposal to regulate these 
substances as controlled substances. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Sa/via divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
cfivinorum include: Sally 0, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
31so promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Both the plant S. divinorum and its main active ingredient salvinorin A are known to have bem physical and 
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mental effects which are often described as unpleasant, including: 
• hallucinations 
,. dysphoria (feeling anxious, depressed or restless) 
• out-of-bodyexperiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

I nternational Control of S. divinorum 
At the present time, S. divinorum and its main active ingredient salvinorin A are not listed under the United 
Nations Drug Control Conventions which means that they are not required to be regulated as a controlled 
substances in any of the countries that are signatories to these Conventions. However, some countries have 
decided to control S. divinorum and/or salvinorin A on their own. In Australia, Belgium, Denmark, Sweden, and 
SouthNeftR Korea, the possession and sale of S. divinorum is illegal. In Spain, the sale of S. divinorum is 
prohibited, but possession or use is not. In Norway, S. divinorum cannot be imported without a prescription, 
and in Japan has recently passed a law that will take effect in April 2007 'Nhich totally bans all activities with 
salvinorin A have been banned. In the United States, neither S. divinorum nor salvinorin A are regulated as 
controlled substances by the US Drug Enforcement Administration; hOl/o'ever, although some states such as 
Missouri, Louisiana, Tennessee and Delaware have implemented laws restricting the use, sale and/or 
distribution of one or both substances. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under is currently 
completing a re\'iew of Salvia dMnorum against the criteria considered in adding substances to one of the 
'Schedules to the Controlled Drugs and Substances Act (CDSA) is warranted, namely: 

• International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under drugs listed in the 
CDSA; 

• Dependence potential; Legitimate uses of the substance (i.e. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

.. Likelihood of abuse/misuse; 

:t Extent of abuse/misuse in Canada; 
:t Danger to public health and safety; and, 
• Legitimate use in Canada 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in one of the Schedules to the 
CDSA. 

GAce this viork has been completed, Health Canada V/iII inform stakeholders of its decision. A regulatory 
:2fBPosal will be developed in the coming months. '.' /.' f ·I-i,. 

c..\..S ;S ~e~ ",",' 
Presently, because of its hallucinogenic properties,--wJ::1en prodl::lets containing S. divinorum or i.I\:norin A are 
marketed for use as hallucinog8ns..lbe.yJIJ.eei the definition of a Natural Health Product (NHP)iA--,~c~dallce with 
h""lIJc.~r'( fiyhfS, a- (V\Il£'+s V{\( -.; ~ 
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e.J~f'\ M/1.Iiu.AeJ t!.S "-... k~llvc.'I\vcf" 
-tee Natural Health Products Regulations dna tl'le definition of a arl:l§ under tl=te' Fooll 8f1d DrtlfjS Aa . -H-is illegal to 
"Sell dl095 0/ I<;JHF's In Canada unless they nave beell I evievveel and approved by Health Canada. As of 
DeGember$eptelfiber 20 10, no prodUcts cOlltainillg S. diviflO.'llfR or salvinorin A have been authorized for sale.... 
b)L-Healtl-l Caliaa~. 1ts 0 ~ \tLc: ~ \ 0 I 10t1~ ~ ~'S (Q'\ lA.~J. ~r S'""Le CV\-'f ;U H Ps c....J It/ c' 
Co"'-\-c;.~l' S. ~w'\"'NJV\. $<-S __ -\~~Vj( --tk ~ of- JAOV rklA.''''U.J- /\.lWS Co~'\-co-~~ s;,'. cL;~"o"""'" 
""~. r 5'0.. 0110(1'" A '. v tlctbo ~r.; , '.., . L ~ +~ 
ATTACHMENTS I PI CE(S)-JO TE(S) P u (\ 

Contact/Personne ressource : 
Denis 
Arsenault/HC-SC/GCICA 

Alternatel 
pecondaire: 
Jocelyn Kula 

Date PreparedIPrepare Ie : 

Prepared by/Prepare par: 

Office/Bureau : 

Date Contact Signed/ 
Signature de ta personne 
ressource: 

D.G. Verification! 
Verification par Ie D.E. 

Date D.G. Verified/ 
Date verifie par Ie D.E. : 

Programme: 

Tel. no.lNo de tel. Approved by/ Approuve par Tel. no.lNo. de tel. 
613-957-6828 Paul Glover, ADM 946-6701 

(HECS/SESC) 
Mobile! :rille! Mobile! 
Cellulaire: 613-296-4239 Titre: ~ellulaire: 
rr elephonel 
tr elephone: 613-952-2177 

!Mobile! 
~ellulaire: 613-797-2103 

2010-09-07 

Stephanie Chandler Phone/ No de tel. : 613-946-0124 

CSTD - Office of Controlled Substances 

o Contact Signed - Signe • 

Cathy Sabiston o D.G. Approved I Approuve D.E .. 

Controlled Substances and Tobacco Directorate 

ADM Approved/ Approbation 
par Ie SMA: 

Paul Glover 
(946-6701) 

Branchl Direction generate: HECS/SESC 

Department! Ministere : Health Canada I Sante Canada 
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, 
QUESTION PERIOD NOTE 

NOTE POUR LA PERIODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: December 14,2010 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young Hollywood celebrity Miley Cyrus smoking Salvia divinorum. There 
have also been several reports from scientific and media sources, indicating that Salvia divinorum 
has the potential for abuse, and is used by adolescents and young adults for its hallucinogenic 
properties. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada has concluded its assessment of Salvia 
and its main active ingredient Salvia divinorum salvinorin A 
and is proposing to schedule both substances under in one 
of the Schedules to the Controlled Drugs and Substances 
Act (CDSA) in order to protect the health and safety of 
Canadians, particularly youth. 

• The inclusion of Salvia divinorum and salvinorin A in one of 
the Schedules to the CDSA The regulation of these 
substances will reduce the potential health and safety risks 
associated with their usethem. availability and potential ab 
use of this substance. 

• Health Canada will inform stakeholders of its proposal by 
publish a Notice to Interested Parties in Canada Gazette, 
Part I early next year. This notice will provide stakeholders 
and other interested parties with etIf the opportunity to 
provide comments on our tRe proposal to regulate these 
substances as controlled substances. 

Franyais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
:.:alvia divmorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S . 
.iivinorum include: Sally 0, lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
lisa promoting the use of S. divinorum3s a "legal" alternative to street drugs. 
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" , .... ' ..... 

Both the plant S. divinorum and its main active ingredient salvinorin A are known to have 00tR physical and 
mental effects which are often described as unpleasant, including: 
• hallucinations 
,. dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
• uncontrollable laughter 
• loss of consciousness 
"' short-term memory loss 
• lack of physical coordination 
.. slurred speech and awkward sentence patterns 

International Control of S. divinorum 
At the present time, S. divinorum and its main active ingredient salvinorin A are not listed under the United 
Nations Drug Control Conventions which means that they are not required to be regulated as a controlled 
substances in any of the countries that are signatories to these Conventions. However, some countries have 
decided to control S. divinorum and/or salvinorin A on their own. In Australia, Belgium, Denmark, Sweden, and 
SouthNGftR Korea, the possession and sale of S. divinorum is illegal. In Spain, the sale of S. divinorum is 
prohibited, but possession or use is not. In Norway, S. divinorum cannot be imported without a prescription, 
and in Japan has recently passed a law that '/lill take effect in April 2007 which totally bans all activities with 
salvinorin A have been banned. In the United States, neither S. divinorum nor salvinorin A are regulated as 
controlled substances by the US Drug Enforcement Administration; however, although some states such as 
Missouri, Louisiana, Tennessee and Delaware have implemented laws restricting the use, sale and/or 
distribution of one or both substances. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under is currently 
completing a review of Salll-ia divinorum against the criteria considered in adding substances to one of the 
Schedules to the Controlled Drugs and Substances Act (CDSA) is warranted, namely: 

It International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under drugs listed in the 
CDSA; 

• Dependence potential; Legitimate uses of the substance (i.e. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

• Likelihood of abuse/misuse; 

, f=xtent of abuse/misuse in Canada; 
, Danger to public health and safety; and, 
, Legitimate use in Canada 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in one of the Schedules to the 
CDSA. 

,;nce chis 'Nark has been completed, Heaith Canada will inform stakehoiders of its decision. ,0. regulatory 
,:::roposal will be developed in the Gaming ~ 
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Presently, because of its hallucinogenic properties, when products containing as S. divinorum or salvinorin A is 
a plant with hallucinogenic properties, it are marketed for use as hallucinogens they meets the definition of a 
Natural Heaith Product (NHP) in accordance with under the Natural Health Products Regulations when marketed 
as a hallucinogen. and the definition of a drug under the Food and Drugs Act . It is illegal to sell drugs or NHPs in 
Canada unless they have been revie'Ned and approved by Health Canada. As of DecemberSeptember 2010, Ae

products containing S. di'linorum or salvinorin A have been authorized for sale by Health Canada. Health 
Canada has not licensed for sale any natural health products which contain S. divinorum as an ingredient. The 
sale of unauthorized natural health products containing S. divinorum andl or salvinorin A may be subject to 
compliance and enforcement action by Health Canada under the Food and Drugs Act. 

I A IT ACHMENTS I PIECE(S)-JOINTE(S) 

Contact/Personne ressource : Tel. no.lNo de tel. Approved byl Approuve par Tel. no.lNo. de tel. 
Denis 
Arsenault/HC-SC/GC/CA 

Alternate! 
Secondaire: 
Jocelyn Kula 

Date PreparedlPrepare Ie : 

Prepared bylPrepare par: 

OfficelBureau : 

Date Contact Signed! 
Signature de la personne 
ressource: 

613-957-6828 Paul Glover, ADM 946-6701 
(HECS/SESC) 

Mobile! rritle! Mobile! 
k;ellulaire: 613-296-4239 rritre: Cellulaire: 
rrelephonel 
~elephone: 613-952-2177 

Mobile! 
~ellulaire: 613-797-2103 

2010-09-07 

Stephanie Chandler Phonel No de ttH. : 613-946-0124 

CSTD - Office of Controlled Substances 

o Contact Signed - Signe 

D.G. Verification! 
Verification par Ie D.E. 

Cathy Sabiston o D.G. Approved / Approuve D.E. 

Date D.G. Verified! 
Date verifie par Ie D.E. : 

Programme: 

ADM Approved! Approbation 
par Ie SMA: 

Branch! Direction generate: 

Department! Ministere : 

Controlled Substances and Tobacco Directorate 

Paul Glover 
(946-6701) 

HECS/SESC 

Health Canada / Sante Canada 

001933 



... ,., ... 

QUESTION PERIOD NOTE 

NOTE POUR LA PERI ODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: December 14,2010 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young Hollywood celebrity Miley Cyrus smoking Salvia divinorum. There 
have also been several reports from scientific and media sources, indicating that Salvia divinorum 
has the potential for abuse, and is used by adolescents and young adults for its hallucinogenic 
properties. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada has concl ed its assessment of Salvia 
and its main active in dient Salvia divinorum salvinorin A 

-:1lfld is proposingJ2: e both substances undO:' in one ~ 
~ +t5tthe ScheduleStWthe Controlled Drugs and Substances 

Act (CDSA) in order to protect the health and safety of 
Canadians, particularly youth: . 1_ A I - I "" 1 

CUJ c-o~yt)VL~gJvr'~~ 

• !::=~~=re~~~:~~~o:~~:ein one of 
substances ill reduce the potential health and safety risks 
associated with their usethem. availability and potential ab 
use of this substance . 

• Health Canada will inform stakeholders of its proposal by 
publish a Notice to Interested Parties in Canada Gazette, 
Part I early next year. This notice will provide stakeholders 
and other interested parties with G\lf the opportunity to I 

provide comments on our tAe proposal to regulate tRSaft S~VI ~ ~ 
<Siib!ld'ICSS as controlled substances. ~I/ .\~ ,,-A-

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
,~3Ivia aivinorum (S. divinorum) ;s a species of sage beiongmg to the mint family. Some street names for S. 
!}ivinorum include: Sally 0, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
jso promoting the use of S. divinorum :]5 a "Iegal" 'llternative to street drugs. 
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Both the plant S. divinorum and its main active ingredient salvinorin A are known to have ee.tn physical and 
mental effects which are often described as unpleasant, including: 
,. hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-bodyexperiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

International Control of S. divinorum 
At the present time, S. divinorum and its main active ingredient salvinorin A are not listed under the United 
Nations Drug Control Conventions which means that they are not required to be regulated as a controlled 
substances in any of the countries that are signatories to these Conventions. However, some countries have 
decided to control S. divinorum and/or salvinorin A on their own. In Australia, Belgium, Denmark, Sweden, and 
SouthNeRR Korea, the possession and sale of S. divinorum is illegal. In Spain, the sale of S. divinorum is 
prohibited, but possession or use is not. In Norway, S. divinorum cannot be imported without a prescription, 
and in Japan has recently passed a la'N that 'Nill take effect in April 2007 which totally bans all activities with 
salvinorin A have been banned. In the United States, neither S. divinorum nor salvinorin A are regulated as 
controlled substances by the US Drug Enforcement Administration; hO'Jf-9'1er, although some states such as 
Missouri, Louisiana, Tennessee and Delaware have implemented laws restricting the use, sale and/or 
distribution of one or both substances. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under is currently 
Gompleting a Fe'lie'N of Salvia dhlinorum against the criteria considered in adding substances to one of the 
Schedules to the Controlled Drugs and Substances Act (CDSA) is warranted, namely: 

~ International requirements and trends in control and/or scheduling; 

,. Chemical and pharmacological similarity to other substances already regulated under drugs listed in the 
CDSA; 

• Dependence potential; Legitimate uses of the substance (i.e. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

• UI(elihood of abuse/misuse; 

t ~xtent of abuse/misuse in Canada; 
• Danger to public health and safety; and, 
• Legitimate use in Canada 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in Schedule III to the CDSA. 

0-nee-t-hi&-¥JGFk has been completed, Health Ganada will inform stakeholders of its decision. i\ n:;gulatoFY 
;Jfoposal will be de\l'eloped in the coming months. 

PresentIY,l1ecause of its h"3l1ucinogenic properties, when products tentaining as S. divinorum Gf-'Sa.Afi.nBffil-A is 
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a plant with hallucinogenic properties, it are marketed for use as hallucinogens they meets the definition of a 
Natural Health Product (NHP) in accordance with under the Natural Health Products Regulations when marketed 
as a hallucinogen. and the definition of a drug under the Food and Drugs Act. It is illegal to sell drugs or NHPs in 
Canada unless they have been reviewed and approved by Health Canada. As of DecemberSeptember 2010, A-e

products containing S. divinorum or salvinorin A have been authorized for sale by Health Canada. Health 
Canada has not licensed for sale any natural health products which contain S. divinorum as an ingredient. The 
sale of unauthorized natural health products containing S. divinorum andl or salvinorin A may be subject to 
compliance and enforcement action by Health Canada under the Food and Drugs Act. 

I ATTACHMENTS I PIECE(S)-JOINTE(Sl 

ContactiPersonne ressource : Tel. no.lNo de tel. Approved by/ Approuve par Tel. no.lNo. de tel. 
Denis 
ArsenaultlHC-SC/GC/CA 

Alternatel 
Secondaire: 
Jocelyn Kula 

Date PreparedlPrepare Ie : 

Prepared bylPrepare par: 

Office/Bureau : 

Date Contact Signed/ 
Signature de la personne 
ressource: 

613-957-6828 Paul Glover, ADM 946-6701 
(HECS/SESC) 

~obilel [Titlel ~obilel 
~ellulaire: 613-296-4239 intre: !cellulaire: 
[Telephonel 
~elephone: 613-952-2177 

~obilel 
~ellulaire: 613-797-2103 

2010-09-07 

Stephanie Chandler Phone/ No de tel. : 613-946-0124 

CSTD - Office of Controlled Substances 

o Contact Signed - Signe . 

D.G. Verification! 
Verification par Ie D.E. 

Cathy Sabiston o D.G. Approved / Approuve D.E. 

Date D.G. Verified/ 
Date verifie par Ie D.E. : 

Programme: 

ADM Approved/ Approbation 
parle SMA: 

Branch/ Direction generale : 

Department/ Ministere : 

Controlled Substances and Tobacco Directorate 

Paul Glover 
(946-6701) 

HECS/SESC 

Health Canada / Sante Canada 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERIODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: December 14,2010 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young Hollywood celebrity Miley Cyrus smoking Salvia divinorum. There 
have also been several reports from scientific and media sources, which indicate that Salvia 
divinorum has the potential for abuse, and is used by adolescents and young adults for its 
hallucinogenic properties. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada has concluded its assessment of Salvia 
and its main active ingredient Salvia divinorum and 
salvinorin p, and is proposing to schedule both substances 
under in one of the Schedules to the Controlled Drugs and 
Substances Act (CDSA). 

• The inclusion of Salvia divinorum and salvinorin A in one of 
the Schedules to the CDSA The regulation of these 
substances will reduce the potential health and safety risks 
associated with them. availability and potential abuse of thi 
s substance. 

• Health Canada will inform stakeholders of its proposal by 
publish a Notice to Interested Parties in Canada Gazette, 
Part I early next year. This notice will provide stakeholders 
and other interested parties with our the opportunity to 
provide comments on our iRe proposal to regulate these 
substances as controlled substances. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
,jivinorum include: Sally D, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
3150 promoting the use of S. divinorum as a "legal" alternative to street drugs. 

80th the plant S. divinorum and its main active ingredient salvinorin A are known to have oom physical and 
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mental effects which are often described as unpleasant, including: 
• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
It out-of-bodyexperiences 
• uncontrollable laughter 
" loss of consciousness 
It short-term memory loss 
• lack of physical coordination 
" slurred speech and awkward sentence patterns 

International Control of S. divinorum 
At the present time, S. divinorum and its main active ingredient salvinorin A are not listed under the United 
Nations Drug Control Conventions which means that they are not required to be regulated as a controlled 
substances in any of the countries that are signatories to these Conventions. However, some countries have 
decided to control S. divinorum and/or salvinorin A on their own. In Australia, Belgium, Denmark, Sweden, and 
SouthNeftR. Korea, the possession and sale of S. divinorum is illegal. In Spain, the sale of S. divinorum is 
prohibited, but possession or use is not. In Norway, S. divinorum cannot be imported without a prescription, 
and in Japan has recently passed a law that 'Nill take effect in April 2007 which totally bans all activities with 
salvinorin A have been banned. In the United States, neither S. divinorum nor salvinorin A are regulated as 
controlled substances by the US Drug Enforcement Administration; however, although some states such as 
Missouri, Louisiana, Tennessee and Delaware have implemented laws restricting the use, sale and/or 
distribution of one or both substances. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under is currently 
completing a revie'!.' of Salvia di'o'inorum against the criteria considered in adding substances to one of the 
Schedules to the Controlled Drugs and Substances Act (CDSA) is warranted, namely: 

• International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under drugs listed in the 
CDSA; 

• Dependence potential; Legitimate uses of the substance (i.e. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

• 'ikelihood of abuse/misuse; 

.. Extent of abuse/misuse in Canada; 
• Danger to public health and safety; and, 
,. Legitimate use in Cooaea 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in one of the Schedules to the 
CDSA. 

;nce this work has been completed, Health Canada will inform stakeholders of its deCision. A regulatory 
:;roposal 'Nill be d~e4-i-R--.the coming months. 

PresentIY,·bscause of its haJ.1ucinogenic properties, when products containing S. divinorum or salvinorin A are 
marketed for use as hallucinogens they meet the definition of a Natural Health Product (NHP) in accordance with 
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the Natural Health Products Regulations and the definition of a drug under the Food and Drugs Act. It is illegal tc 
sell drugs or NHPs in Canada unless they have been reviewed and approved by Health Canada. As of 
DecemberSeptembeF 2010, no products containing S. divinorum or salvinorin A have been authorized for sale 
by Health Canada. 

I ATTACHMENTS I PIECE(S)-JOINTE(S) 

Contact/Personne ressource : Tel. no.lNo de tel. Approved byl Approuve par Tel. no.lNo. de tel. 
Denis 
Arsenault/HC-SC/GCICA 

~Iternatel 
Secondaire: 
~ocelyn Kula 

Date PreparedlPrepare Ie : 

Prepared bylPrepare par: 

OfficelBureau : 

Date Contact Signed! 
Signature de la personne 
ressource: 

613-957-6828 Paul Glover, ADM 946-6701 
(HECS/SESC) 

Mobilel jritlel Mobilel 
Cellulaire: 613-296-4239 Iritre: Cellulaire: 
jTelephonel 
iTelephone: 613-952-2177 

Mobilel 
~ellulaire: 613-797-2103 

2010-09-07 

Stephanie Chandler Phonel No de tel. : 613-946-0124 

CSTD - Office of Controlled Substances 

o Contact Signed - Signe 

D.G. Verification! 
Verification par Ie D.E. 

Cathy Sabiston o D.G. Approved I Approuve D.E. 

Date D.G. Verified! 
Date veri fie par Ie D.E. : 

Programme: 

ADM Approved/ Approbation 
par Ie SMA: 

Branchl Direction generale : 

Department! Ministere : 

Controlled Substances and Tobacco Directorate 

Paul Glover 
(946-6701) 

HECS/SESC 

Health Canada I Sante Canada 

001941 



QUESTION PERIOD NOTE 

NOTE POUR LA PERI ODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: December 14, 2010 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young Hollywood celebrity Miley Cyrus smoking Salvia divinorum. There 
have also been several reports from scientific and media sources, indicating that Salvia divinorum 
has the potential for abuse, and is used by adolescents and young adults for its hallucinogenic 
properties. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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i~g~~h Canada has concluded its assessment of Salvia 
and its main active ingredient Salvia di'linorum salvinorin A 
and is proposing to schedule both substances under in one 
of the Schedules to the Controlled Drugs and Substances 
Act (CDSA) in order to protect the health and safety of 
Canadians, particularly youth . 

• The inclusion of Salvia divinorum and salvinorin A in one of 
the Schedules to the CDSA The regulation of these 
substances will reduce the potential health and safety risks 
associated with their usethem. availability and potential ab 
use of this substance . 

• Health Canada will inform stakeholders of its proposal by 
publish a Notice to Interested Parties in Canada Gazette, 
Part I early next year. This notice will provide stakeholders 
and other interested parties with ew= the opportunity to 
provide comments on our the proposal to regulate these 
substances as controlled substances. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Salvia divinorum (S. Clivinorum) is a species of sage belonging to (he mint famiiy. :30me street names for S. 
divinorum include: Sally 0, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
dso promoting the use of S. dMnorum as a "I~gal" ::llternative to street drugs. 
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Both the plant S. divinorum and its main active ingredient salvinorin A are known to have 00tR physical and 
mental effects which are often described as unpleasant, including: 
• hallucinations 
.. dysphoria (feeling anxious, depressed or restless) 
• out-of-bodyexperiences 
• uncontrollable laughter 
• loss of consciousness 
.. short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

International Control of S. divinorum 
At the present time, S. divinorum and its main active ingredient salvinorin A are not listed under the United 
Nations Drug Control Conventions which means that they are not required to be regulated as a controlled 
substances in any of the countries that are signatories to these Conventions. However, some countries have 
decided to control S. divinorum and/or salvinorin A on their own. In Australia, Belgium, Denmark, Sweden, and 
SouthNeFth Korea, the possession and sale of S. divinorum is illegal. In Spain, the sale of S. divinorum is 
prohibited, but possession or use is not. In Norway, S. divinorum cannot be imported without a prescription, 
and in Japan has recently passed a la'N that will take effect in April 2007 'Nhich totally bans all activities with 
salvinorin A have been banned. In the United States, neither S. divinorum nor salvinorin A are regulated as 
controlled sUbstances by the US Drug enforcement Administration; however, although some states such as 
Missouri, Louisiana, Tennessee and Delaware have implemented laws restricting the use, sale and/or 
distribution of one or both substances. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under is currently 
completing a revie'N of Sa/'I-ia di'"inorlJfTl against the criteria considered in adding substances to one of the 
Schedules to the Controlled Drugs and Substances Act (CDSA) is warranted, namely: 

• International requirements and trends in control and/or scheduling; 

.. Chemical and pharmacological similarity to other substances already regulated under drugs listed in the 
CDSA; 

• Dependence potential; Legitimate uses of the substance (i.e. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

, Likelihood of abuse/misuse; 

• I=xtent of abuse/misuse in Canada: 
• Danger to public health and safety; and, 
• legitimate use in Canada 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in Qn& Qi U~e Schedule'lto the 

CDSA. ..IIr 
ORce this work has been completed, Health Canada will inform stakeholders of its decision. A regulatory 
proposal '.viII be developed in the coming months. 
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Presently, because of its hallucinogenic properties, when products containing as S. divinorum or salvinorin A is 
a plant with hallucinogenic properties, it are marketed for use as hallucinogens they meets the definition of a 
Natural Health Product (NHP) in accordance with under the Natural Health Products Regulations when marketed 
as a hallucinogen. and the definition of a drug under the Food and Drugs Act. It is illegal to sell drugs or NHPs in 
Canada unless they have been reviewed and approved by Health Canada. As of DecemberSeptember 2010, Ae

products containing S. divinorum or salvinorin A have been authorized for sale by Health Canada. Health 
Canada has not licensed for sale any natural health products which contain S. divinorum as an ingredient. The 
sale of unauthorized natural health products containing S. divinorum andl or salvinorin A may be subject to 
compliance and enforcement action by Health Canada under the Food and Drugs Act. 

I ATTACHMENTS I PII~CE(S)-JOINTE(S) 

ContactiPersonne ressource : Tel. no.lNo de tel. Approved by/ Approuve par Tel. no.lNo. de tel. 
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!cellula ire: 613-296-4239 !Titre: !Cellulaire: 
Telephonel 
Telephone: 613-952-2177 

Mobilel 
!cellulaire: 613-797-2103 

2010-09-07 

Stephanie Chandler Phone! No de tel. : 613-946-0124 

CSTD - Office of Controlled Substances 

o Contact Signed - Signe 

D.G. Verification! 
Verification par Ie D.E. 

Cathy Sabiston o D.G. Approved! Approuve D.E.· 

Date D.G. Verified! 
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Controlled Substances and Tobacco Directorate 
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HECS/SESC 

Health Canada / Sante Canada 
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Hi Jocelyn, 

Re: Salvia 0 QP note update ~ 
Denis Arsenault to: Jocelyn Kula 

Stephanie Chandler 
"~'"·~"·''''''·.·''~'W·'." •• 

2010-12-1405:06 PM 

No. They have just asked us to simplify the bullets even more, and provide a bit more bumf in the 
background section regarding salvinorin A (i.e. how is salvinorin A different from salvia divinorum?) 

The new version is ready for your review in the database. 

Denis 

Denis Arsenault, NManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances contr61ees, 
Health Canada / Sante Canada 
TelfTel: (613) 957-6828 
Fax I Telecopieur : (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 

Jocelyn Kula 

From: 
To: 
Cc: 
Date: 
Subject: 

Thx- are edits major? Sent by blackberry 

Jocelyn Kula/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-12-1404:42 PM 
Re: Salvia D OP note update 

Thx- are edits major? 
Sent by blackberry 

Jocelyn Kula 
N Directorl Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr611ees 

Denis Arsenault 

----- Original Message ----
From: Denis Arsenault 
Sent: 2010-12-14 04:36 PM EST 
To: Jocelyn Kula 
Cc: Stephanie Chandler 
Subject: Fw: Salvia D QP note update 

Hi Jocelyn, 

2010-12-14 04:42:04 PM 

Stephanie and I have S. Szick's comments in hand and are revising as suggested. Will let you know the 
new version is ready for review (and will leave hard copy with S. Szick's comments with your office). 

Denis 
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Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-12-14 04:34 PM -----

From: Stephanie SzicklHC-SC/GC/CA 
To: Jocelyn Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
Cc: Carmen Berube/HC-SC/GC/CA@HWC, CSTD-DGO, Denis ArsenaultlHC-SC/GC/CA@HWC 
Date: 2010-12-1403:09 PM 
Subject: Re: Fw: Salvia D OP note update _....:..... ____________ --.,;. _________________________ ~_dM"~~ __ "~ 

Hi both, 

Have put handwritten comments/questions to the note -- have left in Jocelyn's inbox here in DGO for pick 
up. 

Glad to come to your office to chat. 

Let me know, 

Stephanie Szick 
Director General's Office / Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) / 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada / Sante Canada 
Tel/Tel: (613) 948-8651 

Jocelyn Kula 

From: 
To: 

As requested. I am leaving early for an appt but... 

Jocelyn Kula/HC-SC/GC/CA 
stephanie.szick@hc-sc.gc.ca 

2010-12-1401:43:30 PM 

Cc: 
Date: 

Denis ArsenaultlHC-SC/GC/CA@HWC, CSTD-DGO, Carmen Berube/HC-SC/GC/CA@HWC 
2010-12-1401:43 PM 

Subject: Fw: Salvia D OP note update 

As requested. 

I am leaving early for an appt but Denis is around if you have questions. 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
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----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-12-14 01 :42 PM ----

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC, CSTD-OCS-DO 
2010-12-1401:24 PM 
Fw: Salvia D OP note update 

The Salvia OP Note synopsis has been revised as discussed. The document can be found here: I]) 
Denis has reviewed. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-14 01 :21 PM--

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Denis ArsenaultlHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
CSTD-OCS-DO, Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-12-1411:27 AM 
Re: Salvia D OP note update 

The OP note for salvia has been updated for your review in the OP working database. 

Denis 

Denis Arsenault, NManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TelITal: (613) 957-6828 
Fax / Talecopieur: (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 

Jocelyn Kula 
Stephanie Szick 

Will do Stephanie. For action pIs Denis. 

----- Original Message ----
From: Stephanie Szick 

2010-12-1312:39:51 PM 
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Sent: 2010-12-13 12:37 PM EST 
To: Jocelyn Kula; CSTD-OCS-DO; Jeannine Ritchot 
Cc: CSTD-DGO 
Subject: Salvia D QP note update 

hello all, 

Further to the media clip and Cathy's request of this morning per below ---

• I have found in the QP working database a QP note on Salvia revised in Sept. 2010 -- here is the link 
to that note --- ~ 

• Given the very recent work on this file, the note should be further fine-tuned and the key messages 
should line up with the revised media lines. I've attached here the media lines as provided when you 
sent the NOI last week for Cathy's review/approval. Cathy has seen both but I need to follow up with 
her on her approvals. Will let you know asap. 

[attachment "Salvia Media Lines_1 0-12-1 O.doc" deleted by Jocelyn Kula/HC-SC/GC/CA] 

REQUEST -- Can you revise this QP and send to DGO for Cathy's approval by tomorrow COB, Tuesday, 
Dec. 14/10 ? Please let us know if this time is doable, and if not, what date/time works best? 

Sonia - please note for BF list - revised Salvia D QP note. 

Thanks very much, 
Stephanie 

---- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2010-12-13 12:25 PM -----

From: Cathy A Sabiston/HC-SC/GC/CA 
To: SoniaH Lindblad1/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
Date: 2010-12-1309:56 AM 
Subject: Fw: CTV.ca - Hallucinogen salvia popular forlts intense high _...;.... ___________ ~ __ --.;..-:... ______ -.;;;.. ___________ ~_~~."'" •. w._ ... _".'"" 

Make sure the qp card media analysis is up to date. 

Cathy Sabiston 
Director General I Directrice generale 
Controlled Substances & Tobacco Directorate (CST D) 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada 1 Sante Canada 
Tel: (613) 941-1977 Fax: (613) 954-2288 
E-maillcourriel:cathy.a.sabiston@hc-sc.gc.ca 
Website/Site web: www.hc-sc.gc.ca 
----- Forwarded by Cathy A Sabiston/HC-SC/GC/CA on 2010-12-13 09:56 AM -----

From: 
To: 
Date: 
Subject: 
Sent by: 

HC _Media_ SC/HC-SC/GC/CA 

2010-12-1309:38 AM 
CTV.ca - Hallucinogen salvia popular for its intense high 
Nicolas Frate 

Distribution group/Groupe de distribution: Controlled Substances - Substances controlees -
HECSB/DGSESC, 
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Dec. 1320109:16 AM ET 
Hallucinogen salvia popular for its intense high 
Source: ctv.ca/health 

The once squeaky-clean image of former teen Disney star Miley Cyrus took another hit - so to speak -
this weekend, when a video emerged of her purportedly smoking a bong filled with the stuff. 

While her father Billy Ray Cyrus is said to be saddened by the video, which appears on the celebrity 
gossip website TMZ.com, plenty of others are asking: what is salvia and is it legal? 

Turns out the hallucinogen -- officially called Salvia divinorum -- is legal in the state of California where 
Cyrus apparently used it, though it's illegal in 12 other U.S. states. It's also illegal in Canada, although it is 
openly marketed by some "head shops" in Canada. 

Dr. Bryan Roth, a professor of pharmacology at the University of North Carolina explains that the drug is 
an intense hallucinogenic that's fairly new on the drug scene. He says in the late '90s, recreational drug 
growers learned how to add the purified active ingredient, salvinorum A, to plants. 

"It's only in the last four or five years that it has taken off as a fad," he told CTV's Canada AM from Chapel 
Hill, N.C. 

Yet while its popularity is new, the hallucinogen, with is part of the sage and mint families, has been used 
for centuries by shamans in Mexico for spiritual healing. In fact, the name salvia means "to heal" and 
divinorum means "divination." The drug is also known as "diviner's sage" and "magic mint." 

What makes salvia so popular is that it gives an intense high that takes just a few seconds to kick in and 
that lasts only a few minutes. 

"Most people describe the effects as nearly instantaneous," Roth explained. "They're basically 
disassociated from normal reality. The effects of that can range from hilarious laughter, like you see with 
Miley Cyrus, to stark terror. Then within five to 15 minutes, the effects abate. And within half an hour, 
people are back to normal." ' 

While research on the drug is scant, a U.S. government-funded study was released just last week in the 
journal Drug and Alcohol Dependence. In the study, researchers from the Johns Hopkins School of 
Medicine tested the drug on four subjects with prior experience with hallucinogens. 

Two users rated the strength of the effect as "as strong as imaginable" -- considered unusual for people 
with prior experience with hallucinogens. 

The subjects also reported the drug's effects were different from those caused by LSD or "magic 
mushrooms." While those drugs leave users high but still aware of the world around them, the salvia users 
said they felt as if they had completely left reality, gone to "other worlds or dimensions," had "contact with 
entities," and experienced "mystical-type" effects, the researchers reported. 

There were no physical effects of the drug, the researchers found: no significant heart rate or blood 
pressure changes, no tremors or other side effects. And animal studies indicate the drug is not addictive. 

Still, Roth points out, because salvia is not well studied yet, the long-term effects on the brain are 
unknown. 

Here in Canada, the popularity of the drug is said to be growing. According to the 2009 Canadian Alcohol 
and Drug Use Monitoring Survey, about 1.6 per cent of Canadians aged 15 or older have tried salvia. For 
those aged 15-24, the number rises to 7.3 per cent. 

http://www.ctv.ca/CTVNews/Health/201 01213/salvia-cyrus-1 012131 
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1. APPROVALS 

This Issue Analysis Summary is approved. 

Jocelyn Kula, AlDirector 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 

[DD/MMl201O] 

2. ISSUE 

DRAFT 

October 29,2010 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of Salvia 
divinorum (s. divinorum,) which is not currently regulated under the Controlled Drugs and 
Substances Act (CDSA). These requests are further to reports from scientific and media sources 
suggesting that S. divinorum is being used by adolescents and young adults specifically for its 
hallucinogenic properties. Health Canada has also noted an ongoing media interest regarding the 
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availability of S. divinorum in Canada. 

3. PURPOSE 

To assess S. divinorum against the criteria for the addition of a substance to one of the Schedules 
to the CDSA, and determine whether this substance should be regulated as a controlled substance 
in Canada. 

4. CONTEXT 

S. divinorum is a species of sage which belongs to the mint family, and which is found in the 
form of dried leaves, extract and plant cuttings. Also called "diviner's sage", the plant is known 
to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the psychoactive 
ingredient in S. divinorum is a neoclerodane diterpene which is found primarily in the leaves, and 
to a lesser extent in the stem of the plant. I 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults? While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. S. divinorum cuttings are also available from a number 
of garden supply companies. 

S. divinorum is a substance not currently scheduled under the CDSA. It can be imported and sold 
legally in Canada to anyone of any age, anywhere in Canada provided it is not sold as a health 
product or hallucinogen. In addition, the S. divinorum sold in Canada is currently not subject to 
any specific quality or safety standards. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required). 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS) in November 2005, which 
recommended that S. divinorum and its active ingredient salvinorin A be regulated as controlled 

1 U.S. Department of Justice Drug Enforcement Administratio'D. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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substances. This recommendation was maintained when the IAS was updated in November 
2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 
Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to a discussion with the Assistant Deputy Minister (ADM) of the Healthy Environments 
and Consumer Safety Branch (HECSB) in April 2007, the (then) Drug Strategy and Controlled 
Substances Directorate (DSCSD) (now Controlled Substances and Tobacco Directorate, CSTD) 
organized a meeting with MHPD, NHPD and HPFBI to discuss S. divinorum. HPFBI was to 
determine appropriate compliance activities regarding S. divinorum and consult with the Canada 
Border Services Agency (CBSA) regarding the movement of products containing S. divinorum 
into and out of Canada. 

On September 13,2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals ofDSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that their 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F&DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

3 

001955 



( c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of October 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 

4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada. A product licence may be obtained 
pursuant to an application in which the applicant attests to all of the conditions set out in a 
riatural health product monograph prepared and published by the Natural Health Products 
Directorate. Alternatively, an applicant may submit a product license application that provides 
evidence of quality, safety and efficacy that is assessed as being sufficient and approved by 
NHPD by the full submission route. The NHPR also require that all manufacturers, packagers, 
labelers, and importers have a site license issued on the basis of sufficient evidence of procedures 
respecting distribution records, product recalls, product handling, storage and delivery, and all 
other aspects of Good Manufacturing Practices as set out in the NHPR. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
m: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must be substances set out in Schedule 1 (a list of included substances) to the NHPR, a 
traditional medicine or a homeopathic medicine, and none of the ingredients can be substances 
set out in Schedule 2, a list of excluded substances which includes any substance listed on 
Schedules I to V of the CDSA. Section 2(2) of the NHPR excludes those substances (except 
homeopathic medicines) whose sale is required to be pursuant to a prescription as per Section 
C.01.043 of the F&DR. 

As per section 93(1)(b)(vi) of the NHPR, every natural health product must be labeled with its 
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authorized recommended use or purpose. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a modification of an organic function. 
Therefore products that contain S. divinorum and are manufactured, sold or represented for use as 
a hallucinogen meet the definition of an NHP. 

As of October 2010, no products containing S. divinorum have been authorized by Health 
Canada. Therefore no NPNs or DIN-HMs have been issued for such products. Therefore sales 
of S. divinorum are illegal under the NHPR if the product is represented for use as a hallucinogen 
or if other health claims are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether(a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers a number of factors 
including: 

• International requirements and trends in the control andlor scheduling; 
• Chemical andlor pharmacological similarity to substances listed in the Schedules to the 

CDS A; 
• Legitimate use of the substance, including therapeutic, scientific, industrial or commercial 

uses; 
• Potential for abuse andlor addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of S. Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in the Control andlor Scheduling 

At the present time, neither S. divinorum nor salvinorin A are listed under the United Nations 
Drug Control Conventions and therefore do not have to be regulated as controlled substances in 
any ofthe countries (including Canada) that are signatories to these Conventions. 

Australia 
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In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Both S. divinorum and salvinorin A are listed in Schedule 9 of 
Australia's Standardfor the Uniform Scheduling of Drugs and Poisons on the basis of "high 
potential for abuse and risk to public health and safety.,,3 SchecJ.ule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus.5 

Denmark 

In 2003, Denmark added S. 'divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11, 2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 

.3 http://www.tga.gov.au/ndpsc/record/rr200111.pdf 
4 http://www.cognitiveliberty.org/news/salvia_australia.htm 
5 . 

http://eldd.emcdda.europa.eulhtml.cfmlindex517 6EN .html ?pluginMethod=eldd.shownewsdetails&id=201 12/2006BE 
LGIUM:%20NewnIo20substances%20controlled%20include%20mCPP%20and%20khat 

6 

001958 



pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five/years 
imprisonment or a fine of up to five million yen. 

Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

It is illegal to possess or sell S. divinorum in Croatia, Latvia, Lithuania, Poland, Romania, South 
Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to possess it. 
In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb and it is 

illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern", but this has no legal implications. According to the National Institute 
for Drug Abuse, the Drug Enforcement Agency is considering classifying S. divinorum and/or 
salvinorin A as Schedule I drugs. This Schedule includes substances such as LSD and marijuana. 

In addition, some individual states have implemented laws restricting its use, sale and/or 
distribution. As of July 2010, a number of states have enacted legislation placing regulatory 
controls on S. divinorum and/or salvinorin A including Delaware, Georgia, Florida, Hawaii, 
Illinois, Kansas, Kentucky, Maryland, Mississippi, Missouri, Nebraska, North Dakota, Ohio, 
Oklahoma, South Dakota, Wisconsin, Virginia, California, Louisiana, Maine, North Carolina, 
and Tennessee. By way of example, additional details regarding the regulation of S. divinorum in 
these last five states are provided below. 

California 

As of January 1, 2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divino rum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
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and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. j 

North Carolina 

On December 1,2009, the North Carolina State Legislature brought a new law into force 
which made S. divinorum and salvinorin A illegal. The only legal S. divinorum activities 
are the growing for aesthetic, landscaping, or decorative purposes or university-affiliated 
medical or pharmacological research. 

Tennessee 

On July 1, 2006, ~ennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and if) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances Listed in the Schedules to the 
CDSA 

The psychoactive ingredient in S. divinorum is the neoclerodane diterpene salvinorin A.6 Another 
plant which contains psychotropic terpenoids is Artemisia absinthium (wormwood).7 Salvinorin 
A is a hallucinogen with a distinct structure and it does not interact with the serotonin type-2A 
receptor or any other molecular target of classical hallucinogens.8 Instead, the available research 
suggests that the psychotropic effects of salvinorin A are mediated by its agonistic actions at the 

6 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
7 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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K-opioid (KOR) receptor.9 Its mechanism of action is therefore unique. 10 

The psychoactive effects of S. divinorum vary in onset and duration and include perceptual 
distortions such as the sensation of becoming an object, having visions of various two
dimensional surfaces, films and membranes, revisiting places of the past (particularly childhood), 
perceived loss ofthe body and/or identity, various sensations of motion (being pulled or twisted 
by a force of some kind), uncontrollable hysterical laughter, and overlapping realities 
(perceptions of being in more than one place).11 Laughter, happiness, a sense of well-being and 
dissociative effects were deemed the most positive aspects of S. divinorum by users, second only 
to the "trip" that the drug e1icits. 12 Depersonalization, speaking gibberish, widening of 
consciousness and subjective illusions of rapid movement, flying or hovering have also been 
reported. 13 

The psychotomimetic effects of S. divinorum closely resemble the schizoid symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only a weak 
influence on the prevailing mood ofthe user which differentiates it from other hallucinogens 
such as LSD and psilocybin. IS Its strong dissociative effects are often compared to those of 
ketamine. 16 Users have reported that the psychedelic effects of S. divinorum were most' similar to 
those caused by psilocybin mushrooms. 17 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience are quite unique. IS 

9 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Nat! Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 

10 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
II Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
12 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
13 Biicheler R, G1eiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38(1): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnophannacol. 1994 Jun;43(1):53-6. 
14 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
15 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
16 Wolowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
17 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
18 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-6i 
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S. divinorum causes an unusually high degree of sedation, weakness and fatigue, and the 
increased de-realization is not commonly reported for classical psychedelics. [9 The combination 
ofthese effects seems to correlate with that of other KOR agonists such as pentazocine.2o 

The onset and intensity of the effects of S. divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length of time the material spends in the mouth, with the onset of 
effect generally taking 5 -10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside,z[ 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) provide the quickest and most intense effect.22 Salvinorin A 
can be isolated from the plant to make a powder which can be vaporized and inhaled. The effects 
felt from vaporizing salvinorin A are experienced in about 30 seconds, last for about 5-10 
minutes, and then subside over the next 30 minutes.23 

Smoking the dried leaves or a concentrated extract using a pipe or bong is by far the most 
popular method of administration,z4 Dried leaves may also be fortified with a concentrated 
extract of salvinorin A. A concentrated extract can also be used sub lingually. Neither S. 
divinorum nor salvinorin A can be injected because the powder is insoluble in water,zs 

4.2.3 Legitimate Use of the Substance, including Therapeutic, Scientific, Industrial or 
Commercial Uses 

S. divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 

19 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
20 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
22 Wolowich WR, Perkins AM, Cienki n. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
24 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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Indians in Oaxaca, Mexico?6 For medicinal purposes (gastrointestinal problems, headaches, 
rheumatism, anemia and swelling of the stomach) an infusion of the leaves or the leaves 
themselves are ingested. 27 However, its main use in Mexico today is believed to be for its 
psychedelic properties in the aid of producing "mystical" or hallucinogenic experiences as part of 
spiritual rituals.28 

Although selective KOR agonists have been shown to produce analgesic effects, adverse effects such 
as psychotomimesis, dysphoria and diuresis have been observed in studies investigating their 
therapeutic use?9 In addition, while it has been speculated that KOR agonists may be useful in 
the treatment of certain psychiatric disorders including Alzheimer's disease, schizophrenia, 
dementia and bipolar disorder, but there has been no clinical research to support these 
hypotheses. 30 That said there are presently no recognized medical uses for S. divinorum in 
Canada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. Most 
websites offering S. divinorum cuttings and seeds for sale appear to do so in the context of 
growing the plant for "recreational" purposes, rather than out of horticultural interest or for its 
esthetic appeal. However, it should be acknowledged that this does not preclude the possibility 
of a person growing this plant for purely decorative purposes. S. divinorum is also marketed as 
incense. However, there is no evidence that S. divinorum has any fragrant properties that would 
legitimize such a use. Therefore it is believed that the marketing of this plant as an incense is a 
means to avoid compliance and enforcement actions by Health Canada. 

4.2.4 Potential for Abuse and/or Addiction Liability 

Salvinorin A is a potent, KOR-selective agonist and in contrast to the euphoria produced by 
MOR agonists such as morphine, KOR agonists are negatively reinforcing and aversive.3

! In 
addition, KOR agonists have analgesic properties, but are not associated with respiratory 
depression like MOR agonists.32 Finally, while MOR agonists increase the release of dopamine, 

26 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
27 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aul archive/000023 27/0 IlMunr02006thesis.pdf February 2007. 
28 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527 -31. 
29 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
30 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
31 Killinger BA, Peet MM, Baker LE. Salvinorin A fails to substitute for the discriminative stimulus effects of LSD 
or ketamine in Sprague-Dawley rats. Pharmacology, Biochemistry & Behaviour. 2010 May 96; 260-265. 
32 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
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the activation ofKOR decreases dopamine release in the nucleus accumbens.33 In the case of 
MOR agonists, the increase of dopamine acts as a positive reinforcer. This action motivates the 
user to use the drug again, which could lead to drug abuse and/or addiction. For KOR agonists, 
this is not the case. 

The aversive effects ofKOR agonists suggest that the risk of addiction to S. divinorum is 
negligible. Users have reported the negative effects of S. divinorum as: the short duration of 
action, lack of control over the experience, persisting negative effects (most often anxiety),34 
sweating, chills, increased diuresis, impaired vigilance,35 and negative after-effects including 
tiredness, feeling head heavy, dizziness, physical exhaustion, and some degree of malaise or 
'hangover' as they 'comedown' from the drug.36 Despite these reports, very few controlled 
scientific studies of the physical and psychotropic effects of S. divinorum on humans have been 
carried out and the results have been conflicting. For example, one author states: "Many who 
have used salvinorin A find the experience extremely unnerving, frightening and overly intense 
and most have no desire to repeat theexperience.,,37 However, another study suggested that this 
is not the experience of all recreational users of S. divinorum.38 Over eighty percent of users 
surveyed on a web-based questionnaire about their S. divinorum use said that they would 
probably or definitely use S. divinorum again.39 

In addition, some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.4o Therefore, it is difficult to predict with certainty its potential for addiction and abuse. 
In studies that have been conducted, there is conflicting information around the addiction 
liability of S. divinorum in both animals and humans. Further studies in this area and on the 

33 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
34 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
35 Biicheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner'S 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
36 GonzaIez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
37 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

38 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62, Biicheler R, Gleiter CH, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38(1):1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
39 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
40 Bucheler R, Gleiter CH, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
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KOR mediated decrease of dopamine are also required in order to fully understand the· addiction 
potential of this substance. 

While concerns for the potential of abuse were initially considered minimal given that 1 kg of 
dried leaves only yield 3 to 6 human doses of salvinorin A for oral consumption, it was then 
discovered that vaporizing and inhaling 200-500 micrograms had profound hallucinogenic 
effects.41 Given that only small doses of this substance are now necessary to achieve the desired 
effects through inhalation, the potential for abuse is much higher. Also, the extraction of 
salvinorin A from the plant is simple, and with care, approximately 1.5 grams of pure salvinorin 
A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. This is enough for 2000 oral 
doses.42 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

In Canada, the prevalence of use of S. divinorum has recently been documented. Questions about 
the use of salvia were included in the 2009 Ontario Student Drug Use and Health Survey, the 
2008-2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use Monitoring 
Survey. In some cases it is not clear if responses indicate the use of S. divinorum or salvinorin A 
given the use of the term "salvia". 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using S. divinorum at least once 
in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% indicated 
they had used cannabis and 5.0% indicated they had used hallucinogens other than LSD 
and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using S. 
divinorum; 

• There is significant grade variation, with S, divinorum use most likely among 11 th graders 
(8.6%) and 12th graders (8.4%); and 

The results of the 2008-2009 Youth Smoking Survey were published on May 31, 2010 and 
indicate that: 

• 4.9% of students stated that they had used salvia in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

41 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fmdings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
42 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
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• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used salvia in 
the last twelve months; and 

• Males (6.6%) were more likely to have used salvia in the past twelve months compared to 
females (3.2%). 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined salvia for the first 
time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they had 
used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%, 
while 1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% ecstasy 
and 0.7% illicit hallucinogens. Salvia appears however to be a substance that is tried largely by 
youth with a 7.3% prevalence oflifetime use. 

According to the 2009 Monitoring the Future survey, annual prevalence of use of S. divinorum 
among 12th graders in the United States is 5.7%. The American Substance Abuse and Mental 
Health Services Administration's 2006 National Survey on Drug Use and Health found that, of 
respondents aged 12 or older, 1.8 million had used S. divinorum at least once in their lifetime and 
756,000 had used the substance in the past year. Among youth aged 12 to 17, males were more 
likely than females to have used S. divinorum in the past year (0.9% vs. 0.3%). 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, ranging from 9 samples in 2006 to 20 samples in 2009. It is, 
however, difficult to determine how this data reflects the extent of actual abuse of salvinorin A in 
Canada, given that it is not an illegal substance and would likely only be seized accidentally or 
during the seizure of other illicit substances. 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement Agency 
(DEA) databases that collect scientifically verified data.on analyzed samples in state and local 
forensic labs as well as samples from DEA labs. While in 2000 no seized samples were found to 
contain S. divinorum or salvinorin A, 70 samples tested positive in 2008. Once again, it is 
difficult to determine how this data can be used to reflect the actual extent of abuse of S. 
divinorum and salvinorin A in the United States as both these substances are not listed in the 
Controlled Substances Act. 

The increase in both the number of enquiries to Health Canada from various municipalities and 
members of the public and the amount of media interest regarding the availability of S. 
divinorum in Canada may be an indication that the recreational use of S. divinorum as a 
hallucinogen is on the rise. However, it may only reflect an increased awareness of the 
phenomenon. 

4.2.6 Risk to Personal and Public Health and Safety 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. As this substance is typically smoked, there is no risk 
of infectious disease transmission asis the case when a drug is injected. Users may get up and 
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walk around without apparent awareness of their movements, behaviour or surroundings, and 
distinction between self and surroundings is often lost. At doses greater than Img of salvinorin 
A, out of body experiences are frequent and loss of consciousness has been reported.43 There is 
little information regarding the social behaviours of persons under the influence of S. divinorum 
products, and what risks their activities such as operating a motorized vehicle may pose to the 
general pUblic. There is also very little data regarding the toxicity, teratogenicity or other long
term effects of S. divinorum use.44 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding physiological and psychotropic effects of S. divinorum use 
have been published in the scientific/medicalliterature. For example, an international case.report 
described the perceptions of a 19 year-old man after inhaling S. divinorum smoke. The peak 
psychotropic effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.45 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking S. divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use.46 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-oId boy committed suicide after smoking S. divinorum for an unknown period oftime.47 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006), showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 48 

43 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic [mdings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
44 Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun;73:1039-1046 . 

. 46 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
47 http://www.kvbc.com/Global/story.asp?S=4893692 
48 W olowich WR, Perkins AM, Cienld JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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There are also several reports of domestic adverse reactions related to the use of S. divinorum 
that have been received through the Canada Vigilance database. However, this does not reflect 
true incidence due to under-reporting. 

5. ASSESSMENT OF RISKS AND BENEFITS 

001968 
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7. CONSIDERATIONS 

(1)(a) 
s.21(1)(b) 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
marketing of the product indicates that it is to be sold for human consumption in order to modify 
an organic function. Unlicensed natural health products are also permitted to be imported 
provided they are for personal use only. 

Non-regulatory options for the control of S. divinorum, such as the development of an 
educational campaign to highlight the risks associated with using this plant, were also 
considered. However, the risks associated with this substance, as well as the confusion 
concerning its enforcement as a natural health product only when it is sold for use with a health 
claim, do not make this option viable. 

S. divinorum meets the criteria for scheduling a substance under the CDSA. While neither the 
plant nor its main active component salvinorin A are scheduled under any of the UN Drug 
Control Conventions, a number of countries and American states have taken steps to control the 
distribution and use of these substances. S. divinorum and salvinorin A are pharmacologically 
similar to other substances included in Schedule III to the CDSA, such as LSD and psilocybin. 
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There are also currently no legitimate therapeutic, commercial or industrial uses for S. divinorum. 
While the addiction potential of S. divinorum appears to be low, there is a significant potential 
for its abuse as a 'legal' hallucinogen. There is very little information with regards to the long
term effects of S. divinorum use. There is also evidence of abuse, particularly by Canadian youth 
and potential for individual health risks as well as risks to public health and safety. 

In light of a recommendation to include S. divinorum under Schedule III to the CDSA, it is also 
recommended that the main psychoactive ingredient of this plant, salvinorin A, be scheduled. 
Salvinorin A can easily be extracted from S. divinorum and this substance gives the plant its 
hallucinogenic properties. Therefore salvinorin A results in the same risks as S. divinorum and 
should also be controlled under the CDSA in the same manner as S. divinorum. 

8. RECOMMENDATIONS 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that S. divinorum is readily 
available and law enforcement agencies have no legal means to prevent its sale. 

s.21(1)(a) 
s.21(1)(b) 

DCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented for 
sale as health products that modify organic functions can be refused for import under the NHPR. 

DCS brought S. divinorum to the Controlled Substances Scheduling Working Group (CSS-WG) 
in August 2010 to discuss the possibility of regulatory control of this substance. After assessing 
the available information against the six criteria listed in the Context section of this Issue 
Analysis Summary, the CSS-WG recommended that S. divinorum be included under Schedule III 
to the CDSA. 

10. IMPLEMENTATION AND EVALUATION 
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Required: 

Description 
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Salvia D 
2010-12-15 Wed 2:30 PM - 3:00 
PM 
Attendance is required for Denis Arsenault 
Chair: Cathy A Sabiston/HC·SC/GC/CA 
Sent 8y: Cyndi Vaughan/HC-SC/GC/CA 
Location: Cathy's Office 

Denis ArsenauIUHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC 

Please bring Media Lines, NOI and QP note. 

Thank you 

Personal Notesj 
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Re: Fw: Media SummarylSommaire des medias December 15 2010 CJl 
Jocelyn Kula to: Robin Maries 2010-12-1511:43AM 

Robert Leitch, Allison Lui, David Cunningham, Helene Lacourciere, 
(. Kevin Bernardo, Laura Francis-Lamb, Lisa MacKay, Mano Murty, 
,(" Melinda Lee Choon, Sarah Chippure, Scott Jordan, Shahid Perwaiz, 

Stephanie Jack, Denis Arsenault, Stephanie Chandler 

,rum: Jocelyn Kula/HC-SC/GC/CA 

Thanks Robin, 

Robin Marles/HC-SC/GC/CA@HWC 

fiobert Leitch/HC-SClGC/CA(dlHWC, Allison LuilHC-SC/GC/CA(ti)HWC, David 
Cunningham/HC-SC/GC/CA@HWC, Helene Lacourciere/HC-SclGC/C,A.@HWC, Kevin 
Bernardo/HC-SC/GC/CA@HWC, Laura Francis-LambiHC-SClGC/CA@HWC, Lisa 
rAacKayIHC-SCfGCICA@HWC, Mano Murty/HC-SC/GC/CA@HWC, Melinda Lee 
Choon/HC-SC/GC/CA@HWC, Sarah Chippure/HC-SC/GCICA@HWC, Scott 
Jordan/HC-SCfGCiCA@HWC, Shahid Perwaiz/HC-SC/GCfCA@HWC, Stephanie 
Jack/HC-SCiGC/CA@HWC, Denis ArsenaultlHC-SCiGCICA@HWC, Stephanie 
Chandler/HC-SC/GCICA@HWC 

"_",, __ " __ """,,",_,"",",_w'~_,", 

For everyone's information, OCS has recently completed its scheduling assessment on Salvia and 
Salvinorin A, and a final decision as to recommended next steps is with our DG right now. I should be 
able to provide more info in the coming weeks. 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Robin Maries At this time, Salvia divinorum is classified as an ... 2010-12-1509:33:25 AM 

From: 
To: 
Cc: 

Date: 
Subject: 

Robin Marles/HC-SC/GC/CA 
Robert Leitch/HC-SC/GC/CA@HWC 
Allison LuilHC-SC/GC/CA@HWC, David Cunningham/HC-SC/GC/CA@HWC, Helene 
Lacourciere/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Kevin 
Bernardo/HC-SC/GC/CA@HWC, Laura Francis-Lamb/HC-SC/GC/CA@HWC, Lisa 
MacKay/HC-SC/GC/CA@HWC, Mano Murty/HC-SC/GC/CA@HWC, Melinda Lee 
Choon/HC-SC/GC/CA@HWC, Robert Leitch/HC-SC/GC/CA@HWC, Sarah 
Chippure/HC-SC/GC/CA@HWC, Scott Jordan/HC-SC/GC/CA@HWC, Shahid 
PerwaizlHC-SC/GC/CA@HWC, Stephanie JacklHC-SC/GC/CA@HWC 
2010-12-1509:33 AM 
Re: Fw: Media SummarylSommaire des medias December 15 2010 

At this time, Salvia divinorum is classified as an NHP when manufactured, sold or represented for use for 
modifying organic functions, e.g. as a hallucinogen. The Office of Controlled Substances will provide 
further input as they deem appropriate. 

Robin 
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Robert Leitch Salvia, made popular by Miley Cyrus video, sold ... 2010-12-1509:27:05 AM 

From: Robert Leitch/HC-SC/GC/CA 
To: Allison Lui/HC-SC/GC/CA@HWC, Kevin Bernardo/HC-SC/GC/CA@HWC, Melinda Lee 

Choon/HC-SC/GC/CA@HWC, Robert Leitch/HC-SC/GC/CA@HWC, Sarah 
Chippure/HC-SC/GC/CA@HWC, Scott Jordan/HC-SC/GC/CA@HWC, Shahid 
PerwaizlHC-SC/GC/CA@HWC, Stephanie JacklHC-SC/GC/CA@HWC, David 
Cunningham/HC-SC/GC/CA@HWC, Helene Lacourciere/HC-SC/GC/CA@HWC, Mano 
Murty/HC-SC/GC/CA@HWC, Laura Francis-Lamb/HC-SC/GC/CA@HWC, Robin 
Marles/HC-SC/GC/CA@HWC, Lisa MacKay/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

Date: 2010-12-15 09:27 AM 
Subject: Fw: Media SummarylSommaire des medias December 15 2010 

• Salvia, made popular by Miley Cyrus video, sold legally in Vancouver; Hallucinogenic plant 
legal in Canada; 15 U.S. states have banned it 

• Nutmeg can be more than a spice in your cupboard; Abuse on rise/ Some people use nutmeg 
to get high 

• Flat Stomach Concept Extra recalled; MAY POSE SERIOUS HEALTH RISK: HEALTH 
CANADA 

Any progress on the Salvia file? 

Robert Leitch, M.Sc., M.Eng. 

Associate Director I Directeur Associe 
Marketed Biologicals, Biotechnology and Natural Health Products Bureau (MBBNHPB) I 
Bureau des Produits Biologiques, Biotechnologiques et de Sante Naturels Commercialises 
Marketed Health Products Directorate - (MHPD) I Direction des produits de sante commercialises -
(DPSC) 
Rm 2203, HPB, 200 Tunney's Pasture Driveway I Piece 2203, 200 promenade Tunney's Pasture 
Ottawa, Ontario K1A OK9 AL 0702A 

Tel: 613.960.9759 Fax: 613.954.2354 

----- Forwarded by Robert Leitch/HC-SC/GC/CA on 2010-12-1509:22 AM ----

From: 
To: 
Cc: 
Date: 
Subject: 

Bernice Wayboda/HC-SC/GC/CA 

Bernice Wayboda/HC-SC/GC/CA@HWC, ECD Personnel DCHG 
2010-12-1508:24 AM 
Media SummarylSommaire des medias December 15 2010 

Wednesday, December 15,2010 

• ONTARIO TOLD TO PAY FOR U.S. SURGERY; Three-day wait in Toronto; 'urgent' care 
in Buffalo 

• Province won't fund drug for man with rare form of kidney cancer 
• 'Weare taking a stand' 
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Salvia, made popular by Miley Cyrus video, sold legally in Vanttfu~et;{l!Ialltiti~geR149~lritr)lFag~Tiof2 
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Salvia, made popular by Miley Cyrus video, sold 
legally in Vancouver; Hallucinogenic plant legal in 
Canada; 15 U.S. states have banned it 

The drug Salvia divinorum, made famous in the viral You-Tube video in 
which pop star Miley Cyrus smokes a bong, has been sold quietly for at 
least the past 10 years in Vancouver. 

Fox News and other agencies are reporting that sales of the drug have 
tripled in some U.S. states, such as California, where people are specifically 
asking for "the stuff Miley was smoking." 

But Vancouver Seed Bank owner Rebecca Ambrose says Salvia has long 
had a following of perhaps a few hundred people locally. 

"People come in fairly steadily asking about it and the effects from it, but we 
haven't seen a big influx," Ambrose said. The East Hastings shop sells live 
cuttings and a concentrated form. "We sell out of it quite regularly." 

"A wide range of people are interested in its psychedelic effects and don't 
want to be out of it for a long time," she said. "It's not like mushrooms or 
LSD where you are in for an eight-hour journey. In its extract form, Salvia 
causes an intense hallucinogenic effect for about 15 minutes." 

The drug is widely available on the Internet in both Canada and the United 
States as a dried leaf, a tobacco-like form fortified to enhance its potency, 
an alcohol-based tincture and a nearly pure crystalline form, used mainly for 
research purposes. 
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Salvia, made popular by Miley Cyrus video, sold legally in Vanc6twtw;LFJlallu6~E;j~ 

The leaves of the plant have been used for centuries by Mazatec Indians in 
Oaxaca, Mexico, mainly by shamans seeking to induce visions. 

A powerful hallucinogen in its concentrated form, the plant and its 
derivatives are completely legal in Canada, according to the RCMP. Fifteen 
U.S. states have banned it. 

Cyrus was videotaped smoking the herb from a glass pipe known as a 
bong on her 18th birthday. She begins to laugh hysterically and is heard to 
say: "Omigod, I'm having a bit of a bad trip." 

"I always recommend that people do it with someone who won't be 
smoking it so you have someone there to make you feel secure," said 
Ambrose. "You do for 15 minutes lose all sense of time and space." 

rshore@vancouversun.com Blog: 
vancouversun.com/randyshoretwitter.com/thegreenmanblog 
Updated: 2002-08-15 ..... This site hosted by 

Densan Consultants Ltd/Ltee. 
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Jocelyn, 

Re: Urgent - Media Inquiry - Salvia (RCMP) []'J 
Christine Roush to: Jocelyn Kula 
Cc: Stephanie Chandler, Nicole Prentice 

This message has been replied to and forwarded. 

2010-12-15 10:37 AM 

Below is an email I just received from the Comms shop at the RCMP who have received a media inquiry 
about Salvia. Could you please take a look at their suggested response and let me know as soon as 
possible if you are OK with it. As well, we really need to get our new Salvia media lines approved as 
quickly as possible, as Salvia has been in the news quite a bit in the last week. I believe they are 
currently with Cathy. Is there anything you can do to facilitate her approval so we can keep these moving 
and have them fully approved before Christmas? 

******************************************************************************* 

Hi Christine ... as I suspected, we've received a media query about our 
stance on Salvia out in H Division (Halifax). I drafted the following 
brief holding lines, but would appreciate if you could advise if they're 
ok ... I'm just learning about this substance myself. For most info, I 
would refer them to HC ... 

Many thanks, 

Robin Percival 
Communications Strategist/ Conseillere en strategies de communications 
RCMP/GRC 
Tel. /tel.(613) 949-0574; Fax/telec. (613) 993 -5454 
robin.percival@rcmp-grc.gc.ca 

1 attachment 

E1 
Salvia - Media Lines .wpd 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction genera Ie des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

Nicole Prentice Thanks Jocelyn. I figured she was busy with oth ... 

From: 
To: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2010-12-1303:42:31 PM 

Cc: 
Date: 

Stephanie Chandler/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC 
2010-12-13 03:42 PM 
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Subject: Re: Fw: Updated Media Lines and Draft Notice of Intent for Salvia 

Thanks Jocelyn. 

I figured she was busy with other more pressing issues, however, thanks to Miley Cirus' recent activities 
there has been some interest in the topic and we expect enquiries. When they come in, we will attempt to 
respond using previously used messaging and sent your way for review. 

Get well soon. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

Jocelyn Kula 
Nicole Prentice 
Stephanie Chandler 

Hi Nicole The docs went to Cathy late last week ... 
Hi again, Have you gotten anything back from ... 

Hi Nicole and Christine, Sorry you weren't cc'e ... 

2010-12-1303:39:15 PM 
2010-12-1303:36:39 PM 
2010-12-10 09:07: 59 AM 
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Date: December, 2010 

Re: Salvia Divinorum 

RCMP Media Lines - DRAFT 
Not for distribution 

Issue: Salvia divinorum is a plant with psychoactive properties which when smoked or chewed can 
cause a number of physical and mental effects including hallucinations and/or triggering a "high". 
Salvia divinorum is available online and in head shops and its popularity is growing: According to 
the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS), about 1.6 per cent of 
Canadians aged 15 or older have tried salvia. For those aged 15-24, the number rises to 7.3 per cent. 
While several countries have placed controls on the import and/or sale of this substance, it is not 
currently regulated in Canada under the Controlled Drugs and Substances Act (CDSA) and its 
Regulations. Health Canada is currently assessing whether the control of Salvia divinorum under 
the CDSA is warranted. However, when products containing Salvia divinorum are marketed for the 
purposes of modifying an organic function (such as for their hallucinogenic effects) they meet the 
definition of a natural health product and, as such, must be authorized by Health Canada before they 
can be sold. 

Media Lines 

• The RCMP is aware of the presence ofthis substance in Canada; however, to date, it hasn't 
surfaced as a significant problem. 

• As with any substance whose long-term effects haven't been fully documented, the RCMP 
is concerned about the use (and potential abuse) of Salvia divinorum. 

• As products containing Salvia divinorum that are marketed for use as hallucinogens are 
considered natural health products, it is in contravention of the Natural Health Products 
Regulations to sell them without approval from Health Canada. 

ONLY IF ASKED: 

Q: If it's illegal to sell Salvia in Canada, why aren't the RCMP charging stores or (people) for 
selling (using) it here? 

A: It is currently only illegal to sell Salvia products that are marketed for use as hallucinogens. Such 
unauthorized products may be subject to compliance and enforcement by Health Canada. Most of 
the products that the RCMP and Health Canada are aware of are not sold in this way. Law 
enforcement cannot seize Salvia divinorum unless it is regulated as a controlled substance under the 
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Controlled Drugs and Substances Act (CDSA). 

Q: Will you be moving to make it illegal under the CDSA? 

A: (Refer to Health Canada). 

Please refer all other questions on Salvia (effects, legal status, etc.) to Health Canada. 

Updated by: Robin Percival, Communications Strategist, Drugs and Organized Crime 

Approved by: Supt. Eric Slinn, Dir., Drug Branch 

National Communications Services 
(613)993-2999 
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Date: December, 2010 

Re: Salvia Divinorum 

RCMP Media Lines - DRAFT 
Not for distribution 

Issue: Salvia divinorum is a plant with psychoactive properties which when smoked or chewed can 
cause a number of physical and mental effects including hallucinations and/or triggering a "high". 
Salvia divinorum is available online and in head shops and its popularity is growing: According to 
the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS), about 1.6 per cent of 
Canadians aged 15 or older have tried salvia. For those aged 15-24, the number rises to 7.3 per cent. 
While several countries have placed controls on the import and/or sale of this substance, it is not 
currently regulated in Canada under the Controlled Drugs and Substances Act (CDSA) and its 
Regulations. Health Canada is currently assessing whether the control of Salvia divinorum under 
the CDSA is warranted. However, when products containing Salvia divinorum are marketed for the \ 
purposes ofmodif)ring an organic function (such as for their hallucinogenic effects) they meet the 
definition of a natural health product and, as such, must be authorized by Health Canada before they 
can be sold. 

Media Lines 

• The RCMP is aware ofthe presence of this substance in Canadarho'N6'16r, te eate, it hasR't 
smfaeed as a sigRifiGaHt problem. -

• As with any substance whose long-term effects haven't been fully documented, the RCMP 
is concerned about the use (and potential abuse) of Salvia divinorum. 

• As products containing Salvia divinorum that are marketed for use as hallucinogens are 
considered natural health products, it is in contravention of the Natural Health Products 
Regulations to sell them without approval from Health Canada. 

ONLY IF ASKED: 

Q: If it's illegal to sell Salvia in Canada, why aren't the RCMP charging stores or (people) for 
selling (using) it here? 

A: It is currently only illegal to sell Salvia products that are marketed for use as hallucinogens. Such 
unauthorized products may be subject to compliance and enforcement by Health Canada. Most of 
the products that the RCMP and Health Canada are aware of are not sold in this way...Laxv (jIJ..o I-V! 
enforcement cannot seize Salvia divinorum unless it is regulated as a controlled substance under the 
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Controlled Drugs and Substances Act (CDSA). 

Q; Will you be moving to make it illegal under the CDSA? 

A: (Refer to Health Canada). 

Please refer all other questions on Salvia (effects, legal status, etc.) to Health Canada. 

Updated by: Robin Percival, Communications Strategist, Drugs and Organized Crime 

Approved by: Supt. Eric Slinn, Dir., Drug Branch 

National Communications Services 
(613)993-2999 
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Date: December, 2010 
Re: Salvia Divinorum 

RCMP Media Lines - DRAFT 
Not for distribution 

Issue: Salvia dBivinorum is a plant with psychoactive properties which when smoked or chewed can 
cause a number of physical and mental effects including hallucinations and/or triggering an intense 
"high". Salvia divinorum is available online and in head shops and its popularity is growing: 
According to the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS), about 1.6 
per cent of Canadians aged 15 or older have tried salvia. For those aged 15-24, the number rises to 
7.3 per cent. and halltlcinations. It is available online and in head shops, and 

When products containing Salvia divinorum are marketed for the purposes of modifying an organic 
function (such as for their hallucinogenic effects) they meet the definition of a natural health product 
and, as such, must be authorized by Health Canada before they can be sold. 

Wwhile several countries have placed controls on the import and/or sale of this substance,now 
banned it, to date it is not currently regulated in Canada under the Controlled Drugs and Substances 
Act (CDSA) and its Regulations in Canada. Health Canada is currently assessing whether regulation 
the contICI ofSatl1ia dil1i,U1' ttm under the CDSA is warranted. 

Ho~evet, when prodttcts containing Salvia divinorttm are marketed for the pmposes ofmodirying 
<l11 organic ftmction (such as ror their hallucinogenic effects) the, meet the definition of a natmal 
health product and, as such, must be attthorized b, Health Canada before they can be sold. 

It's poptliarity 15 glOvving. According to the 2009 Carladian Alcohol and Dltlg Use Monitoring 
:3tlI ve:y (CADUMS), itbont 1.6 per cent of Citnadiall5 aged 15 or older have tried salvia. For those 
aged 15-24, the IIttluber I ises to 7.3 per cent. 

PlOdtlcts containing salv iit di v inorum are comjidered Ilttturai hedlth products ,mci, as sncll, must be 
,turhot ized by Health Canada before they carr be sold. 

Media Lines 

• The RCMP is aware of the presence of this substance in Canada., however, to date, it hdSIl't 

,til t~,ced as a ,~igl1ifieant pwblem. 

,\s with any substance whose long-term effects haven't been fully documented, the RCMP 
is concerned about the use (and potential abuse) 0 f S'alvia divinorllm. 

• As products containing Salvia divinorum prociucts [hat are marketed for use as hallucinogens 
are considered natural health products, it is in contravention of the Natural Health Products 
,?egltiatiunsis rilcg.d to sell them without approval from Health Canada's i.'l.mitOli221tioli. 
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A:s ~ith any substance whose long-ton! effects ha~en't been folly docnmented, the RCMP 
is cOIlccmed about the usc (or abuse) of Sah ia. 

ONLY IF ASKED: 

Q: If it's illegal to sell Salvia in Canada, why aren't the RCMP charging stores or (people) for 
selling (using) it here? 

A: It is currently only illegal to sell Salvia products that are marketed for use as hallucinogens. Such 
unauthorized products may be subject to compliance and enforcement by Health Canada. Most of 
the products that the RCMP and Health Canada are aware of are not sold in this way. Law 
enforcement cannot seize Salvia divinorum unless it is regulated as a controlled substance under the 
Controlled Drugs and Substances Act (CDSA).col1sideled natmru health plodncts which can't be 
sold withom Health Camtda's attthorizatioll. IIowe~eI, Salvia isn't regulated under the Collt'lolled 
DI Ug3 Cind Sub3tance3 Act, which is what we enforce. 

Q: Will you be moving to make it illegal under the CDSA? 

A: (Refer to Health Canada). 

Please refer all other questions on Salvia (effects, legal status, etc.) to Health Canada. 

Updated by: Robin Percival, Communications Strategist, Drugs and Organized Crime 

Approved by: Supt. Eric Slinn, Dir., Drug Branch 

National Communications Services 
( 613)993-2999 
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Histor\": 

Re: Urgent - Media Inquiry - Salvia (RCMP) GjJ 
Christine Roush to: Stephanie Chandler 
Cc: Jocelyn Kula, Nicole Prentice, Denis Arsenault 

This message has been forwarded. 

Thanks Stephanie - I will await your comments. 

Christine Roush 
Senior Communications Advisor/ 

Stephanie Chandler Hi Christine, We do have some revisions to ma ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2010-12-1511 :04 AM 

2010-12-1511:01:07 AM 

Cc: Jocelyn Kula/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC 

Date: 2010-12-1511:01 AM 
Subject: Re: Urgent - Media Inquiry - Salvia (RCMP) 

Hi Christine, 

We do have some revisions to make to the RCMP media lines that we will send to you. 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Christine Roush Jocelyn, Below is an email I just received from t... 2010-12-15 10:37:02 AM 
1 attachment 

[attachment "Salvia - Media Lines .wpd" deleted by Christine Roush/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisor/ 
Conseilh3re principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelITel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 
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Nicole Prentice 
Jocelyn Kula 
Nicole Prentice 

Stephanie Chandler 

Thanks Jocelyn. I figured she was busy with oth .. . 
Hi Nicole The docs went to Cathy late last week .. . 
Hi again, Have you gotten anything back from ... 

Hi Nicole and Christine, Sorry you weren't cc'e ... 

2010-12-1303:42:31 PM 
2010-12-1303:39:15 PM 
2010-12-1303:36:39 PM 
2010-12-1009:07:59 AM 
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Hi Jocelyn, 

Fw: Urgent - Media Inquiry - Salvia (RCMP) 
Denis Arsenault to: Jocelyn Kula 

Stephanie Chandler 

This message has been replied to and forwarded. 

Attached is a revised version of the RCMP media lines with our suggested changes. 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances contr6lees, 
Health Canada / Sante Canada 
TelfTel: (613) 957-6828 
Fax / Telecopieur : (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-12-1511 :19 AM -----

From: 
To: 
Date: 
Subject: 

Hi Denis, 

For your review. 

Stephanie Chandler/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-12-1511:12 AM 
Fw: Urgent - Media Inquiry - Salvia (RCMP) 

Salvia - Media Lines_RCMP _SC.wpd 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 

2010-12-1511:21 AM 

Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-15 11 :11 AM -----

From: 
10: 

Christine Roush/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 

Cc: Jocelyn Kula/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC 

Date: 2010-12-1511 :04 AM 
Subject: Re: Urgent - Media Inquiry - Salvia (RCMP) 

Thanks Stephanie - I will await your comments. 
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Christine Roush 
Senior Communications Advisor/ 

Stephanie Chandler Hi Christine, We do have some revisions to ma... 2010-12-15 11 :01 :07 AM 
Christine Roush Jocelyn, Below is an email I just received from t... 2010-12-15 10:37:02 AM 
1 attachment 

[attachment "Salvia - Media Lines .wpd" deleted by Christine Roush/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelfTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

Nicole Prentice 
Jocelyn Kula 
Nicole Prentice 
Stephanie Chandler 

Thanks Jocelyn. I figured she was busy with oth ... 
Hi Nicole The docs went to Cathy late last week. .. 
Hi again, Have you gotten anything back from ... 

Hi Nicole and Christine, Sorry you weren't cc'e ... 

2010-12-1303:42:31 PM 
2010-12-1303:39:15 PM 
2010-12-1303:36:39 PM 
2010-12-1009:07:59 AM 
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Date: December, 2010 

Re: Salvia Divinorum 

RCMP Media Lines - DRAFT 
Not for distribution 

Issue: Salvia divinorum is a plant with psychoactive properties which when smoked or chewed can 
cause a number of physical and mental effects including hallucinations andlor triggering a "high". 
Salvia divinorum is available online and in head shops and its popularity is growing: According to 
the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS), about 1.6 per cent of 
Canadians aged 15 or older have tried salvia. For those aged 15-24, the number rises to 7.3 per cent. 
While several countries have placed controls on the import andlor sale of this substance, it is not 
currently regulated in Canada under the Controlled Drugs and Substances Act (CDSA) and its 
Regulations. Health Canada is currently assessing whether the control of Salvia divinorum under 
the CDSA is warranted. However, when products containing Salvia divinorum are marketed for the 
purposes of modifying an organic function (such as for their hallucinogenic effects) they meet the 
definition of a natural health product and, as such, must be authorized by Health Canada before they 
can be sold. 

Media Lines 

• The RCMP is aware ofthe presence ofthis substance in Canada; however, to date, it hasn't 
surfaced as a significant problem. 

• As with any substance whose long-term effects haven't been fully documented, the RCMP 
is concerned about the use (and potential abuse) of Salvia divinorum. 

• As products containing Salvia divinorum that are marketed for use as hallucinogens are 
considered natural health products, it is in contravention of the Natural Health Products 
Regulations to sell them without approval from Health Canada. 

ONL Y IF ASKED: 

Q: If it's illegal to sell Salvia in Canada, why aren't the RCMP charging stores or (people) for 
selling (using) it here? 

A: It is currently only illegal to sell Salvia products that are marketed for use as hallucinogens. Such 
unauthorized products may be subject to compliance and enforcement by Health Canada. Most of 
the products that the RCMP and Health Canada are aware of are not sold in this way. Law 
enforcement cannot seize Salvia divinorum unless it is regulated as a controlled substance under the 
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Controlled Drugs and Substances Act (CDSA). 

Q: Will you be moving to make it illegal under the CDSA? 

A: (Refer to Health Canada). 

Please refer all other questions on Salvia (effects, legal status, etc.) to Health Canada. 

Updated by: Robin Percival, Communications Strategist, Drugs and Organized Crime 

Approved by: Supt. Eric Slinn, Dir., Drug Branch 

National Communications Services 
(613)993-2999 

001990 



Date: December, 2010 

Re: Salvia Divinorum 

RCMP Media Lines - DRAFT 
Not for distribution 

Issue: Salvia dEivinorum is a plant with psychoactive properties which when smoked or chewed can 
cause a number of physical and mental effects including hallucinations and/or triggering an intense 
"high". Salvia divinorum is available online and in head shops and its popularity is growing: 
According to the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS), about 1.6 
per cent of Canadians aged 15 or older have tried salvia. For those aged 15-24, the number rises to 
7.3 per cent. and hallttcinations. It is available online and in head shops, and Wwhile several 
countries have placed controls on the import and/or sale of this substance,liow bal'Uled it, to date it 
is not currently regulated in Canada under the Controlled Drugs and Substances Act (CDSA) and 
its Regulations in Canada. Health Canada is currently assessing whether the control of Salvia 
divinorum under the CDSA is warranted. However, when products containing Salvia divinorum are 
marketed for the purposes of modifying an organic function (such as for their hallucinogenic effects) 
they meet the definition of a natural health product and, as such, must be authorized by Health 
Canada before they can be sold. 

It's popttlar it)' is gto~ing. Accoldillg to the 2009 Canadian Alcohol Mid Drug Use Monitotilig 
Suney (CADUMS), about 1.6 per cent ofCMl<'1dians aged 15 or older have tried sahia. For thosc 
aged 15-24, tbe litIlliber I ises to 7.3 pcr cent. 

Plodtlcts containing salvia divinOltll1l ale considered natmal health plodtIcts and, as stich, IlltIst be 
(tutlIol ilxd b)' r Jealth CMlada before they can be sold. 

Media Lines 

• The RCMP is aware ofthe presence ofthis substance in Canada; however, to date, it hasn't 
surfaced as a significant problem. 

• As with any substance whose long-term effects haven't been fully documented, the RCMP 
is concerned about the use (and potential abuse) of Salvia divinorum. 

• As products containing Salvia divinorum prodttcts that are marketed for use as hallucinogens 
are considered natural health products, it is in contravention of the Natural Health Products 
Regulationsis illegal to sell them without approval from Health Canada's autlioliLation. 

As \~ith ali)' substance ~hose long-teml effects havcll't been fi:tll)' dOCtlliiClited, tlte RCMP 
is e(meewed aboctt the use (01 abtlse) of Sal via. 

ONLY IF ASKED: 
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Q: If it's illegal to sell Salvia in Canada, why aren't the RCMP charging stores or (people) for 
selling (using) it here? 

A: It is cUlTently only illegal to sell Salvia products that are marketed for use as hallucinogens. Such 
unauthorized products may be subject to compliance and enforcement by Health Canada. Most of 
the products that the RCMP and Health Canada are aware of are not sold in this way. Law 
enforcement cannot seize Salvia divinorum unless it is regulated as a controlled substance under the 
Controlled Drugs and Substances Act (CDSA).collsidered Hahnal health ploducts \l\hich can't lIe 
sold without Health Canada's authorization. HO\l\ever, Salvia isn't regulated under the COf/bolled 

D7 ttg.s aiILi Substances Act, which is what we enforce. 

Q: Will you be moving to make it illegal under the CDSA? 

A: (Refer to Health Canada). 

Please refer all other questions on Salvia (effects, legal statns, etc.) to Health Canada. 

Updated by: Robin Percival, Communications Strategist, Drugs and Organized Crime 

Approved by: Supt. Eric Slinn, Dir., Drug Branch 

National Communications Services 
(613)993-2999 
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Date: December, 2010 

Re: Salvia Divinorum 

RCMP Media Lines - DRAFT 
Not for distribution 

W Issue: Salvia dBivinorum is a plant with psychoactive properties which whe moked or chewed can 
cause a number of physical and mental etlects including hallucinations a lor triggering an ittten~e 
"high". .... .. Wwhile several countries 

ave p aced controls on the import andlor sale of this substance,hov, bmmed it, to dme it is not 
currently regulated in Canada under the Controlled Drugs and Substances Act (CDSA) and its 
Regulations in Canada. Health Canada is currently assessing whether the control of Salvia 

. ~iVinorum under the CDSA is warranted. @ 
Galvia divino rum is available online and in head shops. owever, when products containing Salvia 

divinorum are marketed for the purposes of modifYi an organic function (such as for their 
hallucinogenic effects) they meet the definition 0 atural health product and, as such, must be 
authorized b Health Canada n e sold. 

~u1arity is growing: According to the 2009 Canadian Alcohol and Drug Use Monitoring 
Survey (CADUMS), about 1.6 per cent of Canadians aged 15 or older have tried salvia. For those 
aged 15-24, the number rises to 7.3 per cent. 

Plodtlet~ containing ~alvia divinoItun me eon~ideted natmal health ptodtlet~ and, a~ ~t1eh, tntl~t 
be attthotized b, Health Carutda before they can be >')old. 

Media Lines 

• The RCMP is aware of the presence of this substance in Canada; however, to date, it 
hasn't surfaced as a significant problem. 

• As with any substance whose long-term effects haven't been fully documented, the 
RCMP is concerned about the use (and potential abuse) of Salvia divinorum. 

• As products containing Salvia divinorum plOdtlct5 that are marketed for use as 
hallucinogens are considered natural health products, it is in contravention of the Natural 
Health Products Regulationsi3 illegal to sell them without approval from Health 
Canada' 5 atlthOl izatioll. 

A5 vvith an, 5tlbstanee wh05e long-term effeet~ havcn't been In!!y doetlmemed. the 
ReMP is concerned dbotlt the IBe (01 abttse) of Sctlvict. 

ONLY IF ASKED: 
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Q: If it's illegal to sell Salvia in Canada, why aren't the RCMP charging stores or (people) for 
selling (using) it here? 

A: It is currently only illegal to sell Salvia products that are marketed for use as hallucinogens. 
Such unauthorized products may be subject to compliance and enforcement by Health Canada. 
Most of the products that the RCMP and Health Canada are aware of are not sold in this way. 
Law enforcement cannot seize Salvia divinorum unless it is regulated as a controlled substance 
under the Controlled Drugs and Substances Act (CDSA).cot1sidered natmallrealth plOduct~ 
which can't be sold without Health Canada's attthOliL':ation. However, Sahia isn't regulated 
under the Conn oiled D1 ug:5 cmd Stlb3tallCe:5 Act, which is what we enfOlce. 

Q: Will you be moving to make it illegal under the CDSA? 

A: (Refer to Health Canada). 

Please refer all other questions on Salvia (effects, legal status, etc.) to Health Canada. 

Updated by: Robin Percival, Communications Strategist, Drugs and Organized Crime 

Approved by: Supt. Eric Slinn, Dir., Drug Branch 

National Communications Services 
(613)993-2999 
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Date: December, 2010 

Re: Salvia Divinorum 

RCMP Media Lines - DRAFT 
Not for distribution 

Issue: Salvia dBivinorum is a plant with psychoactive properties which when smoked or chewed can 
cause a number of physical and mental etfects including triggeIing an intciiSc high and/or 
hallucinations It is available online and in head shops, and Wwhile several countries have placed 
wntr n the import and/or sale of this substance,no vv banned it, to date it is not currently regulated 
m Canada under the Controlled Drugs and Substances Act (CDSA) and its Regulations in Canada. 
Health Canada is currently assessing whether the control of Salvia divinorum under the CDSA is 
warranted. 

Salvia divinorum is available online and in head shops. However, when products containing Salvia 
divinorum are marketed for the purposes of modifYing an organic function (such as for their 
hallucinogenic etIects) they meet the definition of a natural health product and, as such, must be 
authorized by Health Canada before they can be sold. 

It1.s popularity is growing: According to the 2009 Canadian Alcohol and Drug Use Monitoring 
Survey (CADUMS), about 1.6 per cent of Canadians aged 15 or older have tried salvia. For those 
aged 15-24, the number rises to 7.3 per cent. 

Products containing salvia divilIoItun ale cOllsideled lIattllal hcalth ploducts and, as ~md[, [[[ttst 
be duthOli1:ed by Health Canada befOle they can be ,';old. 

Media Lines 

• The RCMP is aware of the presence of this substance in Canada; however, to date, it 
hasn't surfaced as a significant problem. 

• As with any substance whose long-term etIects haven't been fully documented, the 
RCMP is concerned about the use (and potential abuse) of Salvia divinorum. 

• As products containing Salvia divino rum pwdttcts that are marketed for use as 
hallucinogens are considered natural health products, it is in contravention of the Natural 
Health Products Regulationsis illegal to sell them without approval from Health 
Canada's (ttttitOl iLdtiol1. 

As with any .'Substance whose long-term eflects havcn't bcen full, ciOcUIlIclItecL the 
~tCMP is conecmed <tbout the use (or abuse) of Salv ia. 

ONLY IF ASKED: 
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Q: If it's illegal to sell Salvia in Canada, why aren't the RCMP charging stores or (people) for 
selling (using) it here? 

A: It is currently only illegal to sell Salvia products that are marketed for use as hallucinogens. 
Such unauthorized products may be subject to compliance and enforcement by Health Canada. 
Most of the products that the RCMP and Health Canada are aware of are not sold in this way. 
Law enforcement cannot seize Salvia divinorum unless it is regulated as a controlled substance 
under the Controlled Drugs and Substances Act (CDSA).cotlsidered natnral health procincts 
~ltieh Can't be sold without Health Canada's authorization. IIo~eveI, Saivia isn't regnlated 
tllicier the emf, oiled Dl ttgs (mel Substance,5 Act, which is ~hat t'\le enforee. 

Q: Will you be moving to make it illegal under the CDSA? 

A: (Refer to Health Canada). 

Please refer all other questions on Salvia (effects, legal status, etc.) to Health Canada. 

Updated by: Robin Percival, Communications Strategist, Drugs and Organized Crime 

Approved by: Supt. Eric Slinn, Dir., Drug Branch 

National Communications Services 
(613)993-2999 
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RCMP Media Lines - DRAFT 
Not for distribution 

;! tef ~,. ~~+-C <:!\IY r~Ai,o 
;;z. ~ (JS:L:tl"t<i:J 

Date: December, 2010 

Re: Salvia Divinorum 

(£:a;:.j- ~~~S-L " , ~o 
Issue: Salvia dBivinorum is a plant with psy oactive properties which when smoked or chewed 6an ~ 
trigge~ an intense high and hallucinations t is available online and in head shops and while several a..J.,..~)-

[

countries have now banned it, to date it is not regulated in Canada under the C trolled Drugs and ~;Gv 
~~ Substances Act and its Regulations in C:.tnada. it. . s ~ 
v~ ~ 
~.&tl ~It's popularity is growing: According to the 2009 Canadian lcohol and Drug Use MonitOri'~ ~ r 
y Ifc. Survey (CADUMS), about 1.6 per cent of Canadians aged 5 or older have tried salvia. For those~O· 
~ 'i::'"> aged 15-24, the number rises to 7.3 per cent. 01 ~tpffe. . pJ (jtJJ ~ 

When pproducts containing S-saivia divinorum are marke d for the purpofe~~~difying an 
organic function (such as, for their hallucinogenic effects) they meet the definition of acollsidcrcd 
natural health product5 and, as such, must be authorized by Health Canada before they can be 
sold. 

Media Lines 

The RCMP is aware of the presence of this substance in Canada; however, to date, it 
hasn't surfaced as a significant problem. 

f~~thc~~ ~~ 
As 'Salvia divino rum f!WIRwets that are marketed for use as hallucinogens are considered ~ 
natural health products, it in contravention of the Natural Health Products Regulations~'1 _ /I.J.O 

tHegat to sell them without U@8hk QRftafttl'" Mttwuillatien. WnrV~ ~ ~" 
/(J ~. 

As with any substance whose long-term effects haven't been fully documented, the 
RCMP is concerned about the use kt\r abuse) of Salvia divinorum. 

~rt:/ev..A~ 
ONL Y IF ASKED: 

Q: If it's illegal to sell Salvia in Canada, why aren't the RCMP charging stores or (people) 191; ph cLvL.h, 
selling(1:lsing) it~here? ~ . J W--OJ~ ~Ch1P· 

,Ir's ~r ~ 10-.e.r~ ~.kLL ~. ~ /r~O-"( 
A: ~Salvla products e marketed for use as hallucll10genyluJ clit ecnSidcIcd natmal ?f ~ 

-bealt.h ~re~tlets which CIDI't be lawfttll)' saId w-itftattt, Health CIDrada's aathari~at:ien .. He~Ne]/er, VLrJJ-
'-SaJv18 ISH t cOlltrotlcdfCgdldLCct WIde! the CvntlOffeu Dt ugs and Substances Act, wlncills what /~ 
~~. ~~ 

Q: Will you be moving to make it illegal under the CDSA? C/. Ca....~':J~. 
1~~~~~ 

r" C:;JlII-;~ n 
4; / ~O_O:~7 ~_ 

~( L 



· ... ~ ... 

A: (Refer to Health Canada). I no.J-J)..J1-J\ 

Please refer all other questions on Salvia (effects, ~ to Health Canada. 

Updated by: Robin Percival, Communications Strategist, Drugs and Organized Crime 

Approved by: Supt. Eric Slinn, Dir., Drug Branch 

National Communications Services 
(613)993-2999 
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Date: December, 2010 

Re: Salvia Divinorum 

RCMP Media Lines - DRAFT 
Not for distribution 

Issue: Salvia Divinorum is a plant with psychoactive properties which when smoked or chewed can 
trigger an intense high and hallucinations. It is available online and in head shops, and while several 
cou~tries have now banned it, to date it is not r;;!tt~der the Controlled Drugs and Substances 
ActulCasadaoA 1\. :> )~ ~~ j'j I 

;)1.46 tt-s" (~:JI.i..ID-k1<>1t • J~ ,7 \Yt LcJ. .. ~ . 

It's popularity is growing: According to the 2009 Canadian Alcohol and Drug Use Monitoring II 
Survey (CADUMS), about 1.6 per cent of Canadians aged 15 or older have tried salvia. For those 
aged 15-24, the number rises to 7.3 per cent. 

1 
~~{ 

Products containing salvia divinorum are considered natural health products and, as such, must .".0 
be authorized by Health Canada before they can be sold. 

Media Lines 

• The RCMP is aware of the presence of this substance in Canada; however, to date, it 
hasn't surfaced as a significant problem. 

. :b~\ 
• As Salvia products are considered natural health products, it is illegal to sell them without I / 

Health Canada's authorization. 

• As with any substance whose long-term effects haven't been fully documented, the 
RCMP is concerned about the use (or abuse) of Salvia. JiVi y')vY'-"l 

ONLY IF ASKED: 

Q: If it's illegal to sell Salvia in Canada, why aren't the RCMP charging stores or (people) for 
selling (using) it here? 

A~ ~via products are considered natural health r " . 
..--canada's authorization owever, Salvia~sn V~ under the Controlled Drugs and 

Substances ct, w ich is what we enforce':) ,~~:---_. _,w, __ c,."\.+n/& l 
d\V\r\..)r"1~ 

Q: Will you be moving to make it illegal under the CDSA? 

A: (Refer to Health canada)? 
Please refer all other questions on Salvia (effects, etc.) to Health Canada. 
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Updated by: Robin Percival, Communications Strategist, Drugs and Organized Crime 

Approved by: Supt. Eric Slinn, Dir., Drug Branch 

National Communications Services 
(613)993-2999 
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Fw: Salvia QP Link 
Jocelyn Kula to: stephanie.szick 2010-12-1511 :46 AM 
Cc: Denis Arsenault, Stephanie Chandler 

revised per comments from yesterday. guess we will be discussing this afternoon. 
FYI- urgent advice on RCMP lines on salvia will be coming to Cathy for approval this afternoon; also, all 
the media attention has made the IYH Salvia team ask about the status of the doc. I have responded and 
said that our scheduling recommendation is with Cathy for approvaL ... 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-12-1511 :44 AM -----

From: 
To: 
Date: 
Subject: 

Carmen 8erube/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
2010-12-1511 :26 AM 
Salvia QP Link 
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Re: Fw: Media SummarylSommaire des medias December 15 2010 EJl 
Lisa MacKay to: Jocelyn Kula 2010-12-15 01 :44 PM 

Robin Maries, Robert Leitch, Allison Lui, David Cunningham, Helene 
Lacourciere, Kevin Bernardo, Laura Francis-Lamb, Mano Murty, 

r:;c: Melinda Lee Choon, Sarah Chippure, Scott Jordan, Shahid Perwaiz, 
Stephanie Jack, Denis Arsenault, Stephanie Chandler, Christine 
Roush, Nicole Prentice 

Thanks Jocelyn! 

Lisa 

Jocelyn Kula 

From: 
To: 
Cc: 

Date: 
Subject: 

Not exactly, we just want the IYH to reflect the r. .. 2010-12-1501:41:10 PM 

Jocelyn Kula/HC-SC/GC/CA 
Lisa MacKay/HC-SC/GC/CA@HWC 
Robin Marles/HC-SC/GC/CA@HWC, Robert Leitch/HC-SC/GC/CA@HWC, Allison 
Lui/HC-SC/GC/CA@HWC, David Cunningham/HC-SC/GC/CA@HWC, Helene 
Lacourciere/HC-SC/GC/CA@HWC, Kevin Bernardo/HC-SC/GC/CA@HWC, Laura 
Francis-Lamb/HC-SC/GC/CA@HWC, Mano Murty/HC-SC/GC/CA@HWC, Melinda Lee 
Choon/HC-SC/GC/CA@HWC, Sarah Chippure/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC, Shahid PerwaizlHC-SC/GC/CA@HWC, Stephanie 
JacklHC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, Nicole 
Prentice/HC-SC/GC/CA@HWC 
2010-12-1501:41 PM 
Re: Fw: Media SummarylSommaire des medias December 152010 

Not exactly, we just want the IYH to reflect the recommendation to schedule (which is still with our DG for 
approval) and we can't publish the IYH until we publish an NOI stating our intent to schedule in the 
Canada Gazette. So, the scheduling process does not need to be completed per se, but just out of the 
cabinet confidence "zone". 

We will keep you posted as we move along. For now, we are concentrating on getting media lines and the 
NOI approved, and helping the RCMP with its media lines (they seem to be getting the brunt of enquiries 
apparently) ..... 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Lisa MacKay Hi Jocelyn, I just want to confirm that the plan is ... 2010-12-1501:35:31 PM 

From: Lisa MacKay/HC-SC/GC/CA 
To: Jocelyn Kula/HC-SC/GC/CA@HWC 
Cc: Robin Marles/HC-SC/GC/CA@HWC, Robert Leitch/HC-SC/GC/CA@HWC, Allison 

Lui/HC-SC/GC/CA@HWC, David Cunningham/HC-SC/GC/CA@HWC, Helene 
Lacourciere/HC-SC/GC/CA@HWC, Kevin Bernardo/HC-SC/GC/CA@HWC, Laura 
Francis-Lamb/HC-SC/GC/CA@HWC, Mano Murty/HC-SC/GC/CA@HWC, Melinda Lee 
Choon/HC-SC/GC/CA@HWC, Sarah Chippure/HC-SC/GC/CA@HWC, Scott 
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Date: 
Subject: 

Hi Jocelyn, 

Jordan/HC-SC/GC/CA@HWC, Shahid PerwaizlHC-SC/GC/CA@HWC, Stephanie 
JacklHC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, Nicole 
Prentice/HC-SC/GC/CA@HWC 
2010-12-1501:35 PM 
Re: Fw: Media SummarylSommaire des medias December 15 2010 

I just want to confirm that the plan is to have nothing released until Salvia is scheduled? 

Thanks 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Consumer Information Bureau / Bureau d'information aux consommateurs 
Marketing and Communications Services Directorate/Direction des services de marketing et de 
communications 
Public Affairs, Consultation and Communications Branch/ Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
lisa_Mackay@hc-sc.gc.caa 

Jocelyn Kula Thanks Robin, For everyone's information, OCS ... 2010-12-1511 :43:22 AM 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Robin Marles/HC-SC/GC/CA@HWC 
Cc: Robert Leitch/HC-SC/GC/CA@HWC, Allison LuilHC-SC/GC/CA@HWC, David 

Cunningham/HC-SC/GC/CA@HWC, Helene Lacourciere/HC-SC/GC/CA@HWC, Kevin 
Bernardo/HC-SC/GC/CA@HWC, Laura Francis-Lamb/HC-SC/GC/CA@HWC, Lisa 
MacKay/HC-SC/GC/CA@HWC, Mano Murty/HC-SC/GC/CA@HWC, Melinda Lee 
Choon/HC-SC/GC/CA@HWC, Sarah Chippure/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC, Shahid PerwaizlHC-SC/GC/CA@HWC, Stephanie 
JacklHC-SC/GC/CA@HWC, Denis ArsenauftlHC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC 

Date: 2010-12-1511:43AM 
Subject: Re: Fw: Media SummarylSommaire des medias December 15 2010 
-...;....-----------.....;..--------------------------~-~----

Thanks Robin, 

For everyone's information, OCS has recently completed its scheduling assessment on Salvia and 
Salvinorin A, and a final decision as to recommended next steps is with our DG right now. I should be 
able to provide more info in the coming weeks. 

Jocelyn 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Robin Maries At this time, Salvia divinorum is classified as an ... 2010-12-1509:33:25 AM 
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Re: Fw: Media SummarylSommaire des medias December 15 2010 11 
Christine Roush to: Jocelyn Kula 2010-12-1501:56 PM 
Cc: Denis Arsenault, Stephanie Chandler 

~,,'-"""""""","",."-"~" '",,~" 

You spoke too soon. We just received a media inquiry on Salvia from Global that will be coming your way 
soon. 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branchl 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelfTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

Jocelyn Kula Not exactly, we just want the IYH to reflect the r ... 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Lisa MacKay/HC-SC/GC/CA@HWC 

2010-12-1501:41:12 PM 

Cc: Robin Marles/HC-SC/GC/CA@HWC, Robert Leitch/HC-SC/GC/CA@HWC, Allison 
Lui/HC-SC/GC/CA@HWC, David Cunningham/HC-SC/GC/CA@HWC, Helene 
Lacourciere/HC-SC/GC/CA@HWC, Kevin Bernardo/HC-SC/GC/CA@HWC, Laura 
Francis-Lamb/HC-SC/GC/CA@HWC, Mano Murty/HC-SC/GC/CA@HWC, Melinda Lee 
Choon/HC-SC/GC/CA@HWC, Sarah Chippure/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC, Shahid PerwaizlHC-SC/GC/CA@HWC, Stephanie 
JacklHC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, Nicole 
Prentice/HC-SC/GC/CA@HWC 

Date: 2010-12-1501:41 PM 
Subject: Re: Fw: Media SummarylSommaire des medias December 15 2010 

Not exactly, we just want the IYH to reflect the recommendation to schedule (which is still with our DG for 
approval) and we can't publish the IYH until we publish an NOI stating our intent to schedule in the 
Canada Gazette. So, the scheduling process does not need to be completed per se, but just out of the 
cabinet confidence "zone". 

We will keep you posted as we move along. For now, we are concentrating on getting media lines and the 
NOI approved, and helping the RCMP with its media lines (they seem to be getting the brunt of enquiries 
apparently) ..... 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances! Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Lisa MacKay Hi Jocelyn, I just want to confirm that the plan is ... 2010-12-1501:35:31 PM 
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Re: Fw: Salvia QP Link I) 
Stephanie Szick to: Jocelyn Kula, Cyndi Vaughan 
Cc: Denis Arsenault, Stephanie Chandler 

Thanks Jocelyn 

2010-12-1511 :50 AM 

Can you bring for this meeting also the RCMP salvia lines you mention or are these coming through 
Christine R on a separate track? 

Cyndi -- can you print this QP and add to the other docs for Cathy's file for this meeting (please make a 
meeting file for me also -- thanks!) 

Stephanie Szick 
Director General's Office I Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) I 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada I Sante Canada 
Tell Tel: (613) 948-8651 

Jocelyn Kula 

From: 

revised per comments from yesterday. guess w ... 

Jocelyn Kula/HC-SC/GC/CA 
stephanie.szick@hc-sc.gc.ca 

2010-12-1511:46:39AM 

To: ' 
Cc: 
Date: 

Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/G<;:/CA@HWC 
2010-12-1511:46AM 

Subject: Fw: Salvia QP Link 

revised per comments from yesterday. guess we will be discussing this afternoon. 
FYI- urgent advice on RCMP lines on salvia will be coming to Cathy for approval this afternoon; also, all 
the media attention has made the IYH Salvia team ask about the status of the doc. I have responded and 
said that our scheduling recommendation is with Cathy for approval... ... 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-12-15 11 :44 AM -----

From: 
To: 
Date: 
Subject: 

Carmen Berube/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
2010-12-15 11 :26 AM 
Salvia QP Link 
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Re: Urgent - Media Inquiry - Salvia (RCMP) G1l 
Jocelyn Kula to: Christine Roush 
Cc: Stephanie Chandler, Nicole Prentice, Denis Arsenault 

2010-12-1504:23 PM 

"'~"-~~"'-'-'-'~'~'-~'-'-"'-~~~"""~"'--"'-~'~', 

Here are our comments on the RCMP lines. As you can see, we are suggesting major edits. We are still 
working on two enquiries further to discussion with Cathy this afternoon. 

1.1 
Salvia - Media Lines_RCMP _OSC v.4.wpd 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controh~es 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Jocelyn, Below is an email I just received from L 

From: 
To: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2010-12-1510:37:02 AM 

Cc: 
Date: 

Stephanie Chandler/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
2010-12-1510:37 AM 

Subject: Re: Urgent - Media Inquiry - Salvia (RCMP) 

Jocelyn, 
Below is an email I just received from the Comms shop at the RCMP who have received a media inquiry 
about Salvia. Could you please take a look at their suggested response and let me know as soon as 
possible if you are OK with it. As well, we really need to get our new Salvia media lines approved as 
quickly as possible, as Salvia has been in the news quite a bit in the last week. I believe they are 
currently with Cathy. Is there anything you can do to facilitate her approval so we can keep these moving 
and have them fully approved before Christmas? 

******************************************************************************* 

Hi Christine ... as I suspected, we've received a media query about our 
stance on Salvia out in H Division (Halifax). I drafted the following 
brief holding lines, but would appreciate if you could advise if they're 
ok ... I'm just learning about this substance myself. For most info, I 
would refer them to HC ... 

Many thanks, 

Robin Percival 
Communications Strategist/ Conseillere en strategies de communications 
RCMP/GRC 
TeL/tel. (613) 949-0574; Fax/telec. (613) 993-5454 
robin.percival@rcmp-grc.gc.ca 

1 attachment 
[attachment "Salvia - Media Lines .wpd" deleted by Jocelyn Kula/HC-SC/GC/CA] 
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Christine Roush 
Senior Communications Advisor! 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch! 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada!Sante Canada 
TelfTel: (613) 954-0712!Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail!courriel:christine_roush@hc-sc.gc.ca 

Nicole Prentice 
Jocelyn Kula 
Nicole Prentice 
Stephanie Chandler 

Thanks Jocelyn. I figured she was busy with oth .. . 
Hi Nicole The docs went to Cathy late last week .. . 
Hi again, Have you gotten anything back from .. . 

Hi Nicole and Christine, Sorry you weren't cc'e ... 

2010-12-1303:42:31 PM 
2010-12-1303:39:15 PM 
2010-12-1303:36:39 PM 
2010-12-1009:07:59 AM 
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Date: December, 2010 
Re: Salvia Divinorum 

RCMP Media Lines - DRAFT 
Not for distribution 

Issue: Salvia dBivinorum is a plant with psychoactive properties which when smoked or chewed can 
cause a number of physical and mental effects including hallucinations and/or triggering an iutellse 
"high". Salvia divinorum is available online and in head shops and its popularity is growing: 
According to the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS), about 1.6 
per cent of Canadians aged 15 or older have tried salvia. For those aged 15-24, the number rises to 
7.3 per cent. and hallucinations. It is available online and in head shops, and 

When products containing Salvia divinorum are marketed for the purposes of modifying an organic 
function (such as for their hallucinogenic effects) they meet the definition of a natural health product 
and, as such, must be authorized by Health Canada before they can be sold. 

Wwhile several countries have placed controls on the import and/or sale of this substance,troW 
batmed it, to date it is not cUlTcntly regulated in Canada under the Controlled Drugs and Substances 
Act (CDSA) and its Rebfulations in Canada. Health Canada is currently assessing whether regulation 
the coutl01 of Salvia di vinm tun under the CDSA is walTanted. 

IIowevel, \vhen pwducts containing Salvia divinolUlLl rue malketed fO! the pmposes of modifying 
an Olgrulic function (such as fOI their hallucinogenic effects) they Ineet the definition ofa natmal 
health ploduct and, as such, must be anthO! iz:ed by Health Canada before they can be sold. 

ifs populality is glOwing. Accmding to the 2009 Canadian Alcohol and Dlug Use MonitOling 
StU \Cey (CADillviS), about 1.6 per cent ofCruladiruls aged 15 or older ha(ie tried salvia. For those 
agcd 15-24, the number 1 ises to 7.3 per cent. 

PlOducts containing salvia divinorutll ate cOl1sideled Hatmal health ploducts and, as such, must be 
authol i],ed by {{eaHIr Crulada berOle they can be sold. 

Media Lines 

• The RCMP is aware ofthe presence of this substance in Canada., however, to date, it hasn't 
surfaccd as a significrult ploblelll. 

• As with any substance whose long-term effects haven't been fully documented, the RCMP 
is concerned about the use (and potential abuse) of Salvia divinorum. 

• As products containing Salvia divinorum products that are marketed for use as hallucinogens 
are considered natural health products, it is in contravention of the Natural Health Products 
Regulationsis illegal to sell them without approval from Health Canada' 5 authOl il,atioll. 
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As ~itlt any substance whose long-term effects ha~eli't been fully doculHeuted, the RCMP 
is concerned about the use CO! abttse) of Salvia. 

ONLY IF ASKED: 

Q: If it's illegal to sell Salvia in Canada, why aren't the RCMP charging stores or (people) for 
selling (using) it here? 

A: It is cUlTently only illegal to sell Salvia products that are marketed for use as hallucinogens. Such 
unauthorized products may be subject to compliance and enforcement by Health Canada. Most of 
the products that the RCMP and Health Canada are aware of are not sold in this way. Law 
enforcement cannot seize Salvia divinorum unless it is regulated as a controlled substance under the 
Controlled Drugs and Substances Act (CDSA).collsideJ cd natmal health ploducts \"!\ihich can't be 
sold without Health Canada's attthoti:L:atiol1. However, Salvia isn't regulated tmder the Contl011ed 
D1 ttg.s (wei SnhstullLe,S Act, which is what we enfolee. 

Q: Will you be moving to make it illegal under the CDSA? 

A: (Refer to Health Canada). 

Please refer all other questions on Salvia (effects, legal status, etc.) to Health Canada. 

Updated by: Robin Percival, Communications Strategist, Drugs and Organized Crime 

Approved by: Supt. Eric Sliun, Dir., Drug Branch 

National Communications Services 
(613)993-2999 
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Fw: Media enquiry - Global National - Salvia 
Nicole Prentice to: Jocelyn Kula 
r' < Christine Roush, CSTD-OCS-DO, Stephanie Chandler, Denis 
,~c. Arsenault 

Hi Jocelyn and team, 

2010-12-15 02:20 PM 

Here is the first of two salvia enquiries for your input/approval by 3pm today, if possible as this is due at 4. 
Proposed responses have been drafted from previous enquiries. 

Thanks in advance. 
Nicole 

Q1) is it legal? 

A 1) Health Canada does not recommend the use of products containing S. divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain and/or body, 
and their impact on physical and mental functions. 

To date, Health Canada has not licensed for sale any drug or Natural Health Product which contains 
salvia as an ingredient. 

It is a contravention of the Food and Drugs Act and the Natura/ Hea/th Products Regulations to sell 
Natural Health Products in Canada unless they have been reviewed by Health Canada and authorized for 
sale. NHPs authorized for sale will have a Natural Product Number (NPN), a Homeopathic Medicine 
Number (OIN-HM) or an Exemption Number (EN) on the label. The sale of@ath~d natural health 
products containing S. divinorum and/or salvinorin A may be subject to compliance and enforcement 
action by Health Canada under the Food and Drugs Act 

Complaints about the sale of unauthorized products containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

Health Canada is currently assessing whether the regulation of Salvia divinorum and/or Salvinorin A 
under the Controlled Drugs and Substances Act is warranted. 

Q2) Is it a concern for He? 

A2) Health Canada is aware of salvia and has noted media interest regarding the availability of Salvia 
divinorum in Canada. 

Health Canada will continue to collect and study information about S. divinorum as it becomes available 
and is currently assessing whether the regulation of Salvia divinorum and/or Salvinorin A under the 
Controlled Drugs and Substances Act is warranted. 

Q3) Is it considered a drug? 

A3) Salvia divinorum is a species of sage which belongs to the mint family. It is found in the form of dried 
leaves, extract and plant cuttings. Salvia divinorum, also known as "diviner's sage", is chewed or smoked 
in order to induce its psychotropic effects, which means it affects the mind and mental processes. 

Health Canada is currently assessing whether the regulation of Salvia divinorum and/or Salvinorin A 
under the Controlled Drugs and Substances Act is warranted. 

Health Canada considers several factors in determining whether regulation of a substance under the 
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Controlled Drugs and Substances Act (CDSA) is warranted. 

These include: 

Overall risk to public health and safety posed by the substance. 

Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 

Potential for abuse and risk of addiction associated with the substance; 

Extent of actual abuse of the substance in Canada and internationally; and 
International requirements and trends in international control. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-12-15 02:16 PM -----

From: David Thomas/HC-SC/GC/CA 
To: 
Cc: 
Date: 

Christine Roush/HC-SC/GC/CA@HWC, Paul Spendlove/HC-SC/GC/CA@HWC 
Dave Stephens/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
2010-12-1501:39 PM 

Subject: Media enquiry - Global National - Salvia 

Good afternoon, 

Dust off the canned lines - salvia call! 

Salvia 

Q1) is it legal? 
Q2) Is it a concern for HC? 
Q3) Is it considered a drug? 

Deadline: today 4pm 

Thanks 

Dave 

David Thomas 
Media Relations Officer I Agent des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
613.946.4250 

002011 



david. thomas@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
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To: 
Cc: 
Dec: 

'.01 :bj8Ct: Fw: Media enquiry - Global National - Salvia 
. . .... ,,~."'","~, .','" .~~ .• ' ... -.............. ..•... " ....•... -•...... "" ................. ,~ ... " .• " .......... -

.. --- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-1502:30 PM -----

From: 
To: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: 

Date: 

Christine Roush/HC-SC/GC/CA@HWC, CSTD-OCS-DO, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-12-15 02:20 PM 

Subject: Fw: Media enquiry - Global National - Salvia 

Hi Jocelyn and team, 

Here is the first of two salvia enquiries for your input/approval by 3pm today, if possible as this is due at 4. 
Proposed responses have been drafted from previous enquiries. 

Thanks in advance. 
Nicole 

Q1) is it legal? 

A1) 
The plant Salvia divinorum is not regulated under the Controlled Drugs and Substances Act (CDSA) and 
therefore activities with it are not considered illegal in Canada. Health Canada is currently assessing 
whether the regulation of Salvia divinorum and/or salvinorin A under the CDSA is warranted. However, 
because Salvia divinorum is a plant with hallucinogenic properties, it m'eets the definition of a natural 
health product (NHP) under the Natural Health Products Regulations when marketed as such. The sale of 
unauthorized natural health products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action by Health Canada under the Food and Drugs Act. 

Health Canada does not recommend the use of products containing S. diviRGFlJm and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain and/or body, 
and their impact on physical and mental functions. 

To date, Health Canada has not licensed for sale any drug or Natural Health Product which contains 
salvia as an ingredient. 

It is a contravention of the Food and DrlJgs AGt and the Nawral HealtfJ PtoolJGts RegtJlatieRS to sell 
Natural Health Products in Canada unless they have been revie·,tJed by Health Canada and authorized for 
sale. NHPs authorized for sale will have a Natural Product Number (NPN), a Homeopathic Medicine 
Number (DIN HM) or an Exemption Number (EN) on the label. The sale of unauthorized natural health 
products containing S. di~(inof"IJm and/or salvinorin A may be subject to compliance and enforcement 
action by Health Canada under the Food and DrlJgs AGI. 

Complaints about the sale of unauthorized products containing S. diviROflJm andlor salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1 800 267 9675. 

Health Canada is currently assessing whether the regulation of 5aMa divinorlJm and/or salvinorin ll, under 
the CaRIta/led Drl:JfJS and 5iJlJslaRGeS AGI is warranted. 

Q2) Is it a concern for He? 
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~If' ~ I'" ? lr-f ~ 
A2} Health Canada is concerned about the increased use, abuse potential and unknown effects of Sa/via 
divinorum. As . currentlyassessin whether . . 
and/or salvinorin 

Health Canada does not recommend the use of products containing S. divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain and/or body, 
and their impact on physical and mental functions. 

Q3) Is it considered a drug? 

A3} Products containing Sa/via divinorum meet the definition of a Natural Health Product when they are 
marketed for use for their hallucinogenic properties. Natural Health Products are a category of health I L 

products which are regulated under the Food and Drugs Act. Ilowellef, unless Sa/via divinorum is '1. (J/, Y\ /)~ 
merlmteQ with ~ Aealt~ elaiFfl it would flot IleCe551!1I iii be considered a drug per se as defined in the Food 
and Drugs Act. 

Salvia divinOf7:Jm is a species of sage which belongs to the mint family. It is found in the form of dried 
leaves, extract and plant cuttings. Salvia divinorldm, also known as "diviner's sage", is chewed or smoked 
in order to induce its psychotropic effects, 'Nhich means it affects the mind and mental processes. 

Health Canada is currently assessing whether the regulation of Salvia div.ir1orldm andf.or salvinorin A under 
the Controlled DrtigS and Sl:lbstanc85 Act is warranted. 

Health Canada considers several factors in determining whether regulation of a substance under the 
CORtrolledD,"'f1g5 and Sldbstanc85Act (CDSA) is warranted. 

These include: 

Overall risk to public health and safety posed by the substance. 

Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for abl:lse and risk of addiction associated with the sl:lbstance; 

Extent of actl:lal abl:lse of the substance in Canada and internationally; and 
International requirements and trends in international control. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-12-15 02: 16 PM -----

From: David Thomas/HC-SC/GC/CA 
To: 
Cc: 
Oate: 

Christine Roush/HC-SC/GC/CA@HWC, Paul Spendlove/HC-SC/GC/CA@HWC 
Dave Stephens/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
2010-12-1501:39 PM 

Subject: Media enquiry - Global National - Salvia 

Good afternoon, 
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Dust off the canned lines - salvia call! 

Salvia 

Q1) is it legal? 
Q2) Is it a concern for HC? 
Q3) Is it considered a drug? 

Deadline: today 4pm 

Thanks 

Dave 

David Thomas 
Media Relations Officer I Agent des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction genera Ie des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
613.946.4250 
david.thomas@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
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I, • > • .., 

Fw: Media enquiry - Global National - Salvia 
:3tepnanie Chandler to: Jocelyn Kula 2010-12-1503:22 PM 
Cc: Denis Arsenault, CSTD-OCS-DO 

Hi Jocelyn, 

For your review. Denis has approved. Deadline is 3:30pm. Media request #2 is also on its way. 

Stephanie 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-1502:30 PM -----

From: 
To: 
Cc: 

Date: 
Subject: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Christine Roush/HC-SC/GC/CA@HWC, CSTD-OCS-DO, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-12-1502:20 PM 
Fw: Media enquiry - Global National - Salvia 

Hi Jocelyn and team, 

Here is the first of two salvia enquiries for your input/approval by 3pm today, if possible as this is due at 4. 
Proposed responses have been drafted from previous enquiries. 

Thanks in advance. 
Nicole 

01) is it legal? 

A 1 )Health Canada does not recommend the I:Jse of prodl:Jcts containing S. dMROrlJFR andlor sal'linorin A 
becal:Jse very little is known abol:Jt these sl:Jbstances and their potential effects on the brain andler body, 
and their impact on physical and mental fi:Jnctions. 

To date, Health Canada has not licensed for sale any drl:Jg or Natl:Jral Health Prodl:Jct 'Nhich contains 
salvia as an ingredient. 

When products containing Salvia divinorum and/or its main active ingredient salvinorin A are sold for the 
purposes of modifying brain function (such as for their hallucinogenic effect), they meet the definition of a 
natural health product (NHP) under the Natural Health Products Regulations and the definition of a drug 
under the Food and Drugs Act. It is a contravention of the Food and Drugs Act and the Natural Health 
Products Regulations to sell Natural Health Products in Canada unless they have been reviewed by 
Health Canada and authorized for sale. NHPs authorized for sale will have a Natural Product Number 
(NPN), a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN) on the label. To date, 
Health Canada has not licensed for sale any drug or Natural Health Product which contains salvia as an 
ingredient. The sale of unauthorized natural health products containing S. divinorum andlor salvinorin A 
may be subject to compliance and enforcement action by Health Canada under the Food and Drugs Act 

Complaints about the sale of unauthorized products containing S. divinorum andlor salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

Health Canada is currently assessing whether the regulation of Sa/via divinorum and/or salvinorin A under 
the Controlled Drugs and Substances Act is warranted. 

02) Is it a concern for HC? 

A2) Health Canada is-ewSlF9 Qf. .5alvia.diyinorum and has-f:lgtea media iliteleS( regarding the availability of 

~Yt~ ~cJt;- , .. ~ 
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this plant Salvia divinorum in Canada. 

Health Canada witteoflMl:le ~o eelleet BflC:1 study information aeol:lt Salvia eJi~'/fJeJi't:Jm as it fmCOilles 
,. a: sila&! Ie allei is currently assessing whether the regulation of Salvia divinorum and/or salvinorin A under 

the Controlled Drugs and Substances Act is warranted. 

Health Canada does not recommend the use of products containing S. divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain and/or body, 
and their impact on physical and mental functions. 

Q3) Is it considered a drug? 

A3)(SeeA1) 

Sa/\4a cJiViReFlJFR is a species of sage which belongs to the mint family. It is fol:lnd in the form of dried 
leaves, extract and plant cuttings. Sa.44a cJivfRefl:JFR, also known as "diviner's sage", is chewed or smoked 
in order to indl:lce its psychotropic effects, which means it affects the mind and mental processes. 

Health Canada is currently assessing whether the regulation of Sa/via divinorum and/or salvinorin A under 
the Controlled Drugs and Substances Act is warranted. 

Health Canada considers soveral factors in determining whether regl:llation of a substance under the 
CeRue!/ed {){'I:IgS aRg &!fJstaRGes Act (CDSA) is ' .... arranted. 

~ v1A ~ cl~-1 ~ t\ ~ a.;-
These incll:lde: 1J Ifr7 vi.J ~ ~ t' f c:.... . 

: :=====:=;re"dyreq~d: ~ 
Legitimate uses of the substance (i.e., therapel:ltic, industrial or commercial); ~ 
Potential for abyse and risk of addiction associated with the substance; ?k :C........ ' 1 

Extent of actual abuse of the sl:lbstance in Canada and internationally; and ; v ~ ~~ 

. 
• International re"luirements and trends in international control. 

Nicole Prentice hill-~~ ~.-t 
Junior Communications Officer I Agente junior des Communications Q I es 1::l 1~ 
Regulatory Communications and Media Relations Division I Division des communications 1'," W ~ 
reglementaires et des relations avec les medias j ~-'~ 
Public Affairs, Consultation and Communications Branch I Direction generale des affairesO\.,.YlofA--i:. 
publiques, de la consultation et des communications 9$.V " 
Health Canada I Sante Canada 91.:c?) ~ 
Tel: 613.941.3107 ~ ~ sa-B-,'~ 
Fax: 613.948.8085 /~ (/ 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-12-15 02: 16 PM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Good afternoon, 

David Thomas/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC, Paul Spendlove/HC-SC/GC/CA@HWC 
Dave Stephens/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
2010-12-1501 :39 PM 
Media enquiry - Global National - Salvia 

Dust off the canned lines - salvia call! 
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Salvia 

01) is it legal? 
02) Is it a concern for HC? 
03) Is it considered a drug? 

Deadline: today 4pm 

Thanks 

Dave 

David Thomas 
Media Relations Officer I Agent des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
613.946.4250 
david. thomas@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
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Nicole, 

Re: Fw: Media enquiry - Global National - Salvia ~ 
Jocelyn Kula to: Nicole Prentice 

Christine Roush, CSTD-DGO, CSTD-OCS-DO, Denis Arsenault, 
Cc: 

Stephanie Chandler 

2010-12-1503:44 PM 

I have been in back to back meetings all afternoon and Carmen is just printing stuff now. 

Jocelyn 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Nicole Prentice Hi again, Media relations is already checking in ... 

From: 
To: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2010-12-15 03:42:44 PM 

Cc: Christine Roush/HC-SC/GC/CA@HWC, CSTD-OCS-DO, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, CSTD-DGO 

Date: 2010-12-15 03:42 PM 
Subject: Fw: Media enquiry - Global National - Salvia 

----------------~~--------------------------------------------------------------
Hi again, 

Media relations is already checking in on this enquiry. Will we be able to get it soon? 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-12-15 03:42 PM -----

From: 
fo: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: 

Date: 

Christine Roush/HC-SC/GC/CA@HWC, CSTD-OCS-DO, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-12-1502:20 PM 

Subject: Fw: Media enquiry - Global National - Salvia 

Hi Jocelyn and team, 
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Here is the first of two salvia enquiries for your input/approval by 3pm today, if possible as this is due at 4. 
Proposed responses have been drafted from previous enquiries. 

Thanks in advance. 
Nicole 

Q1) is it legal? 

A 1) Health Canada does not recommend the use of products containing S. divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain and/or body, 
and their impact on physical and mental functions. 

To date, Health Canada has not licensed for sale any drug or Natural Health Product which contains 
salvia as an ingredient. 

It is a contravention of the Food and Drugs Act and the Natural Health Products Regulations to sell 
Natural Health Products in Canada unless they have been reviewed by Health Canada and authorized for 
sale. NHPs authorized for sale will have a Natural Product Number (NPN), a Homeopathic Medicine 
Number (DIN-HM) or an Exemption Number (EN) on the label. The sale of unathorized natural health 
products containing S. divinorum and/or salvinorin A may be subject to compliance and enforcement 
action by Health Canada under the Food and Drugs Act 

Complaints about the sale of unauthorized products containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

Health Canada is currently assessing whether the regulation of Salvia divinorum and/or Salvinorin A 
under the Controlled Drugs and Substances Act is warranted. 

Q2) Is it a concern for He? 

A2) Health Canada is aware of salvia and has noted media interest regarding the availability of Salvia 
divinorum in Canada. 

Health Canada will continue to collect and study information about S. divinorum as it becomes available 
and is currently assessing whether the regulation of Salvia divinorum and/or Salvinorin A under the 
Controlled Drugs and Substances Act is warranted. 

Q3) Is it considered a drug? 

A3) Salvia divinorum is a species of sage which belongs to the mint family. It is found in the form of dried 
leaves, extract and plant cuttings. Sa/via divinorum, also known as "diviner's sage", is chewed or smoked 
in order to induce its psychotropic effects, which means it affects the mind and mental processes. 

Health Canada is currently assessing whether the regulation of Sa/via divinorum and/or Salvinorin A 
under the Controlled Drugs and Substances Act is warranted. 

Health Canada considers several factors in determining whether regulation of a substance under the 
Controlled Drugs and Substances Act (CDSA) is warranted. 

These include: 

Overall risk to public health and safety posed by the substance. 

Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 

Potential for abuse and risk of addiction associated with the substance; 
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Extent of actual abuse of the substance in Canada and internationally; and 
International requirements and trends in international control. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-12-15 02:16 PM -----

From: David Thomas/HC-SC/GC/CA 
To: 
Cc: 
Date: 

Christine Roush/HC-SC/GC/CA@HWC, Paul Spendlove/HC-SC/GC/CA@HWC 
Dave Stephens/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
2010-12-1501:39 PM 

Subject: Media enquiry - Global National- Salvia 

Good afternoon, 

Dust off the canned lines - salvia call! 

Salvia 

Q 1) is it legal? 
Q2) Is it a concern for HC? 
Q3) Is it considered a drug? 

Deadline: today 4pm 

Thanks 

Dave 

David Thomas 
Media Relations Officer I Agent des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
613.946.4250 
david. thomas@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
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Hi Jocelyn, 

Fw: Media enquiry - Global National - Salvia 
Stephanie Chandler to: Jocelyn Kula 
Cc Denis Arsenault, CSTD-OCS-DO 

2010-12-1505:25 PM 

A2 and A3 have been revised as discussed, for your review. Also to be forwarded to Comms upon your 
approval. 

Thanks, 

Stephanie 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-15 02:30 PM ----

From: 
To: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: 

Date: . 
Subject: 

Christine Roush/HC-SC/GC/CA@HWC, CSTD-OCS-DO, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-12-1502:20 PM 
Fw: Media enquiry - Global National - Salvia 

Hi Jocelyn and team, 

Here is the first of two salvia enquiries for your input/approval by 3pm today, if possible as this is due at 4. 
Proposed responses have been drafted from previous enquiries. 

Thanks in advance. 
Nicole 

Q1) is it legal? 

A1) 
The plant Sa/via divinorum is not regulated under the Controlled Drugs and Substances Act (CDSA) and 
therefore activities with it are not considered illegal in Canada. Health Canada is currently assessing 
whether the regulation of Salvia divinorum and/or salvinorin A under the CDSA is warranted. However, 
because Sa/via divinorum is a plant with hallucinogenic properties, it meets the definition of a natural 
health product (NHP) under the Natural Health Products Regulations when marketed as such. The sale of 
unauthorized natural health products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action by Health Canada under the Food and Drugs Act. 

Health Canada does not recommend the use of products containing S. diviRfJrYR'J andlor salvinorin /\ 
because very little is knovm about these substances and their potential effects on the brain andlor body, 
and their impact on physical and mental functions. 

To date, Health Canada has not licensed for sale any drug or Natural Health Product which contains 
salvia as an ingredient. 

It is a contravention of the Feed 3FIfi {)rl:JfjS Act and the /Vatyra,' Health Prodl:JCts Refly/aliens to sell 
Natural Health Products in Canada unless they have been reviewed by Health Canada and authorized for 
sale. NHPs authorized for sale will have a Natural Product ~jumber (NPN), a Homeopathic Medicine 
Number (DIN HM) or an Exemption Number (EN) on the label. The sale of unauthorized natural health 
products containing S. diviRfJrI:JR'J andlor salvinorin /\ may be subject to compliance and enforcement 
action by Health Canada under the FoofiBRd {)rl:JfjS Act 

Complaints about the sale of unauthorized products containing S. divinoff:Jm and/or salvinorin A can be 
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referred to the Health Products and Food Branch Inspectorate by calling 1 800 267 9675. 

Health Canada is currently assessing 'Nhether the regulation of Salvia diviRGrI:JIR and/or salvinorin A under 
the Controlled Drugs and Sl:JiJstanees Aet is 'Narranted. 

Q2) Is it a concern for He? 

A2) Health Canada is concerned about the apparent increased use of Salvia divinorum, particularly by 
youth. 

Health Canada does not recommend the use of products containing S. divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain andlor body, 
and their impact on physical and mental functions. 

Q3) Is it considered a drug? 

A3) Products containing Salvia divinorum meet the definition of a Natural Health Product when they are 
marketed for use for their hallucinogenic properties. Natural Health Products are a category of health 
products which are regulated under the Food and Drugs Act. Sa/via divinorum is not, however, 
considered a drug per se as defined in the Food and Drugs Act. 

SaI.'ia dMoofl:JIR is a species of sage which belongs to the mint family. It is found in the form of dried 
leaves, m<tract and plant cuttings. Sa/~'/a di\'/nOfI:JIR, also known as "diviner's sage", is chewed or smoked 
in order to induce its psychotropic effects, which means it affects the mind and mental processes. 

Health Canada is currently assessing whether the regulation of SaI~'ia diviReFl:JIR and/or salvinorin A under 
the Controlled Dfl:J{JS and Sl:JiJstaR6e5 Aet is ' ... ·arranted. 

Health Canada considers several factors in determining 'Nhether regulation of a substance under the 
Controlled lJnJgs and Sl:JbstaRees Aet (CDSA) is warranted. 

These include: 

Overall risk to public health and safety posed by the substance. 

Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 

Potential for abuse and risk of addiction associated with the substance; 

Extent of actual abuse of the substance in Canada and internationally; and 
International requirements ana trenas in international control. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

"---- Forwarded by Nicole PrenticeIHC-SC/GC/CA on 2010-12-1502: 16 PM -----

From: David Thomas/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC, Paul Spendlove/HC-SC/GC/CA@HWC 

002023 



Cc: 
Date: 

Dave Stephens/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
2010-12-1501:39 PM 

Subject: Media enquiry - Global National - Salvia 

Good afternoon, 

Dust off the canned lines - salvia call! 

Salvia 

Q1) is it legal? 
Q2) Is it a concern for HC? 
Q3) Is it considered a drug? 

Deadline: today 4pm 

Thanks 

Dave 

David Thomas 
Media Relations Officer I Agent des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
613.946.4250 
david. thomas@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
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Re: Fw: Media enquiry - Global National - Salvia Q} 
Christine Roush to: Jocelyn Kula 
n, Nicole Prentice, CSTD-DGO, CSTD-OCS-DO, Denis Arsenault, 
\~( Stephanie Chandler 

2010-12-1504:06 PM 

Jocelyn - I know you are working on the Salvia responses, but any chance we can get the RCMP 
response back asap - from CBC Halifax. It is already 5pm in Halifax so the RCMP may have to ask for an 
extension and let this one go. 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

Jocelyn Kula Nicole, I have been in back to back meetings all... 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Nicole Prentice/HC-SC/GC/CA@HWC 

2010-12-1503:44:12 PM 

Cc: 

Date: 

Christine Roush/HC-SC/GC/CA@HWC, CSTD-DGO, CSTD-OCS-DO, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-12-15 03:44 PM 

Subject: Re: Fw: Media enquiry - Global National - Salvia 

Nicole, 

I have been in back to back meetings all afternoon and Carmen is just priilting stuff now. 

Jocelyn 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs ' 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Nicole Prentice Hi again, Media relations is already checking in ... 2010~12-15 03:42:44 PM 
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To: 
Cc: 
I3cc: 

Subject: Re: URGENT: Media enquiry - CTV - salvia 

Hi Jocelyn, 

Q1) Is it approved by HC or not? Is it legal? Banned? 

A 1) The plant Sa/via divinorum is not controlled under the Controlled Drugs and Substances Act (CDSA) 
and therefore is not considered illegal in Canada. However, as Salvia divinorum is a plant with 
hallucinogenic properties when consumed by humans, it meets the definition of a natural health product 
(NHP) under the Natural Health Products Regulations when marketed as a hallucinogen. To date, Health 
Canada has not licensed for sale any Natural Health Product which contains Sa/via divinorum as an 
ingredient. The sale of unauthorized natural health products containing S. divinorum and/or salvinorin A 
may be subject to compliance and enforcement action by Health Canada under the Food and Drugs Act 

Health Canada is currently assessing whether the regulation of Sa/via divinorum and/or salvinorin A under 
the Controlled Drugs and Substances Act is warranted. 

Nicole Prentice Hi Jocelyn, Please see another request below fr ... 

From: 
To: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2010-12-1504:41:31 PM 

Cc: Christine Roush/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, CSTD-DGO, CSTD-OCS-DO 

Date: 2010-12-1504:41 PM 
Subject: URGENT: Media enquiry - CTV - salvia 

Hi Jocelyn, 

Please see another request below from CTV with a deadline of one hour. Can we use one of the 
responses you are preparing for the other enquiries to close this off asap? 

Thanks. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-12-15 04:39 PM -----

From: David Thomas/HC-SC/GC/CA 
To: Nicole Prentice/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC. Paul 

Spendlove/HC-SC/GC/CA@HWC 
Cc: Dave Stephens/HC-SC/GC/CA@HWC 
Date: 2010-12-1504:37 PM 
Subject: Media enquiry - CTV - salvia 
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Hi. 

Salvia 

01) Is it approved by HC or not? Is it legal? Banned? 

Deadline: 1 hour 

Thanks 

Dave 

David Thomas 
Media Relations Officer I Agent des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
613.946.4250 
david. thomas@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
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Hi Jocelyn, 

Re: URGENT: Media enquiry - CTV - salvia i:J 
Stephanie Chandler to: Jocelyn Kula 
Cc: Denis Arsenault, CSTD-OCS-DO 

Salvia media request # 3 for your review. 

Q1) Is it approved by HC or not? Is it legal? Banned? 

2010-12-1505:08 PM 

A 1) The plant Salvia divinorum is not regulated under the Controlled Drugs and Substances Act (CDSA) 
and therefore activities with it are not considered illegal in Canada. Health Canada is currently assessing 
whether the regulation of Salvia divinorum and/or salvinorin A under the CDSA is warranted. However,. 
because Sa/via divinorum is a plant with hallucinogenic properties, it meets the definition of a natural 
health product (NHP) under the Natural Health Products Regulations when marketed as such. The sale of 
unauthorized natural health products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action by Health Canada under the Food and Drugs Act. 

Nicole Prentice Hi Jocelyn, Please see another request below fr ... 

From: 
To: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2010-12-1504:41:31 PM 

Cc: Christine Roush/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, CSTD-DGO, CSTD-OCS-DO 

Date: 2010-12-1504:41 PM 
Subject: URGENT: Media enquiry - CTV - salvia 

Hi Jocelyn, 

Please see another request below from CTV with a deadline of one hour. Can we use one of the 
responses you are preparing for the other enquiries to close this off asap? 

Thanks. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
n§glementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

---- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-12-15 04:39 PM -----

From: David Thomas/HC-SC/GC/CA 
To: Nicole Prentice/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, Paul 

Spendlove/HC-SC/GC/CA@HWC 
Cc: Dave Stephens/HC-SC/GC/CA@HWC 
Date: 2010-12-1504:37 PM 
Subject: Media enquiry - CTV - salvia 

Hi, 
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... 

Fw: Media enquiry - Global National - Salvia 
Stephanie Chandler to: Denis Arsenault 

For your review. Still waiting for Nicole to send me request #2. 

Stephanie 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-1502:30 PM -----

From: 
To: 
Cc: 

Date: 
Subject: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Christine RoushlHC-SC/GC/CA@HWC, CSTD-OCS-DO, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Denis ArsenauItlHC-SC/GC/CA@HWC 
2010-12-1502:20 PM 
Fw: Media enquiry - Global National - Salvia 

Hi Jocelyn and team, 

2010-12-1502:53 PM 

Here is the first of two salvia enquiries for your input/approval by 3pm today, if possible as this is due at 4. 
Proposed responses have been drafted from previous enquiries. 

Thanks in advance. 
Nicole 

Q1) is it legal? 

A 1 )Health Canada does not recommend the use of products containing S. divinorlJm and/or salvinorin A 
because very little is kno' .... n about these substances and their potential effects on the brain and/or body, 
and their impact on physical and mental functions. 

To date, Health Canada has not licensed for sale any drug or Natural Health Product which contains 
salvia as an ingredient. 

When products containing Salvia divinorum and/or its main active ingredient salvinorin A are sold for the 
purposes of modifying brain function (such as/for their hallucinogenic effect), they meet the definition of a 
natural health product (NHP) under the Natural Health Products Regulations and the definition of a drug 
under the Food and Drugs Act. It is a contravention of the Food and Drugs Act and the Natural Health 
Products Regulations to sell Natural Health Products in Canada unless they have been reviewed by 
Health Canada and authorized for sale. NHPs authorized for sale will have a Natural Product Number 
(NPN), a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN) on the label. To date, 
Health Canada has not licensed for sale any drug or Natural Health Product which contains salvia as an 
ingredient. The sale of unauthorized natural health products containing S. divinorum and/or salvinorin A 
may be subject to compliance and enforcement action by Health Canada under the Food and Drugs Act 

Complaints about the sale of unauthorized products containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

Health Canada is currently assessing whether the regulation of Salvia divinorum and/or salvinorin A under 
the Controlled Drugs and Substances Act is warranted. 

Q2) Is it a concern for He? 

A2) Health Canada is aware of Sa/via divinorum and has noted media interest regarding the availability of 
'his plant Salvia di'linorum in Canada. 

Health Canada will continue to collect and study information about Salvia divinorum as it becomes 
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available and is currently assessing whether the regulation of Salvia divinorum and/or salvinorin A under 
the Controlled Drugs and Substances Act is warranted. 

Health Canada does not recommend the use of products containing S. divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain and/or body, 
and their impact on physical and mental functions. 

Q3) Is it considered a drug? 

Salvia dMnerf:JFR is a species of sage ''''hich belongs to the mint family. It is found in the form of dried 
leaves, extract and plant cuttings. Sal~{ia divinerf:JFR, also kno'lm as "diviner's sage", is che ..... ed or smoked 
in order to induce its psychotropic effects, ',yhich means it affects the mind and mental processes. 

Health Canada is currently asseSSing whether the regulation of Salvia divinorum and/or salvinorin A under 
the Controlled Drugs and Substances Actis warranted. 

Health Canada considers several factors in determining ..... hether regulation of a substance under the 
Cont.'rJI.Ied Drl:JfJs and Sf:J1:;stanees Ael (CDSA) is warranted. 

These include: 
Overall risk to public health and safety posed by the substance. 
Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated ..... ith the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
International requirements and trends in international control. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-12-15 02:16 PM -----

From: David Thomas/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC, Paul Spendlove/HC-SC/GC/CA@HWC 
Cc: Dave Stephens/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
Date: 2010-12-1501:39 PM 
Subject: Media enquiry - Global National - Salvia 
,---':....------

Good afternoon, 
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Dust off the canned lines - salvia call! 

Salvia 

Q1) is it legal? 
Q2) Is it a concern for HC? 
Q3) Is it considered a drug? 

Deadline: today 4pm 

Thanks 

Dave 

David Thomas 
Media Relations Officer I Agent des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction glmerale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
613.946.4250 
david.thomas@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
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Hi Nicole, 

Fw: URGENT: Media enquiry - CTV - salvia 
Stephanie Chandler to: Nicole Prentice 
C:c Christine Roush, Jocelyn Kula, Denis Arsenault, CSTD-OCS-DO 

2010-12-1505:21 PM 

The following has been approved by Jocelyn. However I believe you have an extension on these requests 
in order for you to consult with HPFB tomorrow. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-15 05:19 PM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC, CSTD-OCS-DO 
2010-12-1505:08 PM 
Re: URGENT: Media enquiry - CTV - salvia 

Salvia media request # 3 for your review. 

Q1) Is it approved by HC or not? Is it legal? Banned? 

A 1) The plant Salvia divinorum is not regulated under the Controlled Drugs and Substances Act (CDSA) 
and therefore activities with it are not considered illegal in Canada. Health Canada is currently assessing 
'Nhether the regulation of Salvia divinorum and/or salvinorin A under the CDSA is warranted. However, 
because Salvia divinorum is a plant with hallucinogenic properties, it meets the definition of a natural 
health product (NHP) under the Natural Health Products Regulations when marketed as such. The sale of 
unauthorized natural health products containing Salvia divinorum and/or salvinorin A may be subject to 
';ompliance and enforcement action by Health Canada under the Food and Drugs Act. 

Nicole Prentice Hi Jocelyn, Please see another request below fr ... 2010-12-1504:41:31 PM 

From: 
To: 
Cc: 

Date: 
3ubject: 

Hi Jocelyn, 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Christine Roush/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, CSTD-DGO, CSTD-OCS-DO 
2010-12-1504:41 PM 
URGENT: Media enquiry - CTV - salvia 
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Fw: For input/approval: Media enquiry - Vancouver Sun - Salvia 
Stephanie Chandler to: Jocelyn Kula 2010-12-1504:34 PM 
Cc: Denis Arsenault, CSTD-OCS-DO 

'm~,~~~~,'~' " 

Hi Jocelyn, 

Revised as per discussion. Denis has reviewed. 

Stephanie 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-15 03:02 PM -----

From: 
To: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: Christine Roush/HC-SC/GC/CA@HWC, CSTD-OCS-DO, Denis ArsenaultlHC-SC/GC/CA@HWC, 
Stephanie Chandler/HC-SC/GC/CA@HWC 

Date: 2010-12-1503:00 PM 
Subject: For inputlapproval: Media enquiry - Vancouver Sun - Salvia 

Hi again, 

Here is the second media enquiry for your input/approval, hopefully by 3:30pm today. This is due asap. 
Again, proposed responses have been taken from previous enquiries. 

Thanks in advance. 
Nicole 

Q1) What has HC learned about how Salvia is used by Canadians? 

L
p~.evh'~ 

A1) 
Recently there have been reports suggest~r9.!t}a anadian teens and young adults are using Salvia 
divinorum for)ts asility to f'lfodl::tec hallucin~ Certain websites are also promoting the use of Salvia 
divinorum as a "legal" alternative to street drugs. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, less 
than 2% of Canadians age 15 and older reported having used Sa/via divinorum at least once in their 
lifetime. Youth, ages 15-24 were much more likely to have used it than adults. The results from the 
Canadian 2008-2009 Youth Smoking Survey show that 5% of 15 year olds have used Sa/via divinorum in 
the past year. 

Health Canada does not recommend the use of products containing S. divinorum andlor its main active 
ingredient salvinorin A because very little is known about these substances and their potential effects on 
the brain and/or body, and their impact on physical and mental functions. 

Health Canada is a' .... are of salvia and has noted media interest regarding the availability of Salv.ia 
divinorEJfR in Canada. 

To date, Health Canada has not licensed for sale any drug or Natural Health Product ' .... hich contains 
salvia as an ingredient. 

It is a contravention of the Food and Drugs Actand the /Vall::Jfa/ Health ProdtiCls RegYlatioRS to sell 
Natural Health Products in Canada unless they have been reviewed by Health Canada and authorized for 
sale. NHPs authorized for sale ' .... iI! have a Natural Product Number (NPN), a Homeopathic Medicine 
Number (DIN HM) or an Exemption Number (EN) on the label. The sale of unathorized natural health 
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products containing S. div/norlJFF/ and/or salvinorin A may be subject to compliance and enforcement 
action by Health Canada under the Food and DrlJgs Act 

Complaints about the sale of unauthorized products containing S. divinorlJFF/ and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1 800 267 9675. 

1Op-~V 
Q2) How does HC classify Sqh(ia? -Qj) "1--t:u-e-"'"} A J'ucJ.- . 

/.l '1i!:OJIh V1 i"1lJ..t:1 Wl\l~ )t~ ~ o A2) The plant via divinorum is not c-erfffc£;J er the Con rolled Drugs and bstances Act (CDSA) 
and therefore' not considered illegal in Canad ever Salvia divinor. is a plant with 
hallucinogenic properties , eets the definiti of a natural health product 
lNHP) under the Natural Health Products Regulationsw en marketed . "Fe dflle, l=IealtR 

£an,;lfJOil bas Ret lieenseQ for 'as18 any ~~otl:l~sl H8altl:t Prod11ct which cootaiR'a Sal~'i8 dMfle{'tlffl flS fin 
il'lgl ediertt. The sale of unauthorized natural health products containing S. divinorum aAtMsl HI tl:16I iii A 
may be subject to compliance and enforcement action by Health Canada under the Food and Drugs Act 

g Health Canada is currently assessing whether the regulation of-5tIfvfCJ tiivliJtJftlm aiid/Oi suloiAerill.A under 
~ the CDSA is warranted. 

Health Canada is currently revie'Ning all the available information regarding Sa/~{/a divinorlJFF/" including 
the prevalence of its use in Canada, to determine ""hether regulation of SaI~4a divinorlJFF/ under the 
Controlled Drl:lg5 and StJb5tanGes Act (CDSA) is warranted. 

A controlled substance is any type of drug that the federal go\'ernment has categorized as having a 
higher than average potential for abuse or addiction. Such drugs are divided into categories based on 
their potential for abuse or addiction. Controlled substances range from illegal street drugs to prescription 
medications. 

Health Canada considers several factors in determining 'Nhether regulation of a substance under the 
CDSA is 'Narranted. 

These include: 

Overall risk to public health and safety posed by the substance. 

Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 

Potential for abuse and risk of addiction associated with the substance; 

Extent of actual abuse of the substance in Canada and internationally; and 

International requirements and trends in international control. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
n§glementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 
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Fw: For input/approval: Media enquiry - Vancouver Sun - Salvia 
Stephanie Chandler to: Jocelyn Kula 2010-12-1503:25 PM 
Cc: Denis Arsenault, CSTD-OCS-DO 

Hi Jocelyn, 

Media request #2 for your review. Denis has already reviewed. Please note that the NHP-related lines 
come from a previous media request which HPFB reviewed. Nicole also does not seem to think that 
HPFB needs to review these, however we would like to confirm that you agree. 

Thanks, 

Stephanie 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-1503:02 PM -----

From: 
To: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: Christine Roush/HC-SC/GC/CA@HWC, CSTD-OCS-DO, Denis Arsenault/HC-SC/GC/CA@HWC, 
Stephanie Chandler/HC-SC/GC/CA@HWC 

Date: 2010-12-1503:00 PM 
Subject: For input/approval: Media enquiry - Vancouver Sun - Salvia 

Hi again, 

Here is the second media enquiry for your input/approval, hopefully by 3:30pm today. This is due asap. 
Again, proposed responses have been taken from previous enquiries. 

Thanks in advance. 
/Nicole 

/ Q1) What has HC learned about how Salvia is used by Canadians? 

A1) 
Recently there have been reports suggesting that Canadian teens and young adults are using Salvia 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use of Salvia 
divinorum as a "legal" alternative to street drugs. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, less 
than 2% of Canadians age 15 and older reported having used Salvia divinorum at least once in their 
lifetime. Youth, ages 15-24 were much more likely to have used it than adults. The results from the 
C:;anadian 2008-2009 Youth Smoking Survey show that 5% of 15 year olds have used Salvia divinorum in 
the past year. 

Health Canada does not recommend the use of products containing S. divinorum and/or its main active 
:ngredient salvinorin A because very little is known about these substances and their potential effects on 
the brain andlor body, and their impact on physical and mental functions. 

Health CanaEia is a'llare of salvia anEi has noted media interest regarEling the availability of Sa/via 
divinorum in Canada. 

To date, Health Canada has not licensed for sale any drl;lg or Natl;lral Health Prodl;lct which contains 
salvia as an ingreElient. 
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It is a contravention of the Food aRd DrlJgs A6'I an€! the NatlJral Health P:@mI6'ls Reg/JlatieRs to sell 
Natural Health Pro€!ucts in Cana€!a unless they have been revie' .... e€! by Health Cana€!a an€! authorize€! for 
sale. NHPs authorize€! for sale will have a Natural Pro€!uct Number (NPN), a Homeopathic Me€!icine 
Number (DIN HM) or an Exemption Number (EN) on the label. The sale of unathorize€! natural health 
pre€!ucts containing S. dMne."IJFR an€!lor sal'linorin A may be subject to compliance an€! enforcement 
action by Health Cana€!a un€!er the FoodaRdDrlJgsA6'I. 

Complaints about the sale of unauthorize€! pro€!ucts containing S. dil4RDrtJFR an€!ler sal'linorin A can be 
referre€! to the Health Pre€!ucts an€! Foo€! Branch Inspectorate by calling 1 800 267 9675. 

Q2) How does He classify Salvia? 

.i \..;-- A2) When products containing Salvia divinorum and/or its main active ingredient salvinorin A are sold for 
-~I" J the purposes of modifying brain function (such as for their hallucinogenic effect), they meet the definition 
\ OJ.,yI' of a natural health product (NHP) under the Natural Health Products Regulations and the definition of a 

"\ ..,\ drug under the Food and Drugs Act. It is a contravention of the Food and Drugs Act and the Natural 
J c.,. ~ealth Products Regulations to sell Natural Health Products in Canada unless they have been reviewed 

\\~ if' ~! Health Canada and authorized for sale. NHPs authorized for sale will have a Natural Product Number 
'/v (NPN), a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN) on the label. To date, 

Health Canada has not licensed for sale any drug or Natural Health Product which contains salvia as an 
ingredient. The sale of unauthorized natural health products containing S. divinorum and/or salvinorin A 
may be subject to compliance and enforcement action by Health Canada under the Food and Drugs Act. 

Complaints about the sale of unauthorized products containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

"'5IWoijllIQI 54M3 dilli9?5"'R oe[£lOl 0 iJlOli1i A are=tUlI9I1t1y e::t~~ tI;Jo cf1B!nJlJe:{ 9'1J;(8#;#;99 
-~8tJteJJlS6ti ,ii'll (cOWI+ :frfew8¥9F, Health Canada is currently assessing whether" regulation of 

Salvia divinorum and/or salvinorin A under the CDSA is warranted. Jl.-<..-

Health Cana€!a is currently re'lie'Ning all the available information regar€ling Saw/a diviRD.'1:IFR" inclu€!ing 
the pre'{alence of its use in Cana€!a, to €!etermine ·t*Jhether regulation of Salvia diwRerlJFR un€!er the 

CDRtref.ledDrlJgs aRdStJbstaReesAet (CDSA) is warrante€!. 

A contrelle€! sl:Jbstance is any type of €!rug that the fe€!eral government has categorize€! as having a 
higher than average potential for abuse or a€!diction. Sl:Jch €!Fblgs are €!ivi€!e€! into categories base€! on 
their potential for abl:Jse or addiction. Contrelle€! sl:Jbstances range frem illegal street drl:Jgs to prescription 
me€!ications. 

Health Cana€!a consi€!ers several factors in €!etermining whether regl:Jlation of a sl:Jbstance I:Jn€!er the 

CDSA is • .... arranted. 

These incll:J€!e: 

Overall risk to pl:Jblic health an€! safety pose€! by the substance. 

Chemical an€! pharmacological similarity to other substances alrea€!y regulate€!l:Jn€!er the CDSA; 

Legitimatel:Jses of the substance (Le., therapel:Jtic, in€!l:Jstrial or commercial); 

Potential for abl:Jse an€! risk of a€!€!iction associate€! with the substance; 

Extent of actl:Jal abl:Jse of the substance in Cana€!a an€! internationally; an€! 

International reEJl:Jirements an€! tren€!s in international control. 
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Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generate des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-12-1502:58 PM -----

From: David Thomas/HC-SC/GC/CA 
To: 
Cc: 
Date: 

Christine Roush/HC-SC/GC/CA@HWC, Paul Spendlove/HC-SC/GC/CA@HWC 
Nicole Prentice/HC-SC/GC/CA@HWC, Dave Stephens/HC-SC/GC/CA@HWC 
2010-12-15 02:00 PM 

Subject: Media enquiry - Vancouver Sun - Salvia 

Good afternoon, 

01) What has HC learned about how Salvia is used by Canadians? 
02) How does HC classify Salvia? 
03) Wants copy of statement we sent to CP 

Deadline: Today ASAP 

Thanks 

Dave 

David Thomas 
Media Relations Officer I Agent des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
613.946.4250 
david. thomas@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
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Fw: For input/approval: Media enquiry - Vancouver Sun - Salvia 
Stephanie Chandler to: Denis Arsenault 2010-12-1503:16 PM 

Hi Denis, 

For your review. Please note that the NHP-related lines comefrom a previous media request which HPFB 
reviewed. Nicole also does not seem to think that HPFB needs to review these, however it should be 
confirmed with JK. 

Stephanie 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-1503:02 PM ----

From: 
To: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: Christine Roush/HC-SC/GC/CA@HWC. CSTD-OCS-DO. Denis Arsenault/HC-SC/GC/CA@HWC. 
Stephanie Chandler/HC-SC/GC/CA@HWC 

Date: 2010-12-1503:00 PM 
Subject: For input/approval: Media enquiry - Vancouver Sun - Salvia 

Hi again, 

Here is the second media enquiry for your input/approval, hopefully by 3:30pm today. This is due asap. 
Again, proposed responses have been taken from previous enquiries. 

Thanks in advance. 
Nicole 

Q1) What has HC learned about how Salvia is used by Canadians? 

A1) 
Recently there have been reports suggesting that Canadian teens and young adults are using Salvia 
divinorum for its ability to produce hallucinations. Certain websites are also promoting the use of Salvia 
divinorum as a "legal" alternative to street drugs. Mef OOGOFR98r 2010 Health Canada lias not auUlorize" -
fOf ~ElI83B¥ ~rgglolet9 Clilitair Ii II" SaMtJ clib'iR9t:fdl+J.<;;> 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that. in 2009. less 
than 2% of Canadians age 15 and older reported having used Salvia divinorum at least once in their 
lifetime. Youth. ages 15-24 were much more likely to have used it than adults. The results from the 
Canadian 2008-2009 Youth Smoking Survey show that 5% of 1 !@oldS have used Salvia divinorum in the 
past year. 5~1I.. <J" 

Health Canada does not recommend the use of products containing S. divinorum and/or its main active 
ingredient salvinorin A because very little is known about these substances and their potential effects on 
the brain and/or body, and their impact on physical and mental functions. 

Health Canada is aware of salvia and has noted media interest regarding the availability of SaAifa 
diviR(}{,fdm in Canada. 

To date, Health Canada has not licensed for sale any drug or Natural Health Product 'Nhich contains 
salvia as an ingredient. 

It is a contravention of the Feed aF1£I Omgs Ad and the Nalblt:al Health PffJfif:IGIs Regu/atkJRs to sell 
Natural Health Products in Canada unless they have been reviewed by Health Canada and a\;Jthorized for 
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sale. NHPs authorized for sale will have a Natural Product Number (NPN). a Homeopathic Medicine 
Number (DIN HM) or an E*emption Number (EN) on the label. The sale of unathorized natural health 
products containing S. divinoruIR and/or salvinorin A may be subject to compliance and enforcement 
action by Health Canada under the Food and Drugs AGI. 

Complaints about the sale of unauthorized products containing S. dMnofllIR and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1 800 267 9675. 

Q2) How does He classify Salvia? 

A2) When products containing Salvia divinorum and/or its main active ingredient salvinorin A are sold for 
the purposes of modifying brain function (such as, for their hallucinogenic effect). they meet the definition 
of a natural health product (NHP) under the Natural Health Products Regulations and the definition of a 
drug under the Food and Drugs Act. It is a contravention of the Food and Drugs Act and the Natural 
Health Products Regulations to sell Natural Health Products in Canada unless they have been reviewed 
by Health Canada and authorized for sale. NHPs authorized for sale will have a Natural Product Number 
(NPN), a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN) on the label. To date, 
Health Canada has not licensed for sale any drug or Natural Health Product which contains salvia as an 
ingredient. The sale of unauthorized natural health products containing S. divinorum and/or salvinorin A 
may be subject to compliance and enforcement action by Health Canada under the Food and Drugs Act 

Complaints about the sale of unauthorized products containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

Neither Salvia divinorum nor salvinorin A are currently controlled under the Controlled Drugs and 
Substances Act (CDSA). However, Health Canada is currently assessing whether the regulation of 
Salvia divinorum and/or salvinorin A under the CDSA is warranted. 

Health Canada is currently reviewing all the available information regarding Salvia divinorulR" including 
the prevalence of its use in Canada. to determine 'h'hether regulation of Salvia divinOfllIR under the 
ConlroJIed Drugs and Substances AGI (CDSA) is ' .... arranted. 

A controlled substanee is any type of drug that the federal government has categorized as having a 
higher than average potential for abuse or addiction. Such drugs are divided into categories based on 
their potential for abuse or addiction. Controlled substances range from illegal street drugs to prescription 
medications. 

Health Canada considers several factors in determining whether regulation of a substance under the 
CDSA is warranted. 

These include: 

Overall risk to public health and safety posed by the substance. 

Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 

Potential for abuse and risk of addiction associated with the substance; 

Extent of actual abuse of the substance in Canada and internationally; and 

International requirements and trends in international control. 
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Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-12-1502:58 PM -----

From: David Thomas/HC-SC/GC/CA 
To: 
Cc: 
Date: 

Christine Roush/HC-SC/GC/CA@HWC, Paul Spendlove/HC-SC/GC/CA@HWC 
Nicole Prentice/HC-SC/GC/CA@HWC, Dave Stephens/HC-SC/GC/CA@HWC 
2010-12-1502:00 PM 

Subject: Media enquiry - Vancouver Sun - Salvia 

Good afternoon, 

Q1) What has HC learned about how Salvia is used by Canadians? 
Q2) How does HC classify Salvia? 
Q3) Wants copy of statement we sent to CP 

Deadline: Today ASAP 

Thanks 

Dave 

David Thomas 
Media Relations Officer I Agent des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
613.946.4250 
david.thomas@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
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Fw: For input/approval: Media enquiry - Vancouver Sun - Salvia 
Stephanie Chandler to: Nicole Prentice 2010-12-1505:06 PM 
Cc: Christine Roush, Jocelyn Kula, Denis Arsenault, CSTD-OCS-DO 

Hi Nicole, 

Sorry for the delay. Please see our revisions below. Has been reviewed by Jocelyn. The Global and 
CTV requests are on their way. 

Stephanie 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-1503:02 PM ----

From: 
To: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: Christine Roush/HC-SC/GC/CA@HWC, CSTD-OCS-DO, Denis Arsenault/HC-SC/GC/CA@HWC, 
Stephanie Chandler/HC-SC/GC/CA@HWC 

Date: 2010-12-1503:00 PM 
Subject: For input/approval: Media enquiry - Vancouver Sun - Salvia 

Hi again, 

Here is the second media enquiry for your input/approval, hopefully by 3:30pm today. This is due asap. 
Again, proposed responses have been taken from previous enquiries. 

Thanks in advance. 
Nicole 

Q1) What has HC learned about how Salvia is used by Canadians? 

A1) 
Recently there have been reports suggesting that Canadian teens and young adults are using Sa/via 
divinorumfor its hallucinogenic properties. Certain websites are also promoting the use of Sa/via 
divinorum as a "legal" alternative to street drugs. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, less 
than 2% of Canadians age 15 and older reported having used Sa/via divinorum at least once in their 
lifetime. Youth, ages 15-24 were much more likely to have used it than adults. The results from the 
Canadian 2008-2009 Youth Smoking Survey show that 5% of 15 year aids have used Salvia divinorum in 
the past year. 

Health Canada does not recommend the use of products containing S. divinorum and/or its main active 
ingredient salvinorin A because very little is known about these substances and their potential effects on 
the brain and/or body, and their impact on physical and mental functions. 

Health Canada is aware of salvia and has noted media interest regarding the availability of Salvia 
dlv/-RenJFR in Canada. 

To date, Health Canada has not licensed for sale any drug or Natural Health Product which contains 
salvia as an ingredient. 

It is a contravention of the F:eoo aRfi Drugs AGtand the Natura/Health PFDflblGts Regt:Jlatiens to sell 
Natural Health Products in Canada unless they have been reviewed by Health Canada and authorized for 
sale. NHPs authorized for sale ..... 'ill ha't'e a Natural Product Number (NPN), a Homeopathic Medicine 
Number (DIN HM) or an Exemption Number (EN) on the label. The sale of unathorized natural health 
products containing S. dlv/RerUFR and/or salvinorin l\ may be subject to compliance and enforcement 
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action by Health Canada under the Feed and Drf:J{}6 Act 

Complaints about the sale of unauthorized products containing S. dlviRorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1 800 267 9675. 

Q2) How does He classify Salvia? 

A2) The plant Salvia divinorum is not regulated under the Controlled Drugs and Substances Act (CDSA) 
and therefore activities with it are not considered illegal in Canada. Health Canada is currently assessing 
whether the regulation of Salvia divinorum and/or salvinorin A under the CDSA is warranted. However, 
because Sa/via divinorum is a plant with hallucinogenic properties, it meets the definition of a natural 
health product (NHP) under the Natural Health Products Regulations when marketed as such. The sale of 
unauthorized natural health products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action by Health Canada under the Food and Drugs Act. 

Health Canada is currently revie' .... ing all the available information regarding Salvia dMRorum" including 
the prevalence of its use in Canada, to determine whether regulation of 53M3 diviRorum under the 
CoRIFeI/ed Drf:J{}6 and 51:J9staRCes Act (CDS,A.) is ' .... 'arranted. 

A controlled substance is any type of drug that the federal government has categorized as ha'iing a 
higher than average potential for abl:Jse or addiction. Sl:Jch drugs are divided into categories based on 
their potential for abuse or addiction. Controlled substances range from illegal street drugs to prescription 
medications. 

Health Canada considers several factors in determining whether regulation of a substance under the 
CDSA is 'I.'arranted. 

These incll:Jde: 

Overall risk to public health and safety posed by the sl:Jbstance. 

Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

Legitimate uses of the substance (Le., therapeutic, indl:Jstrial or commercial); 

Potential for abuse and risk of addiction associated ' .... ith the substance; 

Extent of actual abuse of the substance in Canada and internationally; and 

International requirements and trends in international control. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-12-1502:58 PM -----

From: David Thomas/HC-SC/GC/CA 
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To: 
Cc: 
Date: 

Christine Roush/HC-SC/GC/CA@HWC, Paul Spendlove/HC-SC/GC/CA@HWC 
Nicole Prentice/HC-SC/GC/CA@HWC, Dave Stephens/HC-SC/GC/CA@HWC 
2010-12-1502:00 PM 

Subject: Media enquiry - Vancouver Sun - Salvia 

Good afternoon, 

Q1) What has HC learned about how Salvia is used by Canadians? 
Q2) How does HC classify Salvia? 
Q3) Wants copy of statement we sent to CP 

Deadline: Today ASAP 

Thanks 

Dave 

David Thomas 
Media Relations Officer I Agent des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
613.946.4250 
david. thomas@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
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Miley Cyrus smokes it, but Health Canada warns against use of ':M@!g~ 

Miley Cyrus smokes it, but Health Canada warns 
against use of 'Magic Mint' 
Pop star piques interest in legal hallucinogen 
BY RANDY SHORE, POSTMEDIA NEWS DECEf'i1BEH 16, 10 811 /Ii;! 

Health Canada is warning people to avoid using the hallucinogenic Mexican herb Salvia divinorum -

made famous in a Internet video showing pop star Miley Cyrus smoking the stuff -- until its effects are 

better understood. 

Native to Oaxaca, Mexico, the plant known as Magic Mint or Seer's Sage has been used for centuries 

by Mazatec Indian shamans for medicinal purposes and to induce visions, but has also gained a 

foothold in Canada and the U.S. as a recreational drug. 

Salvia divinorum is not illegal in Canada, but the herb has been under study by the national health 

agency since at least 2006 to determine whether it should be regulated under the Controlled Drug and 

Substance Act. 

Health Canada warns that products containing Salvia divinorum or its extracts may violate the Food 

and Drugs Act, said agency spokesman Stephane Shank. Natural health products must be reviewed by 

Health Canada and approved for sale; so far no Salvia products have been approved. 

Fortified Salvia is sold at head shops and some corner stores in a marijuana-like smokable form as well 

as in alcohol-based tinctures. 

In its more potent forms, a few seconds of smoking Salvia induces intense, debilitating hallucinations 

that may last from 15 to 30 minutes, according to experienced users who responded to the Vancouver 

Sun. 

"It's not even comparable to marijuana. I could not see, move or speak. I thought I had died and gone 

to hell," wrote a woman identified only as Betty C. "I could not remember my name, what I looked like, 

what species I was. I felt nothing but fear." 

Interest in Salvia intensified late last week when a videotape leaked on the Internet showed pop star 

Miley Cyrus laughing and hallucinating after smoking the herb through a large plastic pipe. 

YouTube contains dozens of videos of teens who enter a state of total disorientation and panic after 

smoking Salvia divinorum. 

"What the video will do is raise awareness of this drug and that may lead to more people experimenting 

with it and raise demand and profits for legitimate and illegitimate enterprises," said Robert Gordon, 
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Miley Cyrus smokes it, but Health Canada warns against use of'~~~L.Mi~t'ir 

director of Simon Fraser University's School of Criminology. 

U.S. media reports suggest that sales of the herb have tripled in some states since the Miley Cyrus 

video was released. But Salvia is banned in 15 states, including Delaware, where the herb was blamed 

in the 2006 suicide of 16-year-old Brett Chidester. 

A 24-year-old man convicted of raping and killing a mother of five on Calgary's C-Train in 2008 claimed 

to have been drinking and smoking Salvia beforehand. The court ruled that Christopher Watcheston 

was not so intoxicated that he didn't know what he was doing. 

A 2009 drug-and alcohol-use survey conducted by Health Canada found that 0.5 per cent of adults 

have tried the herb, compared to 7.3 per cent of youth aged 15 to 24. 

© Copyright (c) The Calgary Herald 
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Draft V.2 
Response to Docket # 10-008895-624 
To: 

Dear 

I am writing in response to your email enquiry dated December 14,2010 concerning the 
legal status of Salvia divinorum. 

The plant Salvia divinorum is not regulated under the Controlled Drugs and Substances 
Act (CDSA) and therefore the plant is not considered to be "banned", nor are activities 
with it considered to be illegal in Canada!H0wever, as Salvia divinorum is a plant with 
hallucinogenic properties, it eets' the definition of a natural health product (NHP) under 
the Natural Health Product Regulations,whe , arketed as"a'ha uCllloge • To date, 
Health Canada has not lie d for sale any Na' ral Health Product whic contains Salvia 
divino rum ,as an ingre en. The sale of unautho'i4zed natural healtlr products-:containing 
Salvia divinorum Its a ive ingredient salvinonn X may be subject to com iance and 
enforcement a 'on by alth Canada under the Food and Drugs Act. 

:Tt- l'") hu~/.R"j ; 1(/70-( ~ sell S;(vft j/~c!s i -?-k;" 
'--.J 

I 
~v ho. / /u eJM<JjC¥f5 . )9<'r;?IZ~( } t4\ctv ~~ IA..;C d-S 



Re: URGENT: Media query - eBe c 
,Jocelyn Kula to: Christine Roush 
C . Nicole Prentice, Chantal Routhier-Garner, Denis Arsenault, 

c. Stephanie Chandler, Suzanne Desjardins 

Building on Suzanne's input. Approved for OCS: 

5.19(1) 

- Salvia CJ 
2010-12-1705:22 PM 

1) Is salvia legal to take in Canada? Is salvia legal to sell in Canada? Has Health Canada Approved 
the sale of the drug? Is it classified as a banned substance? 

A1) Health Canada does not recommend the l:Ise of prodl:lcts containing S. diWneflJFR andlor salvinorin A 
becal:lse very little is known abol:lt these sl:lbstances and their potential effects on the brain andlor body, 
and their impact on physical and mental fl:lnGtions. 

To date, Health Canada has not licensed for sale any drl:lg or Natl:lral Health Prodl:lct which contains 
salvia as an ingredient. 

It is a contravention of the Feed aREi DRJgs Aetand the NallJts" Health Ptr;x;/uets ReglJlstieRs to sell 
Natl:lral Health Prodl:lcts in Canada l:Inless they have been revi8'Ned by Health Canada and al:lthorized for 
sale. NHPs al:lthorized for sale will ha'.'e a Natl:lral Prodl:lct Nl:Imber (NPN), a Homeopathic Medicine 
Nl:Imber (DIN HM) or an Exemption Nl:Imber (EN) on the label. The sale of l:Inathorized natl:lral health 
prodl:lcts containing S. diviReflJFR andlor salvinorin A may be sl:lbject to compliance and enforcement 
action by Health Canada l:Inder the FooElaFKIlJFYgsAet. 

Complaints abol:lt the sale of l:Inal:lthorized prodl:lcts containing S. diviReFl:JFR andlor salvinorin A can be 
referred to the Health Prodl:lcts and Food Branch Inspectorate by calling 1 800 267 9675. 

The plant Salvia divinorum is not regulated under the Controlled Drugs and Substances Act (CDSA) and 
therefore the plant is not considered to be "banned" nor are activities with it considered to be illegal in 
Canada. However, as Salvia divinorum is a plant with hallucinogenic properties wflen IilORiHm~ 
~ it meets the definition of a natural health product (NHP) under the Natural Health Products 
Regulatipnswhen marketed as a hallucinogen. To date, Health Canada has not licensed for sale any 
flltural ~alth .oduct which contains Salvia divinorum as an ingredient. The sale of unauthorized natural 
health product! containing S. divinorum or its active ingredient salvinorin A may be subject to compliance 
and enforcement action by Health Canada under the Food and Drugs Act 

Complaints about the sale of unauthorized products containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

2) Given the negative effects of side effects, why doesn't HC stop the sale of salvia? If it is illegal 
then why is it readily available? Why isn't there a greater push to enforce (a ban) the substance? 

A2) Health Canada is currently assessing whether the regulation of Salvia divinorum and/or salvinorin A 
under the Controlled Drugs and Substances Act is warranted. 

3) Since when has Health Canada been studying salvia? 

A3) Health Canada is taking steps to address the lack of data regarding the use of and/or extent of abuse 
involving Salvia divinorum. Questions regarding the use of Salvia divinorum were have been included in 
the 2008-2009 Youth Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. In 
addition, questions regarding the use of Salvia divinorum in the general population were Rave also been 
included in the 2009 Canadian Alchol and Drug Use Monitoring Survey and the data released in July 2010-
. The data, however, will not likely be available l:Intil 2010. In the interim, Health Canada 'Nill continl:lo to 
:ollect and consider information regarding Salvia dMnorum as it becomes available. (URL: 
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http://www.hc-sc.gc.ca/hc-ps/drugs-droguesJstat/index-eng.php) 

4) What are your reactions to the Saskatchewan radio OJ openly getting high off salvia on his 
radio show today? 

A4) Health Canada does not recommend the use of products containing S. divinorumand/or salvinorin A 
because vefY-little is known about #J.ese- this substances and tI:lei-f.. its potential effects on the brain and/or 
body, and-tReif its impact on physical and mental functions. 

5) How many complaints has Health Canada received about the substance? 

A5) Health Canada has not received any complaints about this substance. [Could also include the line 
from past media responses re the four adverse reactions, as long as you also include the caveat about 
how one can't extrapolate from this because the number is so small .... ] 

6) Has anyone died from taking the substance? 

A6) We are not aware of a death having occurred in Canada as an immediate consequence of the use of 
the drug. 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

From: 
To: 
Cc: 

Date: 
Subject: 

Hi Nicole, 

Suzanne Desjardins/HC-SC/GC/CA 
Nicole Prentice/HC-SC/GC/CA@HWC 
Chantal Routhier-Garner/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, . 
CSTD-DGO, CSTD-OCS-DO, Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-12-1704:53 PM 
Re: URGENT: Media query - CSC ( . Salvia 

Please see my input in blue below. 

Thanks 
Suzanne 

5.19(1) 

Nicole Prentice Hi Jocelyn and Suzanne, Please see the media ... 2010-12-1704:09:27 PM 

From: 
To: 
Cc: 

Date: 
Subject: 

Nicole Prentice/HC-SC/GC/CA 
Suzanne Desjardins/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC 
CSTD-OCS-DO, Stephanie Chandler/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, CSTD-DGO, Christine Roush/HC-SC/GC/CA@HWC, Chantal 
Routhier-Garner/HC-SC/GC/CA@HWC 
2010-12-1704:09 PM 
URGENT: Media query - CSC - Salvia 

-------------------------------------------
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Hi Jocelyn and Suzanne, 

Please see the media request below for CBC due asap. Can we get your input/approval by 4:45 at the 
latest. Responses have been pulled from previously approved material. 

Suzanne -I think only Q3 is for your group. 

Also, can you ensure Christine is cc'd on your response as she will be closing this call. 

Thanks in advance. 

1) Is salvia legal to take in Canada? Is salvia legal to sell in Canada? Has Health Canada Approved 
the sale of the drug? Is it classified as a banned substance? 

A 1) Health Canada does not recommend the use of products containing S. divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain and/or body, 
and their impact on physical and mental functions. 

To date, Health Canada has not licensed for sale any drug or Natural Health Product which contains 
salvia as an ingredient. 

It is a contravention of the Food and Drugs Act and the Natural Health Products Regulations to sell 
Natural Health Products in Canada unless they have been reviewed by Health Canada and authorized for 
sale. NHPs authorized for sale will have a Natural Product Number (NPN), a Homeopathic Medicine 
Number (DIN-HM) or an Exemption Number (EN) on the label. The sale of unathorized natural health 
products containing S. divinorum and/or salvinorin A may be subject to compliance and enforcement 
action by Health Canada under the Food and Drugs Act. 

Complaints about the sale of unauthorized products containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

2) Given the negative effects of side effects, why doesn't HC stop the sale of salvia? If it is illegal 
then why is it readily available? Why isn't there a greater push to enforce (a ban) the substance? 

A2) Health Canada is currently assessing whether the regulation of Salvia divinorum and/or Salvinorin A 
under the Controlled Drugs and Substances Act is warranted. 

3) Since when has Health Canada been studying salvia? 

A3) Health Canada is taking steps to address the lack of data regarding the use of and/or extent of abuse 
involving Salvia divinorum. Questions regarding the use of Salvia divinorum have been included in the 
2008-2009 Youth Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. In 
addition, questions regarding the use of Sa/via divinorum in the general population have also been 
included in the 2009 Canadian Alchol and Drug Use Monitoring Survey and the data released in July 2010-
. The data, however, will not likely be available until 2010. In the interim, Health Canada will continue to 
collect and consider information regarding Salvia divinorllfR as it becomes available. (URL: 
http://www.hc-sc.gc.ca/hc-ps/drugs-drogues/stat/index-eng.php) 

4) What are your reactions to the Saskatchewan radio OJ openly getting high off salvia on his 
radio show today? 

A4) Health Canada does not recommend the use of products containing S. divinorumand/or salvinorin A 
because ~little is known about #lese- this substances and tReif- its potential effects on the brain and/or 
body, and--tAeif its impact on physical and mental functions. 

5) How many complaints has Health Canada received about the substance? 
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A5) For OCS input (Or HPFB?) 

6) Has anyone died from taking the substance? 

A6) For OCS input We are not aware of a death having occurred in Canada as an immediate 
consequence of the use of the drug. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 

5.19(1) 

Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-12-17 04:03 PM -----

From: 
To: 
Date: 
Subject: 

OK to go. thx. 

Christine Roush 

Christine Roush/HC-SC/GC/CA 
Nicole Prentice/HC-SC/GC/CA@HWC 
2010-12-1704:02 PM 
Re: Fw: Media query - CBC 

Senior Communications Advisor! 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch! 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada!Sante Canada 
TelITel: (613) 954-0712!Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail!courriel:christine_roush@hc-sc.gc.ca 

Salvia 

Nicole Prentice For your review ... 1 know we need to send this to ... 

From: 
To: 
Date: 
Subject: 

Nicole Prentice/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
2010-12-17 03:25 PM 
Fw: Media query - CBC I - Salvia 

2010·12-1703:25:14 PM 

---------------------------------------------
1) Is salvia legal to take in Canada? Is salvia legal to sell in Canada? Has Health Canada Approved 
the sale of the drug? Is it classified as a banned substance? 

A 1) Health Canada does not recommend the use of products containing S. divinorum and!or salvinorin A 
because very little is known about these substances and their potential effects on the brain and/or body, 
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and their impact on physical and mental functions. 

To date, Health Canada has not licensed for sale any drug or Natural Health Product which contains 
salvia as an ingredient. 

It is a contravention of the Food and Drugs Act and the Natural Health Products Regulations to sell 
Natural Health Products in Canada unless they have been reviewed by Health Canada and authorized for 
sale. NHPs authorized for sale will have a Natural Product Number (NPN), a Homeopathic Medicine 
Number (DIN-HM) or an Exemption Number (EN) on the label. The sale of unathorized natural health 
products containing S. divinorum andlor salvinorin A may be subject to compliance and enforcement 
action by Health Canada under the Food and Drugs Act 

Complaints about the sale of unauthorized products containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

2) Given the negative effects of side effects, why doesn't HC stop the sale of salvia? If it is illegal 
then why is it readily available? Why isn't there a greater push to enforce (a ban) the substance? 

A2) Health Canada is currently assessing whether the regulation of Salvia divinorum and/or Salvinorin A 
under the Controlled Drugs and Substances Act is warranted. 

3) Since when has Health Canada been studying salvia? 

A3) Health Canada is taking steps to address the lack of data regarding the use of and/or extent of abuse 
involving Salvia divinorum. Questions regarding the use of Salvia divinorum have been included in the 
2008-2009 Youth Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. In 
addition, questions regarding the use of Salvia divinorum in the general population have also been 
included in the 2009 Canadian Alchol and Drug Use Monitoring Survey. The data, however, will not likely 
be available until 2010. In the interim, Health Canada will continue to collect and consider information 
regarding Salvia divinorum as it becomes available. 

4) What are your reactions to the Saskatchewan radio OJ openly getting high off salvia on his 
radio show today? 

A4) Health Canada does not recommend the use of products containing S. divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain and/or body, 
and their impact on physical and mental functions. 

5) How many complaints has Health Canada received about the substance? 

AS) For OCS input (Or HPFB?) Should I refer MR to contact HPFB on this -I couldn't find anything in the 
database. 

6) Has anyone died from taking the substance? 

A6) For OCS input - I couldn't find anything in the database. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
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Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-12-17 03:15 PM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Hi folks, 

Gary Holub/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
Dave Stephens/HC-SC/GC/CA@HWC 
2010-12-1703:10 PM 
Media query - CSC - Salvia 

5.19(1) 

How quickly can we bring these responses together? I'm working for flexibility with CBC, but they initially 
requested 4pm. I'll let you know their revised deadline asap. 

1) Is salvia legal to take in Canada? Is salvia legal to sell in Canada? Has Health Canada Approved the 
sale of the drug? Is it classified as a banned substance? 

f " • 

2) Given the negative effects of side effects, why doesn't HC stop the sale of salvia? If it is illegal then why 
is it readily available? Why isn't there a greater push to enforce (a ban) the substance? 
3) Since when has Health Canada been studying salvia? 
4) What are your reactions to the Saskatchewan radio DJ openly getting high off salvia on his radio show 
today? 
5) How many complaints has Health Canada received about the substance? 
6) Has anyone died from taking the substance? 

Deadline ASAP 

*** 

thanks, 
Gary 

Gary Scott Holub 
Media Relations Officer I Agent des relations avec les medias 
Regulatory Communications and Media Relations Division I Division des communications reglementaires 
et des relations avec les medias 
Health Canada I Sante Canada 
(t) 613.954.4807 
(e) gary.holub@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
----- Forwarded by Gary Holub/HC-SC/GC/CA on 2010-12-1703:06 PM -----

Media Enquiry - Demande mediatique 

Name/Nom: 
TelephonelTelephone: 
Cell TelephonelTelephone cellulaire : 

Email/Courriel : 
Date and Time Received 
Date et Heure de reception: 2010-12-17 12:05:30 PM 

Media/Media: CTV National News 
Language/Langue: English-anglais 
FaxITelecopieur: 

Date Completed 
Date d'achevement : 
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-.I • ~ • 

Subject/Objet: Controlled Substances/Substances contr6h~es 

Question: 

Add to the Question/ajouter a la question I 
2010-12-1712:05:31 PM (Gary Holub) 

eTV National News 

Re: salvia 

2010-12-173:05:04 PM (Gary Holub) 
Here are the questions I have. He refers to Health Canada. 

1) Is salvia legal to take in Canada? 
2) Is salvia legal to sell in Canada? 
3) Is it classified as a banned substance? 

5.19(1) 

4) Given the negative effects of side effects, why doesn't HC stop the sale of salvia? 
5) Since when has Health Canada been studying salvia? 
6) Has Health Canada Approved the sale of the drug? 
7) If it is illegal then why is it readily available? Why isn't there a greater push to enforce the 
substance? 
8) What are your reactions to the Saskatchewan radio OJ openly getting high off salvia on his 
radio show today? 
9) How many complaints has Health Canada received about the substance? 
10) Has anyone died from taking the substance? 

If you could get back to me by 4 Eastern that would be terrific! 

Response/Reponse : 
.-----.. --... :=J 

Add to the Response/ajouter a la reponsel 

...... -........... - .... -...... ----~-.-.---.-.-... --.... --.. _-..... _.-.... ---.. - .. -.-.. --..... -.-.... -..... - .. -'1 
Action Taken/Mesures prises: 

Add to the Action Taken/ajouter au mesures prisesl 
2010-12-1712:07:14 PM (Gary Holub) 
Awaitin Qs 

2010-12-173:06:26 PM (Gary Holub) 
Sent to CSTD 

Interview with spokesperson granted/Entrevue avec porte-parole accorde: 0 Yes-Qui. No-Non 
----" - - ----- - - ----.---"-----_ .. -.-._-----

Branch/Direction generale : HECS - Controlled Substances & Drug AnalysislDGSESC - Direction de la securite des substances 
chimiques et des produits de consommation 

Spokesperson/Porte-parole : TelephonelT elephone : 
Reporter's Deadline Story Run Date 
Heure de tomMe du journaliste : Date de parutlon de I'article : 
Priority/Priorite : Regular Status/Rapport de situation: Follow-up 

Comment/Commentaire : 

Attachments/Pieces jointes : 
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Related Clippings/Coupures connexes : 

Media Relations Officer/Agente de relations avec les medias: Gary Holub 

Edit History I Historique des revisions 

Send To I Transmettre ell : 

Branch Recipient: 

Suzanne Desjardins; Stephanie Szick; Christine von Arx; Ken Moore; Christine Roush; Nicole 
Prentice; Dave Stephens; Jeannine Ritchot; Paul Spendlove; Louise Bertrand; Jesse 
Arnup-Blondin; Charles Mojsej/HC-SC/GC/CA; Jean Tessier/HC-SC/GC/CA; Tim 
Vail/HC-SC/GC/CA; Jenny VanAlstyne/HC-SC/GC/CA; Warren Braun/HC-SC/GC/CA; 

Suzanne Desjardins, Stephanie Szick, Christine von Arx, Ken Moore, Christine Roush, Nicole Prentice, Dave Stephens, Jeannine 
Ritchot, Paul Spendlove, Louise Bertrand, Jesse Arnup-Blondin 
Mail Recipients: 
CN=Charles Mojsej/OU=HC-SC/O=GC/C=CA, CN=Jean Tessier/OU=HC-SC/O=GC/C=CA. CN=Tim 
VaiIlOU=HC-SC/O=GC/C=CA. CN=Jenny VanAlstyneIOU=HC-SC/O=GC/C=CA. CN=Warren 
Braun/OU=HC-SC/O=GC/C=CA 
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DRAFT 14 
December 17,2010 

Media Lines 
Salvia divinorum 

Issue 
~er ts bttgoing media interest regarding the availability of Salvia divinorum in Canada and 
reports from scientific and media sources suggestffig. that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic propertie&. Health Canada has 
concluded that Salvia divinorum and its main active ingredient salvinorin A should be regulated 
under the Controlled Drugs and Substances Act (CDSA), in order to protect the health and safety 
of Canadians, particularly youth. 

Key Messages: 

• Health Canada has concluded its assessment of S. divinorum and salvinorin A and is 
proposing to regulate both substances under the CDSA, in order to protect the health and 
safety of Canadians, particularly youth. 

• The inclusion of S. divinorum and salvinorin A in one of the Schedules to the CDSA will 
reduce the potential health and safety risks associated with tifei}ready availability, 
apparent increased ~S8 a.Ild abuse and the unknown effects of these substances. Further to 
the regulation of these substances under the CDSA, the following activities may be 
prohibited unless authorized by regulation: possession, trafficking, possession for the 
purpose of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or CUltivation). 

• Health Canada will inform stakeholders of its decision by publishing a Notice to 
Interested Parties (NOI) in Canada Gazette, Part I. The NOI will provide stakeholders 
and other interested parties with the opportunity to provide comments on the proposal to 
regulate these substances as controlled substances. 

Supplementary Messages: 

• 

• 

Canadians should not use products containing S. divinorum and/or salvinorin A because 
very little is known about these substances and their potential effects on the brain and/or 
body, and their impact on physical and mental functions. 

Because oftheir}}allucinogenic properties, products containing S. divinorum and/or 
salvinorin N;ri~el the definition of a natural health product (NHP) under the.Nat~ 
Health Products Regulations and the definition of a drug under the f90d and Drugs Act. 

As S. divinorum is a plant with hallucinogenic properties, it meets the definition of a 
natural health product under the Natural Health Products Regulations (NHPR) when 
marketed as SYeh. The unauthorized sale of products containing S. divinorum and/or 

?f t-V,~lII,)Cli~. 
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salvinorin A may be subject to compliance and enforcement action under the Food and 
Drugs Act. 

Questions and Answers: 

Ql - Are Salvia divinorum and/or salvin orin A controlled internationally? How are these 
substances regulated in other countries? 

Al - Neither S. divinorum nor salvinorin A are listed under the United Nations Drug Control 
Conventions and thus, do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are signatories to these Conventions. 

The move to include S. divinorum and salvinorin A in one of the Schedules to the CDSA is 
consistent with actions taken by several countries (Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, South Korea, Spain and Sweden) that have also placed controls on the 
import and/or sale of S. divinorum and/or salvinorin A. It is also consistent with the fact that 
some individual U.S. states have implemented laws restricting their use, sale and/or distribution. 

Q2 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A2 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
• International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and salvinorin A against the 
aforementioned factors and proposes to include both substances in one of the Schedules to the 
CDSA. The regulation of these products will reduce the potential risks to the health and safety 
of Canadians asso£iated wi..thJ:h~reap.y availability, apparent increased use and abuse and-thei:F 
unknown effects~T~eoulfng'6W.aivinorum and salvinorin A will also eliminate the 
perception that these substances are safe since they are not illegal. 

Q3 -If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

A3 - Health Canada intends to include S. divinorum and salvinorin A under one of the Schedules 
to the CDSA. Further to the regulation of these substances under the CDSA, the following 
activities may be prohibited unless authorized by regulation: possession, trafficking, possession 
for the purpose of trafficking, importation, exportation, possession for the purpose of 
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exportation, and production (or cultivation). Law enforcement agencies will then be able to take 
action against suspected illegal activities involving these substances. 

In the interim, as S. divinorum meets the definition of a Natural Health Product (NHP) under the 
Natural Health Product Regulations, it is illegal to manufacture, sell or provide products 
containing S. divinorum and/or salvinorin A without their being authorized by Health Canada 
prior to sale. 

Q4 - How can Health Canada regulate a product containing Salvia .. vrum, but not the 
sale of Salvia divinfJ.rum itself? 

A4 - The Natural He~ducts Regulation ply to finished natural health products that are 
packaged, labelled and ready be mark to consumers. They do not apply to raw materials, 
such as the plant, S. divinorum. S. divinorum and salvinorin A are included in one of the 
Schedules to the CDSA, it will I to possess, import, export, produce and distribute these 
substances in any form unl authorize regulation. Law enforcement agencies will then be 
able to take appropriate

c 
ction in response to 

Q5 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A5 - Once S. divinorum and salvinorin A are included in one ofthe Schedules to the CDSA, law 
enforcement will be able to take appropriate action in response to suspected illegal activities with 
these substances. 

In the interim, S. divinorum products that are not in compliance with the Natural Health 
Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Ifpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health article on Salvia divinorum to help inform 
the general public about the risks associated with the use of this plant. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves ofthis plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 
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The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 

and. 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
• the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 

0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used S. divinorum; and 
• the use of S. divinorum was significantly higher in males than in females (6.2% vs. 2.3%) 

in 2009. 

Prepared by: Stephanie Chandler and Denis Arsenault, OCS, CSTD 

Input by: Lisa Mackay IYHIP ACCB, Suzanne Desjardins HECSB/ODARS, Hanan 
Abramovici HECSB/ODARS, Bruna Brands HECSB/ODARS, Jocelyn Kula, HECSB/OCS, 
Robin Marles HPFBINHPD, Maggie Graham HPFBINHPD, Stephanie Collins HPFBINHPD, 
Mano Murty HPFBIMHPD, Robert Leitch HPFB/MHPD, Shahid Perwaiz HPFB/MHPD, Collin 
Pinto, HPFBIHPFBI 

Approved by: 
Robin Maries, Director, Bureau of Clinical Trials, NHPD (pending) 
Lindsay Blaney, Director, Policy and Regulatory Affairs, NHPD (pending) 
Duc Vu, Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, MHPD (pending) 
Kim Dayman-Rutkas, Director, HPFBI (pending) 
Diane Allan, Director, OCS, CSTD, HECS (approved, Sept 29,2010) 
Suzanne Desjardins, Director, ODARS, CSTD, HECS approved, Sept 30, 2010) 
Cathy Sabiston, DG, CSTD, HECS (pending) 
Chris Turner, DG, MHPD (pending) 
Nancy Richards, DG, NHPD (pending) 
Diana Dowthwaite, DG, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
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[Jpgoing media interest regarding the availability of Salvia divinorum in Canada,a,ndleports 
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and/or salvinorin A may be subject to compliance and enforcement action under the food", 
and Drugs Act" '" 

• Q .. esti()lIs ~lDcJ Answer~: 

,Ql - Are Salvia divinorllm and/or salvinorin A controlled internationally? How are these_
m 

substances regulated in other countries? , , 

Al - Neither S. divinorum nor salvinorin A are listed under the United Nations Drug Control 
Conventionsiul:a tl1H~ do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are signatories to these Conventions. 

The move to include S. divinorum and salvinorin A in one of the Schedules to the CDSA is 
consistent with actions taken by several countries (Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, South Korea, Spain and Sweden) that have also placed controls on the 
import and/or sale of S. divinorum and/or salvinorin A. It is also consistent with the fact that 
some individual U.S. states have implemented laws restricting their use, sale and/or distribution. 

02 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A2 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercia\); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and saiety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and salvinorin A against the 
aforementioned factors and proposes to include both substances in one of the Schedules to the 
CDSA ... , .The. re,guhiti,on ()f thes,~, pr()ducts, \\fill _re~uce _!h~ potef}tial ris~s. to _th~ heaJ,th_and_ ~aKety 
of Canadians il~s()ciated_ \\fith th~..,rea~y availa~iIit\ llPpare~t, increClS~d __ u?e an~ ,llbus_e _llnd 
.un~n,o\Vn t? tfects ,o(t~~s~~llbstlln(;es .... , .T11~ sC,hedu}in!;t 0 f.s .. cl iv in()rIlrn af}~ salvJIlorif} ,i\ \Vi II ,also 
eliminate the current perception that these substances are sate since they are not presently illegal. 

Results t!'om the Canadian Alcohol and Drug Use Afonitoring Survey (C4DUMS) reveal that, in 
"2009-iessthan2~:{o{Canadians-a'-e-i5'andolder're-ortedhavin'useds.-di~ino~l;m-at-ie'ast"""· 

e in their lifetime. Youth, ages 15-24 were much more likely to have usecrii-ihan-adults:-The
m 

:'csults from the Canadian 2008-2009 Youth Smoking Survey show that 5% of 15 year olds have 
(}>.'i\ ; Ised S., divinorllln in the past xear. L 
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A1.- Once S, divinorum and salvinorin A are included in one of the Schedules to the CDSA, law 
enforc'ement' ~'ill be 'ablt~' to take appropriate 'a~tion 'in response' to' s~spected illegal acth~iiies' with \ 
these substances ....... 
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Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing S, divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

If pres,sed on ..,Il.ethf!r Jlealth CtI"adil IIt1!! issued tiny Ici"tiofwar,ning to Ca"tldiansablJut 
Salvia divinorum 

A - Health Canada is developing an It's Your Health@icleonSalviadivinorum to help infonn 
the general public about the risks associated with the use·ofthis"plant, .. mm .... mm.m ......... m .. 

Background 

Salvia divinorum is a species of sage belonging to the mint family, Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-tenn memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia.,divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia.,divinorumis widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "Iegal" alternative to street drugs. .. ... . . 
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Data from the 2008-2009 Youth Smoking Survey indicates that: 

I 
· 2.6% of students (grades 7-10) reported having used Salvia.divinoru.m in tlleJ>astxe~~_ 

7.0% of students (grades 10-12) reported having used SflllliC!divinoru1Yl in th(!pas_t yt!ar; 
and. 
5.0% of students 15 years of age reported using Salvia,divil1oru111 inJhe p~styear: __ __ 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAM H) indicate that: 

4.4% of students (grades 7-12) usedSpllliC!dillin0rtimin th_ep_astyear;__ nn dnn 

5.4% of students (grades 7-12) ever used SpllliC!_divin_orum;and nmd_n d

n

_ n 

the use of S{!lllia_clivinorumwas ~igI1ificantlyhigl1erin Illales thlUl in females (6.20/(1 vs. d 

2.3%) in 2009. 
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Page 1: [1] Deleted STCHANDL 2010-12-09 3:21:00 PM 

(Message is unclear - reduce what risks (to health, security, i.e., enforcement). 

Page 1: [2] Deleted STCHANDL 2010-12-17 11:05:00 AM 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number 
(NPN), a Homeopathic Medicine Number (DIN-HM) or an Exemption Number 
(EN). 

Page 2: [3] Deleted STCHANDL 2010-11-26 2:27:00 PM 

Salvia divinorum as a controlled substance: 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). 

Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions and thus, do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 
Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. Although some individual U.S. states have implemented 
laws restricting its use, sale and/or distribution, Salvia divinorum and salvinorin A are not 
regulated under the federal Controlled Substances Act in the United States. 

Page 3: [4] Deleted STCHANDL 2010-12-089:51:00 AM 

Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum as a controlled substance. What does that 
involve and what stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation 
of a substance under the Controlled Drugs and Substances Act (CDSA) is warranted. 
These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada is currently reviewing the available information to determine 
whether regulation of Salvia divinorum under the CDSA is warranted. 

Q5 - Didn't an internal report from Health Canada's Marketed Health 
Products Directorate recommend that Salvia divinorum be scheduled under the 
CDSA? Why has that recommendation not been acted upon? 
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~5-SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health 
Canada has received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to 
the use of Salvia divinorum as a hallucinogen through the Canada Vigilance database. 
The number of reports and the nature of reactions reported are, however, not adequate to 
fully characterize the risk of similar reactions among the general population 
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5.19(1) 

. Salvia LJ Re: URGENT: Media query - eBC I 

Christine Roush co: Stephanie Szick 2010-12-1705:18 PM 

Hello Cathy, 

Jocelyn Kula, Nicole Prentice, CSTD-DGO, CSTD-OCS-DO, Denis 
Arsenault, Stephanie Chandler, Judith O'Brien, Jesse Arnup-Blondin 

- ~." .,.,--,~<,', -

We are sending CBC tonight the statement below that was sent to Global and CTV earlier in the week. We 
have told CBC we will follow up with them on Monday with answers to the rest of the questions. 

Jocelyn - I just need a response to as, as Suzanne has already provided her input. 

He Statement on Salvia 

Health Canada does not recommend the use of products containing S. divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain and/or body, 
and their impact on physical and mental functions. 

To date, Health Canada has not licensed for sale any drug or Natural Health Product which contains 
salvia as an ingredient. 

It is a contravention of the Food and Drugs Act and the Natural Health Products Regulations to sell 
Natural Health Products in Canada unless they have been reviewed by Health Canada and authorized for 
sale. NHPs authorized for sale will have a Natural Product Number (NPN), a Homeopathic Medicine 
Number (OIN-HM) or an Exemption Number (EN) on the label. The sale of unathorized natural health 
products containing S. divinorum and/or salvinorin A may be subject to compliance and enforcement 
action by Health Canada under the Food and Drugs Act. 

Complaints about the sale of unauthorized products containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

Health Canada is currently assessing whether the regulation of Salvia divinorum and/or Salvinorin A 
under the Controlled Drugs and Substances Actis warranted. 

*** 

Christine Roush 
Senior Communications Advisor/ 

E-mail/courriel:christine_roush@hc-sc.gc.ca 

Stephanie Szick Hi Jocelyn, No need to rejig the responses to a ... 2010-12-1705:06:29 PM 

From: 
To: 
Cc: 

Oate: 
Subject: 

Hi Jocelyn, 

Stephanie SzicklHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Christine Roush/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC, CSTD-DGO, 
CSTD-OCS-DO, Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC 
2010-12-1705:06 PM 
Re: URGENT: Media query - CBC ( . Salvia ----------------------------------------

No need to rejig the responses to a1 and a2 -- these are recently approved and the "good to go" 
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language from Cathy for recent inquiries. This came up earlier this week following the Miley Cyrus 
coverage -- it was determined this block of language in bold below would be the standard -- already 
approved. Give me a call if you want more explanation. S 

Health Canada does not recommend the use of products containing S. divinorum and/or 
salvinorin A because very little is known about these substances and their potential effects on 
the brain and/or body, and their impact on physical and mental functions. 

To date, Health Canada has not licensed for sale any drug or Natural Health Product which 
contains salvia as an ingredient. 

It is a contravention of the Food and Drugs Act and the Natural Health Products Regulations 
to sell Natural Health Products in Canada unless they have been reviewed by Health Canada 
and authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (OIN-HM) or an Exemption Number (EN) on the label. The 
sale of unathorized natural health products containing S. divinorum and/or salvin orin A may 
be subject to compliance and enforcement action by Health Canada under the Food and 
Drugs Act 

Complaints about the sale of unauthorized products containing S. divinorum and/or salvinorin 
A can be referred to the Health Products and Food Branch Inspectorate by calling 
1-800-267-9675. 

Health Canada is currently assessing whether the regulation of Salvia divinorum and/or 
Salvinorin A under the Controlled Drugs and Substances Act is warranted. 

5.19(1) 

Jocelyn Kula No one else is here so I am working on it right n ... 2010-12-1705:01 :23 PM 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC 
Cc: 

Date: 

Suzanne Desjardins/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC, Chantal 
Routhier-Garner/HC-SC/GC/CA@HWC, CSTD-DGO, CSTD-OCS-DO, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-12-1705:01 PM 

Subject: Re: URGENT: Media query - CSC ( - Salvia 
---------------------------------------------

No one else is here so I am working on it right now. Q1 and Q2 need work. 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Thx Suzanne Jocelyn - are you able to provide ... 2010-12-1705:00:08 PM 

From: Christine Roush/HC-SC/GC/CA 
To: Suzanne Desjardins/HC-SC/GC/CA@HWC 
Cc: Nicole Prentice/HC-SC/GC/CA@HWC, Chantal Routhier-Garner/HC-SC/GC/CA@HWC, 
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Fw: CTV National News - Many think salvia should be banned - Dec 17 2010, 
11:25PM 
Denis Arsenault to: Stephanie Chandler 

FYI - For the file. 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur : (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 

""%"W"M~"~" 

----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-12-20 09:11 AM -----

From: 
To: 
Date: 

HC_Media_SC/HC-SC/GC/CA 

2010-12-20 08:57 AM 

2010-12-2009:12 AM 

Subject: 
Sent by: 

CTV National News - Many think salvia should be banned - Dec 17 2010, 11 :25PM 
Nicolas Frate 

Distribution group/Groupe de distribution: Controlled Substances - Substances controlees -
HECSB/DGSESC, Natural Health Products - Produits de sante naturels - HPFB/DGPSA, 

CTV National News 
Fri Dec 172010 
11 :25 PM ET 
Many think salvia should be banned 

DAN MATHESON: Before Miley Cyrus ended up on the internet smoking a bong, many people had never 
heard of salvia. But the pop star celebrated her 18th birthday by smoking the stuff, which is technically 
legal, but it can cause powerful hallucinations, and there are many who think it should be banned. CTV's 
Omar Sachedina on what the buzz is all about. 

OMAR SACHEDINA (Reporter): The performance isn't among her finest, former Disney star Miley Cyrus 
caught on tape using a bong to smoke salvia, a halluCinogenic drug derived from a plant native to 
southern Mexico. 

UNIDENTIFIED WOMAN: He has inhaled it, he's holding it in. 

SACHEDINA: Saskatoon disc jockey Ryder experienced a salvia high live on his radio show. 

OJ RYDER (Radio Disc Jockey): This is really hard core. 

SACHEDINA: An instant high he describes as downright frightening. 

RYDER: So hot right now. God. 

SACHEDINA: Which is exactly the side of the drug Rider said his listeners needed to know about, and 
why he decided to smoke the substance on air. 
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RYDER: Miley glorifying it, especially to that young audience, really scared us, and it was an immediate 
problem that we felt needed an immediate answer, and we knew this would be a big one. 

SACHEDINA: What surprises many people is how easy it is to get salvia. Just walk into a store and pay, a 
gram costing about $20 to $80 depending on the potency. Salvia is not approved for sale by Health 
Canada, but it isn't classified as a banned substance under the criminal code either, which leaves the drug 
in legal limbo. 

CASSIE WALDI: I'm lucky to be alive. 

SACHEDINA: Cassie Waldi's experience with the drug almost killed her. Jumping from the window of this 
building after smoking salvia, Waldi knocked out several teeth. Doctors even forced to stitch up her 
fractured jaw. 

WALDI: I woke up outside on pavement three storey's down screaming. SACHEDINA: A horrific trip, but 
the exception, say those who sell salvia. 

REBECCA AMBROSE (Vancouver Seed Bank): She is an adult legally. So, I mean, she is allowed to 
make her own choices. 

SACHEDINA: Like Miley Cyrus did when she became legal, celebrating with salvia on her 18th birthday, 
tripling sales of the drug and also lighting up the controversy surrounding it. Omar Sachedina, CTV News, 
Toronto. 

MATHESON: And that's our program for this Friday, December the 17th. I'm Dan Matheson. For Lloyd 
Robertson and everyone that works here at CTV News, have a great night. For many of you, your local 
CTV news is next. 

-End-

You are receiving this e-mail because you are subscribed to the distribution group identified at the top of 
this e-mail message. If you wish to unsubscribe from this group, please reply to this message or send a 
request to HC_Media_SC@hc-sc.gc.ca 
Thank you. 
Media Monitoring Team 
Health Canada 

Vous recevez ce courriel parce que vous faites partie du groupe de distribution qui apparait en haut du 
present courrie!. Si vous desirez que votre nom soit retire de ce groupe, veuillez repondre a ce courriel et 
demander que votre nom soit retire ou envoyer une demande a HC_Media_SC@hc-sc.gc.ca 
Merci. 
L'Equipe de surveillance des medias 
Sante Canada 
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DRAFT 14 
December 20,2010 

Issue 

Media Lines 
Salvia divinorum 

Ongoing media interest regarding the availability of Salvia divinorum in Canada and reports 
from scientific and media sources suggest that Salvia divinorum is being used by adolescents and 
young adults specifically for its hallucinogenic properties. Health Canada has concluded that 
Salvia divinorum and its main active ingredient salvinorin A should be regulated under the 
Controlled Drugs and Substances Act (CDSA) in order to protect the health and safety of 
Canadians, particularly youth. 

Key Messages: 

• Health Canada has concluded its assessment of Salvia divinorum and its main active 
ingredient salvinorin A and is proposing to regulate both substances under the CDSA in 
order to protect the health and safety of Canadians, particularly youth. 

• The inclusion of Salvia divinorum and salvinorin A in one of the Schedules to the CDSA 
will reduce the potential health and safety risks associated with the ready availability, 
apparent increased use and unknown effects of these substances. Further to the 
regulation of these substances under the CDSA, the following activities may be 
prohibited unless authorized by regulation: possession, trafficking, possession for the 
purpose of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). 

• Health Canada will inform stakeholders of its proposal by publishing a Notice to 
Interested Parties (NOl) in Canada Gazette, Part 1. The NOl will provide stakeholders 
and other interested parties with the opportunity to provide comments on the proposal to 
regulate Salvia divinorum and salvinorin A as controlled substances. 

Supplementary Messages: 

• Canadians should not use products containing Salvia divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain 
and/or body, and their impact on physical and mental functions. 

• Because oftheir hallucinogenic properties, products containing Salvia divinorum and/or 
salvinorin A may meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations and the definition of a drug under the Food and Drugs Act. 

• As Salvia divinorum is a plant with hallucinogenic properties, it meets the definition of a 
natural health product under the Natural Health Products Regulations (NHPR) when 
marketed as a hallucinogen. The unauthorized sale of such products containing Salvia 
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divinorum and/or salvinorin A may be subject to compliance and enforcement action 
under the Food and Drugs Act. 

Questions and Answers: 

Ql - Are Salvia divinorum and/or salvinorin A controlled internationally? How are these 
substances regulated in other countries? 

Al - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

The move to include Salvia divinorum and salvinorin A in one of the Schedules to the CDSA is 
consistent with actions taken by several countries (Australia, Belgium, Denmark, Finland, 
Gennany, Italy, Japan, South Korea, Spain and Sweden) that have also placed controls on the 
import and/or sale of Salvia divinorum and/or salvinorin A. It is also consistent with the fact that 
some individual U.S. states have implemented laws restricting their use, sale and/or distribution. 

Q2 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A2 - Health Canada considers several factors in detennining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
• International requirements and trends in international control; 
• Chemical and phannacological similarity to other substances already regulated under the 

CDSA; 
• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A against 
the aforementioned factors and proposes to include both substances in one of the Schedules to 
the CDSA. The regulation of these products will reduce the potential risks to the health and 
safety of Canadians associated with the ready availability, apparent increased use and abuse and 
unknown effects of these substances. The scheduling of Salvia divinorum and salvinorin A will 
also eliminate the current perception that these substances are safe since they are not presently 
illegal. 

Results from the Canadian A~cohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 
2009, 1.6% of Canadians agei15 and older reported having used Salvia divinorum at least once in 
their lifetime. Youth, ages 15-24, were much more likely to have used it than adults. The results 
from the Canadian 2008-2009 Youth Smoking Survey show that 5% of 15 year olds have used 
Salvia divinorum in the past year. 
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Q3 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

A3 - Health Canada proposes to include Salvia divinorum and salvinorin A under one of the 
Schedules to the CDSA. Further to the regulation of these substances under the CDSA, the 
following activities may be prohibited unless authorized by regulation: possession, trafficking, 
possession for the purpose of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). Law enforcement agencies will then be able to take 
action against suspected illegal activities involving these substances. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it meets the 
definition of a natural health product under the Natural Health Products Regulations (NHPR) 
when marketed as a hallucinogen. The unauthorized sale of such products containing Salvia 
divinorum and/or salvinorin A may be subject to compliance and enforcement action under the 
Food and Drugs Act. 

Q4 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A4 - Once Salvia divinorum and salvinorin A are included in one of the Schedules to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal activities 
with these substances. 

In the interim, S. divinorum products that are not in compliance with the Natural Health 
Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing Salvia divinorum and/or salvinorin A can 
be referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Ifpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health article on Salvia divinorum to help inform 
the general public about the risks associated with the use of this plant. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 
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The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 

and. 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
• the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 

0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• the use of Salvia divinorum was significantly higher in males than in females (6.2% vs. 

2.3%) in 2009. 

Prepared by: Stephanie Chandler and Denis Arsenault, OCS, CSTD 

Input by: Lisa Mackay IYHIP ACCB, Suzanne Desjardins HECSB/ODARS, Hanan 
Abramovici HECSB/ODARS, Bruna Brands HECSB/ODARS, Jocelyn Kula, HECSB/OCS, 
Robin MarIes HPFBINHPD, Maggie Graham HPFBINHPD, Stephanie Collins HPFBINHPD, 
Mano Murty HPFB/MHPD, Robert Leitch HPFB/MHPD, Shahid Perwaiz HPFB/MHPD, Collin 
Pinto, HPFBIHPFBI 

Approved by: 
Robin MarIes, Director, Bureau of Clinical Trials, NHPD (pending) 
Lindsay Blaney, Director, Policy and Regulatory Affairs, NHPD (pending) 
Duc Vu, Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, MHPD (pending) 
Kim Dayman-Rutkas, Director, HPFBI (pending) 
Diane Allan, Director, OCS, CSTD, HECS (approved, Sept 29,2010) 
Suzanne Desjardins, Director, ODARS, CSTD, HECS approved, Sept 30, 2010) 
Cathy Sabiston, DG, CSTD, HECS (pending) 
Chris Turner, DG, MHPD (pending) 
Nancy Richards, DG, NHPD (pending) 
Diana Dowthwaite, DG, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Jean Tessier, Senior Media Relations, PACCB (pending) 
Warren Braun, Director, Strategic Communications, P ACCB (pending) 
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Peter Yendall, Director, Public Affairs, P ACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 
Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, P ACCB (pending) 
DMO (pending) 
MO (pending) 
PCO (pending) 
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Salvia lAS 
Jocelyn Kula to: Stephanie Chandler 
Cc: "Denis Arsenault", "Carmen Berube" 

This message has been replied to. 

2010-12-2009:52 PM 

Possible briefing in MO tomorrow afternoon (and if not tomorrow, early in the new year) so need copy of 
completed lAS. If not completely ready for approval, pis send anyways and note what is needed to 
complete. 

Carmen- pis print 2 copies of doc when received. 

JK 
Sent by blackberry 

Jocelyn Kula 
AI Directorl Directrice par interim 
Office of Controlled Substancesl Bureau des substances controllees 
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DRAFT 14., 
))ecenl,ber20, 2910 , 

Issue 

Media Lines 
Salvia divinorum 

,Qpgoing Illedia interest regarding the availabilit}', of $alvia divin01:um in Canacla,.f!n~l~ports" 
from scientific and media sources suggest,th!it Salvia.divinorumjs ~eing,llsed b)'a<i()le~clellts and _ 
young adults specifically for its hallucinogenic properties. )-fe,alth C':lnada h<ls,c,?!,!c}ud(!d th<lt 
Salvia divinorum and its main active ingredient salvinorin A should be regulated under the 
Controlled Drugs and Substances Act (CDSA) in order to protect the health and safety of 
Canadians, particularly youth. 

Key Messages: 

Jjealth, <::a!,!ada has,c()n,cluu,ed its asses.8lJl,ellt,o[S(llllia. divin()rufYl,and its mai!,! acti"e" u 

ingredient salvinorin A and is proposing to regulate both substances under the CDSA in 
order to protect the health and safety of Canadians, particularly youth. 

Health Canada willJll~~~,~!9:~,eh?},~~~~,!?!~Jt~, 8~!?R()~~L~X.Rll,~HsNllg~,!~()!!t::~to , 
Interested Parties (NO!) in Canada Gazette, Part I. The NOI will provide stakeholders 
and other interested parties with the opportunity to provide comments on the proposal to 
regulate Salvia divinorum and salvinorin A as controlled substances. 

Supplementary Messages: 

Canadians should not use products containingJ,allli(l,diyil1orztm an<i/()rs!ilvin!?rin A __ , 
because very little is known about these substance~ andJhei,rp,otential effects()l1the,~rain 
and/or body, and~heir impact on physical at1~mentalfunctions. 

\s Salvia divil10rllm is a plant with hallucinogenic properties, it meets the detinition of a 
"atliral health product under the Natural Health Products Regulations (NHPR) when 
iimrketed as a hallucinogen. ,The .unauthorized sale of such products containingJalvia , 
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divinorum and/or salvinorin A may be subject to compliance and enforcement action 
under the f'oodal1d.[)~ugs4_ct,,-_ _____ _ 

1'" ~ . __ " __ _ 

Questions and Answers: .I __ ~ . _ ~ _" _ _ _____ . _ _ _ _ _ _ ______ . ~ __ _ 

() I - Are Salvia divinorum and/or salvinorin A controlled internationally? How are these 
substances regulated in other coontries? __ 

Al - Neither Salvia divinorllm nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions, 

The move to include Salvia divinorum and salvinorin A in one of the Schedules to the CDSA is .. 
consistent with actions taken by several countries (Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, South Korea, Spain and Sweden) that have also placed controls on the 
import and/or sale of Salvia divinorum and/or salvinorin A. It iSoll:I6Il QQRiliiitsRt 'VilA tAos I'M t hM 
orne individual U.S. states have jm lemented laws restrictin their use sale and/or distribution. 

02 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A2 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercia\); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. ~I 

Health Canada recent! concluded its assessment of Salvia divinorum and salvo 

reveal that in 
Salvia divinorum at least 

:;nce in their lifetime. Youth, ages 15-24, were much more likely to have used it than adults. The 
I'esults from the Canadian 2008-2009 Youth Smoking SlInJey show that 5% of 15 year oids have 
~lsed ,)'alvia divinol"um in the past year. 
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.. 
QJ.- If Health c:anada is~ware of adverse effects asso(!iatell with the use of $alvia ... 
divinorum, why isn't it illegal? 

Al-:- Health Canada propo:ses.to .include .5"?{iiiu Liivin()ru~and.salv.in()rill ;\ under. ()Ile of the_ 
Schedules to the CDSA. Further to the regulation of these substances under the CDSA, the 
following activities may be prohibited unless authorized by regulation: possession, trafficking, 
possession tor the purpose of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). Law enforcement agencies will then be able to take 
action against suspected illegal activities involving these substances. 

In the interim, its.';alviadiv!l1()rum. isa plant w:ithhalluc:;il1ogenicQr()perti(;")s! it meets. the... . .. 
zjefinition of a natural health product under the Natural Health Products Regulations (NHPR) 
when marketed as a hallucinogen. The unauthorized sale of such products containing Salvia 
divinorum and/or salvinorin A may be subject to compliance and enforcement action under the 
Food and Drugs Act ... 
, 
Q;!'- What will Health Canada. do if it fillds J1roducts containing. $alvia divinoru", on the . 
market? 

A4.:- ()nc(!Salvia. ciivinoruJ11.~tl~.salvinorin .;\.~~eJnc:;!udedin.()I1e. ()(!he. Sche~ule~.t.o.the. CDSA, ... :. 
law enforcement will be able to take appropriate action in response to suspected illegal activities . 
with these substances. 

In the interim, S .. divinorum pro~ucts. that art! not in compliance with the NaturaIH£>(Jlth 
Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing,galvia divinorllm andlorsalvinorin A can. 
be referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

If pressed an whether I!ealth(;tln.at!a has issued any kind a/warning t(} Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Healthtu:t.i(:!t).C?~§alviCl.4lv!~~~lllnt()l1elI'~I1f<?J!l:I ... 
the general public about the risks associated with the use of this ~ .. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 
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It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number 
(NPN), a Homeopathic Medicine Number (DIN-HM) or an Exemption Number 
(EN). 

Page 3: [2] Deleted STCHANDL 2010-12-089:51:00 AM 

Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum as a controlled substance. What does that 
involve and what stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation 
of a substance under the Controlled Drugs and Substances Act (CDSA) is warranted. 
These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada is currently reviewing the available information to determine 
whether regulation of Salvia divinorum under the CDSA is warranted. 

Q5 - Didn't an internal report from Health Canada's Marketed Health 
Products Directorate recommend that Salvia divinorum be scheduled under the 
CDSA? Why has that recommendation not been acted upon? 

~5-SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health 
Canada has received with respect to the use of Salvia divinorum? 

A6 - Health Canada has received four domestic adverse reaction reports related to 
the use of Salvia divinorum as a hallucinogen through the Canada Vigilance database. 
The number of reports and the nature of reactions reported are, however, not adequate to 
fully characterize the risk of similar reactions among the general population 
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what stage approval should take place. The CSS-WG would also like to see a copy after NOI comments 
have been incorporated. 
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Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
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Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
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Tel: (613) 946-0124, Fax: (613) 946-4224 
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Jocelyn Kula/HC-SC/GC/CA 
"Stephanie Chandler" <stephanie.chandler@hc-sc.gc.ca> 
"Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Carmen Berube" 
<carmen .berube@hc-sc.gc.ca> 
2010-12-2009:52 PM 
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2010-12-20 09:52:25 PM 
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completed lAS. If not completely ready for approval, pis send anyways and note what is needed to 
complete. 

Carmen- pis print 2 copies of doc when received. 

JK 
Sent by blackberry 

Jocelyn Kula 
AI Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controllees 
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Issue Analysis Summary DRAFT 

Scheduling Salvia Divinorum under the CDSA 

Regulatory Policy Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate December 6, 2010 
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1. APPROVALS 

This Issue Analysis Summary is approved. 

Jocelyn Kula, AJDirector 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 

[DD/MM/2010] 

2. ISSUE 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of Salvia 
divinorum (s. divinorum) under the Controlled Drugs and Substances Act (CDSA). These 
requests are further to reports from scientific and media sources suggesting that S. divinorum is 
being used by youth specifically for its hallucinogenic properties. Health Canada has also noted 
an ongoing media interest regarding the availability of S. divinorum in Canada. 
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3. PURPOSE 

To assess S. divinorum against the criteria for the addition of a substance to one of the Schedules 
to the CDSA, and detennine whether this substance should be regulated as a controlled substance 
in Canada. 

4. CONTEXT 

S. divinorum is a species of sage which belongs to the mint family, and which is found in the 
fonn of dried leaves, extracts and plant cuttings. Also called "diviner's sage", the plant is known 
to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the psychoactive 
ingredient in S. divinorum is a neoclerodane diterpene which is found primarily in the leaves, and 
to a lesser extent in the stem of the plant. l 

S. divinorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults? While very little is known about how and where S. divinorum is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. S. divinorum cuttings are also available from a number 
of garden supply companies. 

S. divinorum is a substance not currently scheduled under the CDSA. It can be imported and sold 
legally in Canada to anyone of any age, anywhere in Canada provided it is not sold as a health 
product or marketed as a hallucinogen. In addition, the S. divinorum sold in Canada is currently 
not subject to any specific quality or safety standards. 

The use of S. divinorum as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required). 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (IAS) in November 2005, which 
recommended that S. divinorum and its active ingredient salvinorin A be regulated as controlled 
substances. This recommendation was maintained when the IAS was updated in November 

I u.s. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
http://www.deadiversion.usdoj.gov/drugs concern/salvia dlsalvia d.htm Nov 2008 
2 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(lO):1634-9. 
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2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation of a Health Risk Assessment (HRA), which 
concluded that S. divinorum or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification of the Recall Policy of the Health 
Products and Food Branch Inspectorate (HBFBI). Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to a discussion with the Assistant Deputy Minister (ADM) of the Healthy Environments 
and Consumer Safety Branch (HECSB) in April 2007, the (then) Drug Strategy and Controlled 
Substances Directorate (DSCSD) (now the Controlled Substances and Tobacco Directorate, 
CSTD) organized a meeting with MHPD, NHPD and HPFBI to discuss S. divinorum. HPFBI 
was to determine appropriate compliance activities regarding S. divinorum and consult with the 
Canada Border Services Agency (CBSA) regarding the movement of products containing S. 
divinorum into and out of Canada. 

On September 13,2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. divinorum in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals ofDSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Y our Health" article on S. divinorum would be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food and Drug Regulations (under the Food and Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that their 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NO C) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F &DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 
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(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorum or its extracts have been reviewed and approved by 
Health Canada as of October 2010, it is illegal to market S. divinorum when it is represented as a 
drug. 

4.1.2 Natural Health Products Regulations (under the Food and Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada. A product licence may be obtained 
pursuant to an application in which the applicant attests to all of the conditions set out in a 
natural health product monograph prepared and published by the Natural Health Products 
Directorate. Alternatively, an applicant may submit a product license application that provides 
evidence of quality, safety and efficacy that is assessed as being sufficient and approved by 
NHPD by the full submission route. The NHPR also require that all manufacturers, packagers, 
labelers, and importers have a site license issued on the basis of sufficient evidence of procedures 
respecting distribution records, product recalls, product handling, storage and delivery, and all 
other aspects of Good Manufacturing Practices as set out in the NHPR. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
m: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must be substances set out in Schedule 1 (a list of included substances) to the NHPR, a 
traditional medicine or a homeopathic medicine, and none of the ingredients can be substances 
set out in Schedule 2, a list of excluded substances which includes any substance listed on 
Schedules I to V of the CDSA. Section 2(2) of the NHPR excludes those substances (except 
homeopathic medicines) whose sale is required to be pursuant to a prescription as per Section 
C.01.043 ofthe F&DR. 

As per section 93(1 ) (b)(vi) ofthe NHPR, every natural health product must be labeled with its 
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authorized recommended use or purpose. In the case of S. divinorum, it is generally marketed for 
its hallucinogenic properties which are considered a modification of an organic function. 
Therefore products that contain S. divinorum and are manufactured, sold or represented for use as 
a hallucinogen meet the definition of an NHP. 

As of October 20 I 0, no products containing S. divinorum have been authorized by Health 
Canada. Therefore no NPNs or DIN-HMs have been issued for such products. Therefore sales 
of S. divinorum are illegal under the NHPR if the product is represented for use as a hallucinogen 
or if other health claims are made. 

4.1.3 Controlled Drugs and Substances Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDSA. 

The substances regulated under the CDSA are grouped into eight Schedules, and each Schedule 
is associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule of the CDSA it should be placed, Health Canada considers the following factors: 

• International requirements and trends in control and/or scheduling; 
• Chemical andlor pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, or industrial uses; 
• Potential for abuse and/or addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of S. Divinorum for Scheduling Purposes 

4.2.1 International Requirements and Trends in Control and/or Scheduling 

At the present time, neither S. divinorum nor salvinorin A are listed under the United Nations 
Drug Control Conventions and therefore do not have to be regulated as controlled substances in 
any ofthe countries (including Canada) that are signatories to these Conventions. 

Australia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S. divinorum and salvinorin A. Both S. divinorum and salvinorin A are listed in Schedule 9 of 
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Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the basis of "high 
potential for abuse and risk to public health and safety.,,3 Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth andlor State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22, 2006 which added S. divinorum to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus. 5 

Denmark 

In 2003, Denmark added S. divinorum and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several others substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

Germany 

S. divinorum (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25,2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divinorum and its active constituent salvinorin A. On January 11, 2005, the Ministry of Health 
made possession of S. divinorum and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupefacenti 0 Psicotrope. 

Japan 

On November 9,2006, the Japanese government added a group ofthirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 

3 http://www.tga.gov.aulndpsc/record/rr200111.pdf 
4 http://www.cognitiveliberty.org/news/salvia_australia.htm 
5 

http:// eldd. emcdda.europa. eulhtrnl.cfmlindex517 6EN .htrnl ?pluginMethod=eldd. shownewsdetails&id=201 12/2006BE 
LGIUM:%20New%20substances%20controlled%20include%20mCPP%2Oand%20khat 
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imprisonment or a fine of up to five million yen. 

Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divinorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession andlor use are not considered to be criminal 
offences. 

Other Countries 

It is illegal to possess or sell S. divinorum in Croatia, Latvia, Lithuania, Poland, Romania, South 
Korea and Sweden. In Russia it is illegal to grow or sell S. divinorum, but it is legal to possess it. 
In Estonia, Finland, Iceland and Norway, S. divinorum is treated as a medicinal herb and it is 

illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divinorum and salvinorin A are not included in the Schedules to the United States Controlled 
Substances Act. Although both S. divinorum and salvinorin A have been added to a list of 
chemicals "of concern", this has no legal implications. According to the National Institute for 
Drug Abuse, the Drug Enforcement Administration is considering classifying S. divinorum 
and/or salvinorin A as Schedule I drugs. This Schedule includes substances such as LSD and 
marihuana. 

At the state level, some state legislatures have implemented laws restricting the use, sale and/or 
distribution of S. divinorum andlor salvinorin A. As of July 2010, a number of states have placed 
regulatory controls on S. divinorum andlor salvinorin A including Delaware, Georgia, Florida, 
Hawaii, Illinois, Kansas, Kentucky, Maryland, Mississippi, Missouri, Nebraska, North Dakota, 
Ohio, Oklahoma, South Dakota, Wisconsin, Virginia, California, Louisiana, Maine, North 
Carolina, and Tennessee. By way of example, additional details regarding the regulation of S. 
divinorum in these last five states are provided below. 

California 

As of January 1, 2009, the sale or distribution of S. divinorum or salvinorin A, or any 
substance or material containing S. divinorum or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
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consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
divinorum. 

Maine 

In Maine, S. divinorum and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divinorum or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1, 2009, the North Carolina State Legislature brought a new law into force 
which made S. divinorum and salvinorin A illegal. The only legal S. divinorum activities 
are the growing for aesthetic, landscaping, or decorative purposes or university-affiliated 
medical or pharmacological research. 

Tennessee 

On July 1, 2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divinorum as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divinorum for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and if) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances Listed in the Schedules to the 
CDSA 

The psychoactive ingredient in S. divinorum is the neoclerodane diterpene salvinorin A.6 As a 
diterpene, salvinorin A is part of a family of substances that contain terpenoids. Another plant 
which contains psychotropic terpenoids is Artemisia absinthium (wormwood).7 Salvinorin A is a 
hallucinogen with a distinct structure and it does not interact with the serotonin type-2A receptor 
or any other molecular target of classical hallucinogens.8 Instead, the available research suggests 
that the psychotropic effects of salvinorin A are mediated by its agonistic actions at the K-opioid 

6 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78( 5):527 -31. 
7 Wolowich WR, Perkins AM, Cienki n. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divino rum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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(KOR) receptor.9 Its mechanism of action is therefore unique. 10 

The psychoactive effects of S. divinorum vary in onset and duration and include perceptual 
distortions such as the sensation of becoming an object, having visions of various two
dimensional surfaces, films and membranes, revisiting places of the past (particularly childhood), 
perceived loss of the body and/or identity, various sensations of motion (being pulled or twisted 
by a force of some kind), uncontrollable hysterical laughter, and overlapping realities 
(perceptions of being in more than one place). 11 Laughter, happiness, a sense of well-being and 
dissociative effects were deemed the most positive aspects of S. divinorum by users, second only 
to the "trip" that the drug elicits. 12 Depersonalization, speaking gibberish, widening of 
consciousness and subjective illusions of rapid movement, flying or hovering have also been 
reported. l3 

The psychotomimetic effects of S. divinorum closely resemble the schizoid symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only a weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. 15 Its strong dissociative effects are often compared to those of 
ketamine. 16 Users have reported that the psychedelic effects of S. divinorum were most similar to 
those caused by psilocybin mushrooms. 17 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience are quite unique. 18 

9 Roth BL, Baner K, Westkaemper R, Siebert D, Rice KC, Steinberg S, Ernsberger P, Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3;99(18): 11934-9. 

10 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
II Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
12 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
13 Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 J an;38( 1): 1-5 and Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43(1):53-6. 
14 Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
15 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43 ( 1 ):53-6. 
16 W olowich WR, Perkins AM, Cienki n. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
17 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
18 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1):53-6 and Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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S. divinorum causes an unusually high degree of sedation, weakness and fatigue, and the 
increased de-realization is not commonly reported for classical psychedelics. 19 The combination 
of these effects seems to correlate with that of other KOR agonists such as pentazocine.2o 

The onset and intensity of the effects of S. divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length of time the material spends in the mouth, with the onset of 
effect generally taking 5-10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside.21 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) provide the quickest and most intense effect.22 Salvinorin A 
can be isolated from the plant to make a powder which can be vaporized and inhaled. The effects 
felt from vaporizing salvinorin A are experienced in about 30 seconds, last for about 5-10 
minutes, and then subside over the next 30 minutes.23 

Smoking the dried leaves or a concentrated extract using a pipe or bong is by far the most 
popular method of administration.24 Dried leaves may also be fortified with a concentrated 
extract of salvinorin A. A concentrated extract can also be used sub lingually. Neither S. 
divinorum nor salvinorin A can be injected because the powder is insoluble in water.25 

4.2.3 Legitimate Use of the Substance (Therapeutic, Scientific, Industrial) 

S. divinorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico.26 For medicinal purposes (gastrointestinal problems, headaches, 

19 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
20 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1;55(1-2):117-25. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1):53-6. 
22 Wolowich WR, Perkins AM, Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
24 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD), in San Juan, Puerto Rico, 2004. 
25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
26 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
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rheumatism, anemia and swelling ofthe stomach) an infusion of the leaves or the leaves 
themselves are ingested. 27 However, its main use in Mexico today is believed to be for its 
psychedelic properties in the aid of producing "mystical" or hallucinogenic experiences as part of 
spiritual rituals.z8 

Although selective KOR agonists have been shown to produce analgesic effects, adverse effects such 
as psychotomimesis, dysphoria and diuresis have been observed in studies investigating their 

. therapeutic use.29 In addition, while it has been speculated that KOR agonists may be useful in 
the treatment of certain psychiatric disorders including Alzheimer's disease, schizophrenia, 
dementia and bipolar disorder, there has been no clinical research to support these hypotheses. 30 

There are presently no recognized medical uses for S. divinorum in Canada. 

Similarly, there are no known industrial or commercial uses for S. divinorum in Canada. Most 
web sites offering S. divinorum cuttings and seeds for sale appear to do so in the context of 
growing the plant for "recreational" purposes, rather than out of horticultural interest or for its 
esthetic appeal. However, it should be acknowledged that this does not preclude the possibility 
of a person growing this plant for purely decorative purposes. S. divinorum is also marketed as 
incense. However, there is no evidence that S. divinorum has any fragrant properties that would 
legitimize such a use. Therefore it is believed that the marketing of this plant as an incense is a 
means to avoid compliance and enforcement actions by Health Canada. 

4.2.4 Potential for Abuse and/or Addiction Liability 

Salvinorin A is a potent, KOR-selective agonist and in contrast to the euphoria produced by 
MOR agonists such as morphine, KOR agonists are negatively reinforcing and aversive.3

! In 
addition, KOR agonists have analgesic properties, but are not associated with respiratory 
depression like MOR agonists.32 Finally, while MOR agonists increase the release of dopamine, 
the activation ofKOR decreases dopamine release in the nucleus accumbens.33 In the case of 

27 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv. unimelb.edu.aularchive/00002327 10 lIMunr02006thesis.pdf February 2007. 
28 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78( 5):527 -31. 
29 Barker RL, Fawcett J, Barkin SJ. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et aI., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
30 Sheffler DJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3):107-109. 
31 Killinger BA, Peet MM, Baker LE. Salvinorin A fails to substitute for the discriminative stimulus effects of LSD 
or ketamine in Sprague-Dawley rats. Pharmacology, Biochemistry & Behaviour. 2010 May 96; 260-265. 
32 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics lIth Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. 
33 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hill, New York, USA, 2006, pp. 547-
590. . 
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MOR agonists, the increase of dopamine acts as a positive reinforcer. This action motivates the 
user to use the drug again, which could lead to drug abuse andlor addiction. For KOR agonists, 
this is not the case. 

The aversive effects ofKOR agonists suggest that the risk of addiction to S. divinorum is 
negligible. Users have reported the negative effects of S. divinorum as: the short duration of 
action, lack of control over the experience, persisting negative effects (most often anxiety)/4 
sweating, chills, increased diuresis, impaired vigilance,35 and negative after-effects including 
tiredness, feeling head heavy, dizziness, physical exhaustion, and some degree of malaise or 
'hangover' as they 'comedown' from the drug.36 Despite these reports, very few controlled 
scientific studies of the physical and psychotropic effects of S. divinorum on humans have been 
carried out and the results have been conflicting. For example, one author states: "Many who 
have used salvinorin A find the experience extremely unnerving, frightening and overly intense 
and most have no desire to repeat the experience.,,37 However, another study suggested that this 
is not the experience of all recreational users of S. divinorum. 38 Over eighty percent of users 
surveyed on a web-based questionnaire about their S. divinorum use said that they would 
probably or definitely use S. divinorum again.39 

In addition, some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.4o Therefore, it is difficult to predict with certainty its potential for addiction and abuse. 
In studies that have been conducted, there is conflicting information around the addiction 
liability of S. divinorum in both animals and humans. Further studies in this area and on the 
KOR mediated decrease of dopamine are also required in order to fully understand the addiction 
potential of this substance. 

While concerns for the potential of abuse were initially considered minimal given that 1 kg of 

34 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
35 Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
36 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
37 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco, CA 1996. 

38 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62, Bucheler R, Gleiter CR, 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
Jan;38(1): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
J Psychoactive Drugs. 1994 Jul-Sep;26(3):277-83. 
39 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
40 Bucheler R, Gleiter CR, Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38(1):1-5. 
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dried leaves only yield 3 to 6 human doses of salvinorin A for oral consumption, it was then 
discovered that vaporizing and inhaling 200-500 micrograms has profound hallucinogenic 
effects.41 Given that only small doses of this substance are now necessary to achieve the desired 
effects through inhalation, the potential for abuse is much higher. Also, the extraction of 
salvinorin A from the plant is simple, and with care, approximately 1.5 grams of pure salvinorin 
A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. This is enough for 2000 oral 
doses.42 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

In Canada, the prevalence of use of S. divinorum has recently been documented. Questions about 
the use of salvia were included in the 2009 Ontario Student Drug Use and Health Survey, the 
2008-2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use Monitoring 
Survey. * 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using S. divinorum at least once 
in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% indicated 
they had used cannabis and 5.0% indicated they had used hallucinogens other than LSD 
and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using S. 
divinorum; 

• There is significant grade variation, with S, divinorum use most likely among 11th graders 
(8.6%) and 12th graders (8.4%); and 

The results of the 2008-2009 Youth Smoking Survey were published on May 31,2010 and 
indicate that: 

• 4.9% of students stated that they had used salvia in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used salvia in 
the last twelve months; and 

41 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43(1 ):53-6. 
42 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
* It should be noted that in some cases it is not clear if responses indicate the use of S. divinorum or salvinorin A 
given the use of the term "salvia" within the survey question. 
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• Males (6.6%) were more likely to have used salvia in the past twelve months compared to 
females (3.2%). 

The Canadian Alcohol and Drug Use Monitoring Survey specifically examined salvia for the first 
time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they had 
used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%, 
while 1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% ecstasy 
and 0.7% illicit hallucinogens. In conclusion, 'salvia' appears to be a substance that is tried 
largely by youth with a 7.3% prevalence of lifetime use. 

According to the 2009 Monitoring the Future survey, the annual prevalence of use of S. 
divinorum among 12th graders in the United States is 5.7%. The American Substance Abuse and 
Mental Health Services Administration's 2006 National Survey on Drug Use and Health found 
that, of respondents aged 12 or older, 1.8 million had used S. divinorum at least once in their 
lifetime and 756,000 had used the substance in the past year. Among youth aged 12 to 17, males 
were more likely than females to have used S. divinorum in the past year (0.9% vs. 0.3%). 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, ranging from 9 samples in 2006 to 20 samples in 2009. It is, 
however, difficult to determine how this data reflects the extent of actual abuse of salvinorin A in 
Canada, given that it is not an illegal substance and would likely only be seized accidentally or 
during the seizure of other controlled substances. 

Between 2003 and 2009, the Border Integrity Unit of the Health Products and Food Branch 
Inspectorate (HPFBI) reported that a total of26 (23 refused, 3 released) records of imports and 
attempted imports of Salvia divinorum products in their databases. These records represent 
British Columbia and Ontario only. Data for other provinces is not available. However, the 
practice of recording imports has since been replaced by a national database in which only 
refused shipments are tracked. As of November 2010, there is no record of a refused shipment of 
Salvia divinorum in the national database. This may reflect decreased volume of incoming 
shipments, decreased referral of such shipments by Canada Border Services Agency (CBSA), or 
adaptation by importers/sellers to import requirements (e.g. labelling as incense). 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement 
Administration (DEA) databases that collect scientifically verified data on analyzed samples in 
state and local forensic labs as well as samples from DEA labs. While in 2000 no seized samples 
were found to contain S. divinorum or salvinorin A, 70 samples tested positive in 2008. Once 
again, it is difficult to determine how this data can be used to reflect the actual extent of abuse of 
S. divinorum and salvinorin A in the United States as neither substance is listed in the Controlled 
Substances Act. 

The increase in both the number of enquiries to Health Canada from various municipalities and 
members of the public and the amount of media interest regarding the availability of S. 
divinorum in Canada may be an indication that the recreational use of S. divinorum as a 
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hallucinogen is on the rise. However, it may also reflect an increased awareness of the 
phenomenon, rather than an increased incidence of use. 

4.2.6 Risk to Personal and Public Health and Safety 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. As this substance is typically smoked, there is no risk 
of infectious disease transmission as is the case when a drug is injected. Users may get up and 
walk around without apparent awareness of their movements, behaviour or surroundings, and 
distinction between self and surroundings is often lost. At doses greater than lmg of salvinorin 
A, out of body experiences are frequent and loss of consciousness has been reported.43 There is 
little information regarding the social behaviours of persons under the influence of S. divinorum 
products, and what risks their activities such as operating a motorized vehicle may pose to the 
general public. There is also very little data regarding the toxicity, teratogenicity or other long
term effects of S. divinorum use.44 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divinorum. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divinorum is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding physiological and psychotropic effects of S. divinorum use 
have been published in the scientific/medical literature. For example, an international case report 
described the perceptions of a 19 year-old man after inhaling S. divinorum smoke. The peak 
psychotropic effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.45 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia", deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking S. divinorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divinorum use.46 However, given that this is the only case 
report in which deja vu was associated with the use of S. divinorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divinorum for an unknown period oftime.47 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divinorum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

43 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic fIndings. J Ethnopharmacol. 1994 
Jun;43( 1 ):53-6. 
44 Grundrnann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun;73: 1039-1046. 

46 Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102, 823-824. 
47 http://www.kvbc.comlGloballstory.asp?S=4893692 
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Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006), showed that the salvinorin A content in five 
out of five S. divinorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 48 

There are also several reports of domestic adverse reactions related to the use of S. divinorum 
that have been received through the Canada Vigilance database. However, this does not reflect 
true incidence due to under-reporting. 

5. ASSESSMENT OF RISKS AND BENEFITS 

6. IDENTIFICATION AND ANALYSIS OF OPTIONS 

48 W olowich WR, Perkins AM, Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 

The NHPR are limited in their capacity to control the availability of S. divinorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
marketing of the product indicates that it is to be sold for human consumption in order to modify 
an organic function. Unlicensed natural health products are also permitted to be imported 
provided they are for personal use only. 

Non-regulatory options for the control of S. divinorum, such as the development of an 
educational campaign to highlight the risks associated with using this plant, were also 
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considered. However, the risks associated with this substance, as well as the confusion 
concerning its enforcement as a natural health product only when it is sold for use with a health 
claim, do not make this option viable. 

S. divinorum meets the criteria for scheduling a substance under the CDSA. While neither the 
plant nor its main active component salvinorin A are scheduled under any of the UN Drug 
Control Conventions, a number of countries and American states have taken steps to control the 
distribution and use of these substances. S. divinorum and salvinorin A are pharmacologically 
similar to other substances included in Schedule III to the CDSA, such as LSD and psilocybin. 
There are also currently no legitimate therapeutic, commercial or industrial uses for S. divinorum. 
While the addiction potential of S. divinorum appears to be low, there is a significant potential 
for its abuse as a 'legal' hallucinogen. There is very little information with regards to the long
term effects of S. divinorum use. There is also evidence of use, particularly by Canadian youth 
and potential for individual health risks as well as risks to public health and safety. 

In light of a recommendation to include S. divinorum under Schedule III to the CDSA, it is also 
recommended that the main psychoactive ingredient of this plant, salvinorin A, be scheduled. 
Salvinorin A can easily be extracted from S. divinorum and this substance gives the plant its 
hallucinogenic properties. Therefore the use of salvinorin A poses the same risks as S. divinorum 
and should also be controlled under the CDSA in the same manner as S. divinorum. 

8. RECOMMENDATIONS 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divinorum use in Canada. The RCMP advised that S. divinorum is readily 
available and law enforcement agencies have no legal means to prevent its sale. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divinorum and how the plant 
should be treated at the border. CBSA officers have also expressed concern regarding the plant's 
hallucinogenic properties. At present, only shipments of S. divinorum that are represented for 
sale as health products that modify organic functions can be refused for import under the NHPR. 

OCS brought S. divinorum to the Controlled Substances Scheduling Working Group (CSS-WG) 
in August 2010 to discuss the possibility of regulatory control of this substance. After assessing 
the available information against the six criteria listed in the Context section of this Issue 
Analysis Summary, the CSS-WG recommended that S. divinorum be included under Schedule III 
to the CDSA. 
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History: 

Fw: CSS-WG Stakeholders for Salvia NOI 
Sara O'Connor to: Stephanie Chandler 

This message has been replied to. 

Stephanie, is this notice of intent sent via email? 

Sara 
----- Forwarded by Sara O'Connor/HC-SC/GC/CA on 2010-12-21 04:45 PM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Robin Marles/HC-SC/GC/CA 
Sara O'Connor/HC-SC/GC/CA@HWC 
don_boyer@hc-sc.gc.ca, Carol Toone/HC-SC/GC/CA@HWC 
2010-12-2104:37 PM 
Fw: CSS-WG Stakeholders for Salvia NOI 

2010-12-2104:48 PM 

Could you please forward to the Office of Controlled Substances a list of stakeholders (BEEP?) to whom 
OCS should copy their upcoming Notice of Intent to add Salvia divinorum to Schedule III of the Controlled 
Drugs and Substances Act? 

Robin 

----- Forwarded by Robin Marles/HC-SC/GC/CA on 2010-12-21 04:35 PM--

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Robin, 

Stephanie Chandler/HC-SC/GC/CA 
Robin Marles/HC-SC/GC/CA@HWC 
Denis ArsenauIVHC-SC/GC/CA@HWC 
2010-12-21 04:34 PM 
CSS-WG Stakeholders for Salvia NOI 

I am just wondering if you have any updates with regards to when we will be receiving the HPFB / NHPD 
list of stakeholders with regard to the Salvia NOI. We are hoping to publish the NOI in January, so we'd 
like to be able to compile the list of stakeholders ASAP. 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

002107 



Re: Fw: FYI Deadlines for Canada Gazette Part I Publication Gb 
Jocelyn Kula to: Denis Arsenault 2010-12-2105:46 PM 
Cc: Stephanie Chandler 

merci- hang on to this, we may need ..... 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contrOlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Denis Arsenault Hi Jocelyn, As requested in connection with the ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Denis ArsenaultlHC-SC/GC/CA 
Jocelyn KulalHC-SC/GC/CA@HWC 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-12-2104:14 PM 
Fw: FYI Deadlines for Canada Gazette Part I Publication 

As requested in connection with the salvia NO!. 

Denis 

Denis Arsenault, AlManager / Gestionnaire pj. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances contrOlees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur : (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2010-12-21 04:13 PM ----

From: 
To: 
Date: 
Subject: 

Stephanie Chandler/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-12-2104:03 PM 
FYI Deadlines for Canada Gazette Part I Publication 

FYI The deadlines for submission and publication dates for Canada Gazette Part I for December and 
January 

Publication Date 

December 4,2010 
December 11, 2010 
December 18, 2010 

Deadline 

November 26, 2010 
December 3,2010 

December 10, 2010 
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December 25,2010 
January 1, 2011 
January 8, 2011 
January 15, 2011 
January 22, 2011 
January 29, 2011 

December 17,2010 
December 21,2010 
December 29,2010 

January 7,2011 
January 14, 2011 
January 21, 2011 

http://www.gazette.gc.ca/schedule-echeancier-eng.html 
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History: 

Re: Salvia NOI and Stakeholders ~ 
Tiffany Thornton to: Stephanie Chandler 

This message has been replied to. 

okay sorry ... no problem I will send a reminder to all. 
Tiffany 

Stephanie Chandler No I haven't sent you the NOI because it hasn't... 

From: 
To: 
Date: 
Subject: 

Stephanie Chandler/HC-SC/GC/CA 
Tiffany Thornton/HC-SC/GC/CA@HWC 
2010-12-2209:15 AM 
Re: Salvia NOI and Stakeholders 

2010-12-2211:15 AM 

2010-12-2209:15:01 AM 

No I haven't sent you the NOI because it hasn't been approved yet. We are just looking for a list of 
stakeholders who HPFB and HPFBI felt would be interested to know about our proposal to schedule 
Salvia. First week of January would be fine. 

Stephanie 

Tiffany Thornton Okay, did you send that to me? Can youplease ... 

From: 
To: 
Date: 
Subject: 

Tiffany Thornton/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-12-22 08:03 AM 
Re: Salvia NOI and Stakeholders 

2ofo-12-2208:03:58 AM 

Okay, did you send that to me? Can you please re-send and I will re-circuatate to the WG with a 
reminder. Can we give them to the first week of January? 

Let me know, 
Thanks, 
Tiffany 

Stephanie Chandler Hi Tiffany, Neither Denis nor myself has receiv ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Tiffany, 

Stephanie Chandler/HC-SC/GC/CA 
Tiffany Thornton/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-12-21 10:29 AM 
Salvia NOI and Stakeholders 

Neither Denis nor myself has received any stakeholder information from members of the CSS-WG re: the 
Salvia NOL Just wondering if you have received anything? We are hoping to publish the NOI in January, 
so we would appreciate this info ASAP. 

Thanks, 

Stephanie 
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Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contrOlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Reminder: Stakeholder List for NOlan Salvia. 
Tiffany Thornton to: Robin Maries, Courtney Smith 
Cc: Stephanie Chandler 

2010-12-22 11 :29 AM 

"'~",~_,"w~,~~,,",~W_W_~ __ , __ , ___________ _ 

Hi Robin and Courtney, 

Just a reminder to send your stakeholder list to Stephanie Chandler regarding those who should be 
notified of the NOI. They would like to send out the NOI some time in January so if you could provide the 
list in the next couple of weeks that would be helpful. 

Thanks, 
Tiffany 
----- Forwarded by Tiffany Thornton/HC-SC/GC/CA on 2010-12-22 11 :27 AM ----

From: 
To: 

Cc: 

Date: 
Subject: 

Tiffany Thornton/HC-SC/GC/CA 
Colette Strnad/HC-SC/GC/CA@HWC, Collin Pinto/HC-SC/GC/CA@HWC, Courtney 
Smith/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Evelyn 
Soo/HC-SC/GC/CA@HWC, Hanan Abramovici/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Robin Marles/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC, Tanja KalajdziclHC-SC/GC/CA@HWC, Tiana 
Branch/HC-SC/GC/CA@HWC, Bruna Brands/HC-SC/GC/CA@HWC 
Stephanie Chandler/HC-SC/GC/CA@HWC, Laura Cooney/HC-SC/GC/CA@HWC, Isabel 
Shanahan/HC-SC/GC/CA@HWC 
2010-12-0612:57 PM 
CSS-WG Meeting: ROD November 16 

Please find attached the ROD from November 16. Should you have any revisions/feedback please do not 
hesitate to send them to me for incorporation. The meeting for Wednesday December 15 is still tentative 
at this time - most likely it will be cancelled if there are no emerging issues for discussion. . 

!tj 
CSS-WG November 16 2010 Meeting ROD_TB.doc 

Thank you, 
Tiffany 
----- Forwarded by Tiffany Thornton/HC-SC/GC/CA on 2010-12-06 12:51 PM-

Required: 

Optional: 

CSS-WG Meeting 

2010-11-16 Tue 10:30 AM - 12:00 
PM 
Location: 123 Slater Street, Rm 629B 

Colette Strnad/HC-SC/GC/CA@HWC, Collin Pinto/HC-SC/GC/CA@HWC, Courtney 
Smith/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Evelyn 
Soo/HC-SC/GC/CA@HWC, Hanan Abramovici/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Robin Marles/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC, Tanja KalajdziclHC-SC/GC/CA@HWC, Tiana 
Branch/HC-SC/GC/CA@HWC 

Isabel Shanahan/HC-SC/GC/CA@HWC, Laura Cooney/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Valence Nebie/HC-SC/GC/CA@HWC 
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DescriPtionj 

Hi everyone, 

Please mark your calendars. The Agenda for the next meeting and the Record of 
Discussion from October 27 to follow shortly. Please find attached (from Robin) 
• the most recent versions of the Salvia divinorum HRA and lAS documents 

prepared by MHPD and NHPD and 
• background information on "morning glory" 

Thanks, 
Tiffany 
*********************************************************** 

Health Risk Assessment of Salvia divinorum as a Health Product 201 0-08-25.doc 
@liI 
L!!I 

Salvia divinorum lAS 2006-11-03.doc 

At the last CSS-WG meeting we reviewed the deck "Scheduling Substances under the Controlled Drugs 
and Substances Act'. On slide 7, I pointed out that "morning glory" was identified as a plant with 
psychoactive properties but that may be a bit misleading because the psychoactive species are not the 
common morning glory that people have in their gardens. I promised I would provide details bye-mail. 

The psychoactive "morning glory" plant, species name Turbina corymbosa (L.) Raf., Convolvulaceae, 
widely published synonym Rivea corymbosa (L.) Hallier f., is better known in the scientific literature by 
its Mexican Nahuatl name of "Ololiuqui". Horticulturally it has the English common names 
"Christmaspops" or "Christmasvine."The seeds were consumed in water traditionally by the Mexican 
Chinatec, Mazatec, Mixtec and Zapotec peoples as a narcotic hallucinogen for purposes of divination by 
traditional healers. Hallucinations occur during the somnambulistic stage of intoxication. 

The psychoactive properties are due to biosynthesis of ergoline alkaloids by fungi of the order 
Clavicipitales (related to ergot) that colonize the adaxial (upper) leaf surface and seeds of certain 
members of the morning glory family, especially Turbina corymbosa and Ipomoea asarifolia . A closely 
related fungus is found on Ipomoea violacea . The fungus-derived ergoline alkaloids: chanoclavine, 
lysergic acid-alpha-hydroxyethlyamide, lysergic acid amide, and ergonovine, accumulate in the leaves 
and seeds of the host plant. The fungi are seed-transmitted to the next generation of plants. 

The common garden morning glory is Ipomoea purpurea (L.) Roth. Additional horticultural species 
include I. pes-caprae, I. pandurata, I. carnea, I. cairica, I. quamoclit, I. tricolor, I. hederifolia, I. nil, I. 
aquatica, Convolvulus tricolor, Argyreia nervosa, and Merremia tuberosa. The wild morning glory or 
bindweed plants that infest our gardens as noxious weeds are Convolvulus arvensis L. (small-flowered) 
and Calystegia sepium (L.) R.Br. (greater bindweed). 

~ 
Markert et al ergoline alkaloids fungi and Convolvulaceae.pdf 
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History: 

Hi Stephanie, 

Fw: CSS-WG Stakeholders for Salvia NOI 
Lisa M Young to: Stephanie Chandler 

This message has been replied to. 

2010-12-2203:41 PM 

Below is an example of a message we recently issued regarding some changes to the scheduling of 
certain NHP ingredients. This was sent to NHPD's Stakeholder list, which primarily includes applicants, 
however also includes industry members, pharmacists who are interested in receiving this type of 
information. 

Please let me know if you need anything else. 

Thanks 
Lisa Young 
613-954-2940 

****************************** 

October 21,2010 

Re: Update on the Assessment of Naturally-Sourced Medicinal Ingredients found on Schedule F 

Dear Stakeholders, 

In March 2009 Health Canada announced that it would be undertaking the scientific assessment of a 
number of naturally-sourced substances currently listed in Schedule F to the Food and Drug Regulations. 
The purpose of this initiative was to determine which of these substances should remain unchanged, be 
modified, or removed entirely from the Schedule. Health Canada followed up this announcement with an 
update in December 2009 
( 
http://www.hc-sc.gc.ca/dhp-mps/prodnatur/legislation/docs/notice-avis_scheduleCannexef-dec2009-eng. 
php). 

This message is to provide an update on this initiative: 

1) Four (4) medicinal ingredients proposed for removal from Schedule F: apiol oil, centella asiatica 
extract and active principles thereof, deanol and its salts and derivatives, and theobromine and its 
salts. 
Targeting consideration by Treasury Board Ministers for final publication in the Canada Gazette, Part II in 
January/February 2011. 

2) Six (6) medicinal ingredients proposed to remain on Schedule F with qualifiers: dopamine and its 
salts, gold and its salts, uracil and its salts, dimethyl sulfoxide, levocarnitine, and I-tryptophan. 
Prescription status for specific strengths, uses, routes of administration or dosages. 
Targeting consideration by Treasury Board Ministers for final publication in the Canada Gazette, Part II in 
February/March 2011. 

3) Lovastatin 
Moving forward as its own regulatory package. 
Health Canada is reviewing comments received further to the Notice of Intent and undertaking further 
internal analysis. 

Further updates will be provided when appropriate. 
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Respectfully, 

The Natural Health Products Directorate 
Health Canada 
******************************** 

---- Forwarded by Sara O'Connor/HC-SC/GC/CA on 2010-12-2106:04 PM -----

From: 
To: 
Date: 
Subject: 

Hi Sara, 

Stephanie Chandler/HC-SC/GC/CA 
Sara O'Connor/HC-SC/GC/CA@HWC 
2010-12-21 04:57 PM 
Re: Fw: CSS-WG Stakeholders for Salvia NOI 

The Notice of Intent is published in the Canada Gazette, but we will send a letter to stakeholders 
indicating that the NOI has been published and include a link to the document. In this Office the majority 
of our stakeholders will be contacted by email unless we don't have an email on file for them. While email 
is the preferred method of contact, if this option isn't available we could mail or fax. 

Let me know if you have any other questions. 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Sara O'Connor Stephanie, is this notice of intent sent via email? ... 

From: 
To: 
Date: 
Subject: 

Sara O'Connor/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-12-2104:48 PM 
Fw: CSS-WG Stakeholders for Salvia NOI 

Stephanie, is this notice of intent sent via email? 

Sara 
---- Forwarded by Sara O'Connor/HC-SC/GC/CA on 2010-12-2104:45 PM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Robin Marles/HC-SC/GC/CA 
Sara O'Connor/HC-SC/GC/CA@HWC 
don_boyer@hc-sc.gc.ca, Carol Toone/HC-SC/GC/CA@HWC 
2010-12-2104:37 PM 
Fw: CSS-WG Stakeholders for Salvia NOI 

2010-12-21 04:48:05 PM 

Could you please forward to the Office of Controlled Substances a list of stakeholders (BEEP?) to whom 
OCS should copy their upcoming Notice of Intent to add Salvia divinorum to Schedule III of the Controlled 
Drugs and Substances Act? 
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Robin 

----- Forwarded by Robin Marles/HC-SC/GC/CA on 2010-12-2104:35 PM--

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Robin, 

Stephanie Chandler/HC-SC/GC/CA 
Robin Marles/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-12-21 04:34 PM 
CSS-WG Stakeholders for Salvia NOI 

I am just wondering if you have any updates with regards to when we will be receiving the HPFB ! NHPD 
list of stakeholders with regard to the Salvia NOI. We are hoping to publish the NOI in January, so we'd 
like to be able to compile the list of stakeholders ASAP. 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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I 

01 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are these 
substances regulated in other countries? ___ u ___ m_u _____ m_ u u __ u_ muu ______ u ______________ _ 

{ Formatted: Font: Bold 

Al - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, South Korea, Spain and Sweden) that have also placed controls on the 
import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states have 
implemented laws restricting their use, sale and/or distribution. 

02 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A2 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

+------- Formatted: Levell, Tabs: 
1.27 em, Left 

International requirements and trends in international control; +u_u -{ Fonnatted: Bullets and 

• Chemical and pharmacological similarity to other substances already regulated under the l'-N_u_m_be_r_in=-g _____ ~ 
CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 

Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A against 
the aforementioned factors and proposes to include both substances in Schedule III to the CDSA. 
The regulation ofthese products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, increased use and unknown effects. The 
scheduling of Salvia divinorum and salvinorin A will also eliminate the current perception that 
these substances are a safe alternative to other illegal drugs. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 
2009, 1.6% of Canadians aged IS years and older have reported using Salvia divinorum at least 
once in their lifetime, and that youth aged 15-24 were much more likely to have used it than 
adults aged 25 years and older. The results from the Canadian 2008-2009 Youth Smoking Survey 
also show that 5% of 15 year aIds have used Salvia divinorum in the past year. The 2009 
p'!~a!~?J?tllcjel1t_J)!~~g __ l!~~_a_nciJ!e~l~h_SlIr.v?)dQ~P~I1S1 i~dic_at~_d_~h~t_~:~~_<?r()!1t~tio ______ ._ .. _. 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students reported 
using this substance in the past year. 

Q1_~ .If ~_e~lt~ _ c=_all~d~ isa\ViI~e ~f_ll:lIv~r_se _eft"ects. ~s~()~iate~_ ",itl1tl1e_l1s_~_ oJ§a.1vitl. ____ . ___ .. _. __ . 
divinorum, why isn't it illegal? 
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the CDSA. Further to the regulation of these substances under the CDSA. the following 
activities may be prohibited unless authorized by regulation: possession, trafficking, possession 

" , 
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" 
" 

" 

: 
" ': for the pumose of trafficking, importation, exportation, possession for the pumose of 
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, , , , 

/ .: 
I , 

,/ // 
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definition of a natural health product under the Natural Health Products Regulations (NHPR) i::: 

,,' 
when marketed as a hallucinogen. The unauthorized sale of such products containing Salvia :::;-' 
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" Food and Drugs Act .. _________________________________________________ ___________________________________________________________ ~' 
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In the interim. S"t!ivi'!C!':1:'-'!}_l?~~~~<;~~_ ~_h~t _~~~n_o~_ ~~ _~~!!!l'li~~_e~it_~_ ~he_ !,!C!tu,.a!!!~C!!!~ ______________ , \,,\ \ 
Products Regulations may be subject to compliance and enforcement action by Health Canada. \, \, \, '-, 
Complaints about the illegal sale of drugs containing,.s'alvia divinorum and/or salvinorin A can \ \, '-, \ 
be referred to the Health Products and Food Branch Ill-spectomte-at-.-~800~267~9675:-------------------\ \\,"i 

:' 

'. ,;', 

Ifp_r'!~s~t!_oIlHl_1!_~~"e!J!e~lt,,_~~n.f!t!~_"~_!s~'!:e((~ny_'.}n.t!pf~f!_rn.in.g!of~ll~tJ~a_n~a_b(J'!:( _______ , ,,\\\:,,\ ',' 
Salvia divinorum " \\,: ',' 

A - Health Canada is developing an It's Your HealthJ:lrticl~_0~§q/vic;_4jxillo!~11tt()}1t?II>inXo_1l)1 
the general public about the risks associated with the use of this plan\. _________________________________ _ 

Background 

Salvia divinonlm is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

-----< 
" " 
" 

The use of Salvia.,t!iv!ll'!rll'!}_ ~_ ~P_sy_ch()tr()_pi~ _ag~I)t_fir~t_ ~arrte_ ~(). f-I~~l~_ ~_~a<i~' s_ ~~e~~i()ll ... _____ . 
some years ago. Salvia.,d(villo,.~11t_ is ~i~el>, _~<i\,erti_s~d llfld I>r()l1lote()_~_ tl1eJ~t{!l1let_ ~d s_ol<i in ' 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

" 
" 

" 
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Data from the 2008-2009 Youth Smoking Survey indicates that: 

I -. 2.6% of students (grades 7-10) reported having used Salvia.,t!~vi~O!!'."-"!!l,~~eJ!~,~tx~~~ ____ h,,.-,··{>=DeI=eted=:=a=/v=ia=====< 

7.0% of students (grades 10-12) reported having used Sf!1~~cz.,4i~i~q~."-,,!!l,~h~,p.~t,)'~ar,; __ , ___ ._/{ Deleted: a/via 
and. ~--------------~ 

I • 5.0% of students 15 years of age reported using Salvia..£i~vi!1~r!l"-",i~,the,Q~tX"?~~m __ , ______ " ..... {~D_e_Jeted __ ._· a_/v_ia ________ ~ 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
- 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 

the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 
- 4.4% of students (grades 7-12) used Sf!!~~cz..d!yi~,q,~"-,i!l,th~.p~t,)'~~;' ____ ' __ m', _____ m __ m"_"···{c=DeIetect===: a=/v=ia=====< 

5.4% of students (grades 7-12) ever used Sf!1y"icz..4!~~n.or.u,"-';_~4, __ . __ ,,' ________ m ____________ , ____ /-"{>=De=leted==: '======< 
the use of Sf1!y'~q, 4iy'i,!()~,!,"-" 'Y~, ~igt!!f}<:~~l)', ~igl1~~ ,in, '!laJe~ ,th~ ,h?- fe~~u~l~s, (~:~,ro ,v~:, __ " . _,' -' {~De __ leted ___ :. _________ ~ 
2.3%) in 2009. 
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Page 1: [1]Deletecl STCHANDL 2010;.12-09 3:20:00 PM" J 
has concluded its assessment of S. divinorum and salvinorin A and is proposing to 
include both substances in one of the Schedules to the CDSA. 

Page 1: [2] Change·· STCHANDt 2010-12-0812:46:00 PM 
Formatted Bullets and Numbering 

Page 1: [3] Deleted· CROUSH 2010-12-09 2:20:00 PM 

proposing that S. divinorum and salvinorin A be regulated as controlled substances under 
the Controlled Drugs and Substances Act (CDSA). 

Page 1: [4] Change CROUSH 2010-12-09 2:18:00 PM 
Formatted Bullets and Numbering 

Page 1: [5] Deleted,· STCHANDL 2010-12-09:3:21:00 PM; 
(Message is unclear - reduce what risks (to health, security, i.e., enforcement). 

Page 1: [6] Deleted· STCHANDL 2010-12-22 10:28:00 AM' " 
Because of their hallucinogenic properties, products containing S. divino rum 
and/or salvinorin A meet the defmition of a natural health product (NHP) under 
the Natural Health Products Regulations and the definition of a drug under the 
Food and Drugs Act. 

Page 1: [7] Deleted' . STCHANDL 2010-1:2-1111:05:00 AM,! 
It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 

authorized for sale. NHPs authorized for sale will have a Natural Product Number 
(NPN), a Homeopathic Medicine Number (DIN-HM) or an Exemption Number 
(EN). 

Page 1: [8] Deleted STCHANDL, 2010-11-262:35:00 PM;·'; 

Because of their hallucinogenic properties, products containing S. divinorum 
and/or salvinorin A meet the definition of a natural health product (NHP) under 
the Natural Health Products Regulations and the definition of a drug under the 
Food and Drugs Act. 

It is illegal to sell NHPs in Canada unless they have been reviewed by Health Canada and 
authorized for sale. NHPs authorized for sale will have a Natural Product Number (NPN), 
a Homeopathic Medicine Number (DIN-HM) or an Exemption Number (EN). The 
illegal sale of products containing S. divinorum and/or salvinorin A may be subject to 
compliance and enforcement action under the Food and Drugs Act. 

Page 1: [9] Deleted STCHANDL 2010-11-26 2:27:00 PM 

Salvia divinorum as a controlled substance: 

In Canada, neither the herb Salvia divinorum nor its main active ingredient, salvinorin A, 
are regulated under the Controlled Drugs and Substances Act (CDSA). 

Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions and thus, do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 
Several countries (Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden) have placed controls on the import and/or sale of Salvia 
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divinorum andlor salvinorin A. Although some individual U.S. states have implemented 
laws restricting its use, sale andlor distribution, Salvia divinorum and salvinorin A are not 
regulated under the federal Controlled Substances Act in the United States. 

Page 3: [10] Deleted srCHANDL 2010-12-08 9:51:00 AM 

Q4 - Past media reports have indicated that Health Canada is assessing the 
possibility of regulating Salvia divinorum as a controlled substance. What does that 
involve and what stage is it at? 

A4 - Health Canada considers several factors in determining whether regulation 
of a substance under the Controlled Drugs and Substances Act (CDSA) is warranted. 
These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada is currently reviewing the available information to determine 
whether regulation of Salvia divinorum under the CDSA is warranted. 

Q5 - Didn't an internal report from Health Canada's Marketed Health 
Products Directorate recommend that Salvia divinorum be scheduled under the 
CDSA? Why has that recommendation not been acted upon? 

~5-SeeA4 

Q6 - What is the significance of the adverse reaction reports that Health 
Canada has received with respect to the use of Salvia divino rum? 

A6 - Health Canada has received four domestic adverse reaction reports related to 
the use of Salvia divinorum as a hallucinogen through the Canada Vigilance database. 
The number of reports and the nature of reactions reported are, however, not adequate to 
fully characterize the risk of similar reactions among the general population 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERI ODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Classification HECS PROTECTED - SESC 
PROTEGJt 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young Hollywood celebrity Miley Cyrus smoking Salvia divinorum. There 
have also been several reports from scientific and media sources, indicating that Salvia divinorum 
has the potential for abuse, and is used by adolescents and young adults for its hallucinogenic 
properties. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada has concluded its assessment of Salvia 
and its main active ingredient Sa/'lia di'linorum salvinorin A 
and is proposing to add schedule both substances to 
Schedule III to under in one of the Schedules to the 
Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly 
youth. 

• The inclusion of Salvia divinorum and salvinorin A in one of 
the Schedules to the CDSA The regulation of these 
substances as controlled substances will reduce the 
potential health and safety risks associated with their use 
them. availability and potential abuse of this substance. 

• Health Canada will inform stakeholders of its proposal by 
publish a Notice to Interested Parties in. Canada ~atette, 
Part I early next year. This notice will ptovide s-taYholders 

~anc.rOiher interestBg.j:)artie~with etIf the opportunity to 
~ provide comments on our tRe proposal to regulate SBl\lia 
~~ .. ; di'tfiReRJm ana salviRorin A. a&=eonooUed substances. 
~ ~o /\~,.:~I \"f\ levu.. JiVM-) 'ZC\~ ~ 

~)'/I'f' Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Sa/via divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum include: Sally 0, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
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also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Both the plant S. divinorum and its main active ingredient salvinorin A are known to have 00tR physical and 
mental effects which are often described as unpleasant, including: 
• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

r..c .-
~',....Y?A~ . 

(~\J lr!- \)- r-.\. ~ 
\f\ C ("v--A in ~ 

,A ,rlnternational Control of S. divinorum (\w ~ ~ 
~(~I'\ y At the ri'l:asellllln'iie, S. divinorum .,9RCfits main active 'ngredient salvinorin A are not listed under the United 
\ 't Nations Drug Control Conventions which means tha they are not required to be regulated as a controlled 

substances in any of the countries that are signatori s to these Conventions. However, some countries have 
decided to control S. divinorum and/or salvinorin A n their own. In Australia, Belgium, Denmark, Sweden, and 
SouthNaftR Korea, the possession and sale of . . inorum is illegal. In Spain, the sale of S. divinorum is 
prohibited, but pos ssion or use is not. In orwa . divinorum cannot be imported without a prescription, 
and in Japan '" all activities with 
salvinorin A have been banned. In the United States, neither S. divinorum nor salvinorin A are regulated as 
controlled substances By ~Ug Enforcement Administration; hO'lle'Jer, although some states such as 
Missouri, Louisiana, Tennessee d Delaware have implemented laws restricting the use, sale and/or 
distribution of one or both substan~ ~ /::. I I 7 6 <.r rV1 7 

Current Situation in Canada 
U -r 11\\~V' 4.~ , 

Health Canada considers several factors in determining whether regulation of a substance under is currently 
completing a review of Sa!via fiMROrt:JfR against the criteria considered in adding SUBstances to one of the 
Schedules to the Controlled Drugs and Substances Act (CDSA) is warranted, namely: 

• International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under drugs listed in the 
CDSA; 

• Dependence potential; Legitimate uses of the substance (Le. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

• likelihood of aBuse/misuse; 

• Extent of aBuse/misuse in Canada; 
• Danger to public health and safety; and, 
• Legitimate use in Canada 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in Schedule III to the CDSA. 

Once this work has been completed, Health Canada will inform stakeholders of its decision. A regulatory 
proposal ' .... iI! be del/eloped in the coming months. 
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The plant S. divinorum is not currently regulated under the CDSA and therefore the plant is not considered to 
i!:~""be "banned", .nor are ~ctivitie~ with it c?nsidere~ .to be illegal in Canada .. ~fleteSS;-When specificall~ 

\) \% mafketeEl-fef-tt&-Aalluclnogemc propeRJes,S,-Qi\lioorum-meet&-the-defimtiotref.a-nattlfathealth produc--t lA-

X y aGGordanGe::' .. 'litiLunder th~~To date, however, Health Canada has not 
~" authorized for sale any natural health products which contain S. divinorum as an ingredient. The sale of 
[\,::l ) unauthorized natural health products containing S. divinorum or its active ingredient salvinorin A may be subject 

:;,1 to compliance and enforcement action by Health Canada under the Food and Drugs Act. 
'v" 

(/- '"" "', \r 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERIODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: December 23,2010 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young Hollywood celebrity Miley Cyrus smoking Salvia divinorum. There 
have also been several reports from scientific and media sources, indicating that Salvia divinorum 
has the potential for abuse, and is used by adolescents and young adults for its hallucinogenic 
properties. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada is proposing to add Salvia and its main 
active ingredient salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

• Health Canada will publish a Notice to Interested Parties In 

Canada Gazette, Part I in February 2011. The NOI will 
give people the opportunity to provide comments on the 
proposal to regulate these two substances. 

• The inclusion of Salvia in Schedule III to the CDSA would 
prohibit, unless authorized by regulation: possession, 
trafficking, possession for the purposes of trafficking, 
importation, exportation, possession for the purpose of 
exportation, and production (cultivation). 

Franc,:ais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum include: Sally 0, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Both the plant S. divinorum and its main active ingredient salvinorin A are known to have physical and mental 
3ffects which are often described as unpleasant, inciuding: 
, hallucinations , 
, d,/sphoria (feeling anxious, depressed or restless) 
,) out-oi-bodyexpenences 
.. " !.lncontrollable laughter 
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• loss of consciousness 
• short-term memory loss 
t lack of physical coordination 
'. slurred speech and awkward sentence patterns 

I nternational Control of S. divinorum 
Neither Salvia divinorum nor its main active ingredient salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are signatories to these Conventions. The move to include Salvia divinorum 
and salvinorin A in Schedule III to the CDSA is consistent with actions taken by several countries (Australia, 
Belgium, Denmark, Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have implemented laws restricting their use, sale and/or distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under the Control/ed 
Drugs and Substances Act (CDSA) is warranted, namely: 

• International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

• Legitimate uses of the substance (Le. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in Schedule III to the CDSA. 

The plant Salvia divinorum is not regulated under the Controlled Drugs and Substances Act (CDSA) and 
therefore the plant is not considered to be "banned" nor are activities with it considered to be illegal in Canada. 
However, as Salvia divinorum is a plant with hallucinogenic properties when consumed by humans, it meets the 
definition of a natural health product (NHP) under the Natural Health Products Regulations when marketed as a 
hallucinogen. To date, Health Canada has not licensed for sale any Natural Health Product which contains 
Salvia divinorum as an ingredient. The sale of unauthorized natural health products containing Salvia divinorum 
or its active ingredient salvinorin A may be subject to compliance and enforcement action by Health Canada 
under the Food and Drugs Act . 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide preJjmi~ 
comments on Health Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its 
active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA). Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are usin S. 
. ~\"~ 

divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "lega 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs.! Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, and that youth aged 15-24 
were much more likely to have used it than adults aged 25 years and older. The results from the 
Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. 
divinorum in the past year. Moreover, the 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% of these students reported using this substance in the past year. Given its 
unknown effects and armacological similarity to other substances included in Schedule III to 
the CDSA such LSD d psilocybin, Health Canada is concerned that the ready availability 
and use of S. divino u poses a risk to the health and safety of Canadians, particularly youth. 

5~~~5~~{sf ~ 
While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(lO):1634-9. 
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Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The control of S. divinorum and 
salvinorin A under the CDSA will enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum andlor 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period.[]J;re will be additional ~ /..A,/f 
opportunities to provide comments following prepublication of the:schedttliftg f'fQpesat-ifr b ~ 
Ca1'l6ltia G8ff8tte, P-;9 0.-, ~ ----:r -k.--..s..,.......~~ ~_ 

FC..e'lo~ fXOJ~' cr-
If you are intefested in: this pfoeess Of have comments on this proposal, please contact Stephanie ( 
Chandler, Regul ory Policy Division, Office of Controlled Substances, Address Locator: .5 a:J 
3503D, 123 Sl er St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS_Polic _and_Regulatory_Affairs@hc-sc.gc.ca 66l:::: 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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Fw: AR 10-127205 - 634 Verbal Briefing re: Update of scheduling status of 
Salvia under the CDSA December 21 at 1 :00 PM 
,Jocelyn Kula to: Stephanie Chandler 2010-12-2412:02 PM 

Denis Arsenault, Robin Maries, Victoria Anderson-Selst 

Final of what was sent to ADMO (for everyone's records) 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-12-2412:01 PM -----

From: Paula RobertlHC-SC/GC/CA 
To: Claudia Lafieur/HC-SC/GC/CA@HWC 
Cc: Jesse Arnup-Blondin/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Cyndi 

Vaughan/HC-SC/GC/CA@HWC, SoniaH Lindblad1/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC, Cathy A Sabiston/HC-SC/GC/CA@HWC 

Date: 2010-12-24 07:39 AM 
Subject: Re: AR 10-127205 - 634 Verbal Briefing re: Update of scheduling status of Salvia under the CDSA 

December 21 at 1 :00 PM 

Bonjour ma belle Claudia, 

Please see CSTD's DG approved meeting summary with 2 supporting documents. Je te souhaite de tres 
belle fetes. A bientot. 

Sa} 
10_127205_634 including HPFB inpuCDec 22_10.wpd 

Summary of MO Brfng on Salvia Surveillance Attachment.doc 

~ 
Summary of MO Brfng on Salvia CDSA Attachment.doc 

P. 
Paula Robert 
Correspondence Officer I Adjointe a la correspondance 
Director General's Office (DGO) I Bureau de la Directrice generale 
Controlled Substances and Tobacco Directorate (CSTD) I Direction des substances controlees et de la 
lutte au tabagisme (DSCL T) 
HECS/SESC 
Health Canada I Sante Canada 
123 rue Slater Street I AL: 3509A 
Tel: (613) 948-2165 
e-mail: paula.robert@hc-sc.gc.ca 

Claudia Lafleur Please see the attached template to use for the ... 2010-12-21 09:34:41 AM 

002134 



From: 
To: 
Cc: 

Date: 
Subject: 

Claudia Lafleur/HC-SC/GC/CA 
Jesse Arnup-Blondin/HC-SC/GC/CA@HWC 
Jocelyn Kula/HC-SC/GC/CA@HWC, Cyndi Vaughan/HC-SC/GC/CA@HWC, Paula 
RobertlHC-SC/GC/CA@HWC, SoniaH Lindblad1/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC, Cathy A Sabiston/HC-SC/GC/CA@HWC 
2010-12-2109:34 AM 
Re: AR 10-127205 - 634 Verbal Briefing re: Update of scheduling status of Salvia under the CDSA 
December 21 at 1 :00 PM 

Please see the attached template to use for the summary report due to me by 10:00 on December 24. 

Internal Meeting_DebrieCTemplate_rev Oct 27 2010.wpd 

Merci, 
Claudia Lafleur 
Executive Assistant to the ADM/Adjointe Executive au SMA 
Assistant Deputy Minister's Office/Bureau du sous-ministre adjoint 
HECSB/DGSESC 
Health Canada/Sante Canada 
(613) 946-6700 

Jesse Arnup-Blondin Hi everyone - This briefing is still going ahea ... 2010-12-21 09:28:54 AM 

From: 
To: 

Cc: 
Date: 
Subject: 

Hi everyone-

Jesse Arnup-Blondin/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC, Cyndi Vaughan/HC-SC/GC/CA@HWC, Paula 
RobertlHC-SC/GC/CA@HWC, SoniaH Lindblad1/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC . 
Cathy A Sabiston/HC-SC/GC/CA@HWC, Claudia Lafleur/HC-SC/GC/CA@HWC 
2010-12-2109:28 AM 
Re: AR 10-127205 - 634 Verbal Briefing re: Update of scheduling status of Salvia under the CDSA 
December 21 at 1 :00 PM 

This briefing is still going ahead this afternoon. Cathy has agreed to attend with Jocelyn. I have already 
provided Claudia with the names, so she has everything she needs. We have also asked to have HPFB 
invited in case there are NHP related questions. 

Jesse 

Jocelyn Kula Only to say that the best doc to refer to at this p ... 2010-12-2008:41 :20 PM 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Jesse Arnup-Blondin/HC-SC/GC/CA@HWC, Cathy A Sabiston/HC-SC/GC/CA@HWC, Stephanie 

<.. 

Cc: 
Date: 

SzicklHC-SC/GC/CA@HWC, SoniaH Lindblad1/HC-SC/GC/CA@HWC, Paula 
RobertlHC-SC/GC/CA@HWC, Cyndi Vaughan/HC-SC/GC/CA@HWC 
Claudia Lafleur/HC-SC/GC/CA@HWC 
2010-12-20 08:41 PM 

s.21(1)(a) 
s.21(1)(b) 

Subject: Re: AR 10-127205 - 634 Verbal Briefing re: Update of scheduling status of Salvia under the CDSA 
December 21 at 1 :00 PM 
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Jocelyn 
Sent by blackberry 

Jocelyn Kula 
A/ Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr611ees 

From: Jesse Amup-Blondin 
Sent: 2010-12-2008:08 PM EST 
To: Cathy A Sabiston; Stephanie Szick; SoniaH Lindbladl; Paula Robert; Cyndi Vaughan 
Cc: Claudia Lafleur; Jocelyn Kula 

s.21(1)(a) 
s.21(1)(b) 

Subject: Re: AR 10-127205 - 634 Verbal Briefing re: Update of scheduling status of Salvia under the CDSA 
December 21 at 1 :00 PM 

Jesse 

From: Jesse Amup-Blondin 
Sent: 2010-12-2006:18 PM EST 
To: Cathy A Sabiston; Stephanie Szick; SoniaH Lindbladl; Paula Robert; Cyndi Vaughan 
Cc: Claudia Lafleur; Jocelyn Kula 
Subject: Re: AR 10-127205 - 634 Verbal Briefing re: Update of scheduling status of Salvia under the CDSA 

December 21 at 1 :00 PM 

No docs needed - paper only. I will ask Paul abt you stepping out to attend. 

W ill keep you posted. 

Thanks! 

From: Cathy A Sabiston 
Sent: 2010-12-2005:39 PM EST 
To: Jesse Amup-Blondin; Stephanie Szick; SoniaH Lindbladl; Paula Robert; Cyndi Vaughan 
Cc: Claudia Lafleur; Jocelyn Kula 
Subject: Re: AR 10-127205 - 634 Verbal Briefing re: Update of scheduling status of Salvia under the CDSA 

December 21 at 1:00 PM 

It would be jocelyn kula who I have copied on this note. That said, if paul says okay I could 'step out' of retreat 
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tomorrow to attend with jocelyn 

Will this be verbal? 

Thx cas 

From: Jesse Amup-Blondin 
Sent: 2010-12-2005:19 PM EST 
To: Cathy A Sabiston; Stephanie Szick; SoniaH Lindbladl; Paula Robert; Cyndi Vaughan 
Cc: Claudia Lafleur 
Subject: Fw: AR 10-127205 - 634 Verbal Briefmg re: Update of scheduling status of Salvia under the CDSA 

December 21 at 1 :00 PM 

Can you please have someone on stand-by in case we are unable to reschedule? 

Will keep you posted. 

Thanks, 

Jesse 

----- Forwarded by Jesse Arnup-Blondin/HC-SC/GC/CA on 2010-12-20 05: 17 PM -----

From: Lisa Whittieton/HC-SC/GC/CA 

To: HECSB_Briefing 
Cc: Bryan Takeda/HC-SC/GC/CA@HWC, Jennifer KuyeklHC-SC/GC/CA@HWC, Sandra Rose Roy/HC-SC/GC/CA@HWC, 
Meghan LaxlHC-SC/GC/CA@HWC, Steven SchwendUHC-SC/GC/CA@HWC, Ian Hobler/HC-SC/GC/CA@HWC, Sarah-Emily 

Carle/HC-SC/GC/CA@HWC, Christine Gillis/HC-SC/GC/CA@HWC 

Date: 2010-12-2003:58 PM 
Subject: Fw: AR 10-127205 - 634 Verbal Briefing re: Update of scheduling status of Salvia under the CDSA December 21 at 

1:00 PM 

Apologies, this meeting is scheduled for Tuesday, December 21,2010 at 1:00 PM and NOT 4:00 PM. 

Please see revisions below, in red. 

Lisa Whittleton 
Briefing Analyst I Analyste de I'information 
Ministerial Briefing Unit (MBU) I Unite d'information Ministerielle (UIM) 
Departmental Secretariat I Secretariat du ministere 
Deputy Minister's Office I Cabinet du sous-ministre 
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Health Canada I Sante Canada 
Phone I Telephone: (613) 954-1637 

----- Forwarded by Lisa Whittleton/HC-SC/GC/CA on 2010-12-2003:52 PM -----

f'rom: Lisa Whittleton/HC-SC/GC/CA 

To: HECSB_Briefing 
Cc: Bryan Takeda/HC-SC/GC/CA@HWC, Jennifer KuyeklHC-SC/GC/CA@HWC, Sandra Rose Roy/HC-SC/GC/CA@HWC, 
Meghan LaxlHC-SC/GC/CA@HWC, Steven SchwendUHC-SC/GC/CA@HWC, Ian Hobler/HC-SC/GC/CA@HWC, Sarah-Emily 

Carle/HC-SC/GC/CA@HWC, Christine Gillis/HC-SC/GC/CA@HWC 

Date: 2010-12-2003:36 PM 

Subject: AR 10-127205 - 634 Verbal Briefing re: Update of scheduling status of Salvia under the CDSA Dec. 21 

Good afternoon, 

Please see the action request below. 

Thank you 

Lisa Whittleton 
Briefing Analyst I Analyste de I'information 
Ministerial Briefing Unit (MBU) I Unite d'information Ministerielle (UIM) 
Departmental Secretariat I Secretariat du ministere 
Deputy Minister's Office I Cabinet du sous-ministre 
Health Canada I Sante Canada 
Phone I Telephone: (613) 954-1637 

----- Forwarded by Lisa Whittleton/HC-SC/GC/CA on 2010-12-20 03:33 PM -----

::;:alus: Open/Ouvert 

ACTION REQUEST - DEMANDE D'ACTION 

}:~ lOR'S;;'; \ \IF - :-'0\1 IH DE\L\\'l)F! 1'

Lisa Whittleton 

,!lULl 

Martina Vorel 

Update of scheduling status of Salvia under the CDSA 

r" r - DUL\.\DF (YYYY-MM-DD) 

(1 )Date: 2010-12-20 

HECSB LEAD: 

2010-12-20 

.'\ I.. \IB E R -'\ L\ 1/: R 0 

10-127205-634 
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MO has requested a verbal briefing on the scheduling status of Salvia under the CDSA (Controlled Drugs and Substances Act); 
The verbal briefing has been scheduled to take place on Tuesday, December 21, 2010 at 4 :00 PM 1 :00 PM in the MO Boardroom. 
MO staff in attendance include: Leah Canning, Clarke Olsen and Carly Wolff. 

Please provide the names, phone numbers (for the participant and his/her EA, if applicable), and titles of departmental official(s) (at 
DG level or higher) who will be attending this meeting via email by 10:00 AM on Tuesday, December 21,2010. Lead branch to send 
up to three participants maximum (must include rationale on why three participants are required). 

Please forward any material that will be presented at this meeting via email to MBU by 2:00 PM on Tuesday, December 21, 2010 to 
allow sufficient time for MO review prior to the meeting 

Following the meeting, HECSB, please ensure that a debrief is prepared for the MO participants, outlining the salient points that 
were raised and any action to be taken by your sector. Please use the appropriate template that is attached in the MECS Tips & 
Samples section. Please ensure that the debrief is approved by, and sent from, your ADMO via email by noon on December 24, 
2010 to Sandra Rose Roy, copying Lisa Whittleton and Jennifer Kuyek and adding the document to the attachments in MECS. 

Please copy MBU Services UIM on any email regarding this request to ensure that your message reaches all concerned. 

(2}Date: 

(3}Date: 

REQl:lREI) Oi\ - RE(}IIS U: 

flat.e: 2010-12-27 

fJEP.\I{T}IE'iTAL CO'iTAC T - ACEi\T DE LL\ISOi\ J)( }1I'iISTERE 

Lisa Whittleton 

Time: 12:00 PM 
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MECS #10-127205-634 

Debrief of Internal Meeting with the Minister's Office 
Salvia Divinorum 

Purpose of the meeting: 
Verbal Briefing regarding scheduling status of Salvia under the CDSA 

Date and time of the meeting: 
December 21, 2010 
1:00 PM 

Minister's staff present at the meeting: 
CarlyWolff 
Clarke Olsen 
Carlo Oliviero 

Names of Portfolio participants and their titles: 
Cathy Sabiston, DG, Controlled Substances and Tobacco Directorate, HECSB 
Jocelyn Kula, AlDirector, Office of Controlled Substances, CSTD, HECSB 
Robin Marles, Director, Bureau of Clinical Trials and Health Sciences, Natural Health 
Products Directorate, HPFB 
Victoria Anderson-Selst, Senior Advisor, HPFB ADMO 

DMO representative: 
Ian Hobler, Policy Advisor 

High-level issues raised: 

s.21(1)(a) 
s.21(1)(b) 

Departmental officials provided a general overview of Salvia divino rum, in the context of 
the Controlled Drugs and Substances Act and the Natural Health Products Regulations. 
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Branch Head: 
Telephone: 
Date: 

Paul Glover 
613-946-6701 
December 23,2010 
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Summary of Surveillance Data Supporting the Scheduling 
of Salvia under the CDSA 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and. 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
• the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 

0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• the use of Salvia divinorum was significantly higher in males than in females (6.2% 

vs. 2.3%) in 2009. 
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Overview of Schedules to the Controlled Drugs and Substances Act 
and Applicable Penalties 

The substances regulated under the CDSA are grouped into six of the eight Schedules 
(Schedules I to VI) to the Act. Schedules I to V list controlled substances while Schedule 
VI lists precursor chemicals. Schedule VII provides the threshold quantities for 
trafficking offences involving cannabis and cannabis resin. Schedule VIII provides the 
threshold quantities for possession offences involving cannabis and cannabis resin. 

The following table provides examples of the substances included in the different 
Schedules to the CDSA: 

Schedule Examples of Substances Included 
I Opium, coca, morphine, fentanyls, other substances like methamphetamine 

(meth is not a narcotic) 
II Cannabis, its preparations, derivatives and synthetic preparations 
III Amphetamines, methylphenidate, mescaline, 4-hydroxybutanoic acid (ORB) 
IV Barbiturates, benzodiazepines, anabolic steroids 
V Propylhexedrine 
VI Pseudoephedrine, acetone, hydriodic acid 

Each Schedule to the CDSA is associated with particular offences and punishments 
described in Part I of the Act. Offences associated with substances in Schedule I, II or III 
include illegal (or unauthorized) possession, trafficking, possession for the purposes of 
trafficking, importation and exportation, possession for the purposes of exportation, and 
production. The offences associated with substances in Schedule IV are similar to those 
associated with substances in Schedule I, II or III except that there is no criminal offence 
for simple possession. The offences associated with substances in Schedules V and VI 
are limited to illegal importation, exportation and possession for the purposes of 
exportation. 

The CDSA also prohibits double doctoring, i.e., seeking or obtaining, or seeking or 
obtaining authorization to obtain, any substance included in Schedule I, II, III or IV from 
a practitioner without disclosing the particulars relating to the acquisition or authorization 
to obtain such a substance from any other practitioner within the past 30 days. 

For the most part, the offences in the CDSA are hybrid which means they can be 
prosecuted either by summary conviction (summary conviction offences) or indictment 
(indictable offences), as chosen by the Crown. Summary conviction offences encompass 
the most minor offences in the CDSA. Unless a different penalty is specified in the 
CDSA, summary conviction offences are all punishable by a fine of up to $2,000 and/or 
six months imprisonment. Appendix I outlines the current maximum penalties applicable 
when a person is found guilty of a summary conviction offence as described in Part Iof 
the Act. 
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Indictable offences are more serious than summary conviction offences. Conviction of an 
indictable offence exposes the accused to greater penalties. Appendix II outlines the 
current maximum penalties applicable when a person is found guilty of an indictable 
offence as described in Part I of the Act. 
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Appendix I: 

Maximum penalties tor a person found guilty of an offence prosecuted by summary conviction associated with each Schedule to the 
CDSA, as described in Part I of the Act 

OFFENCE 

Possession for the Possession for the 
Schedule Type of OIIenee Simple Possession Double Doctoring Trat1icking purpose of 

Importing and 
purpose of Production 

trafficking 
exporting 

exporting 
4(1) 4(2) 5(1) 

6(1) 
7(1) 

5(2) 6(2) 

First OHence 
Fine up to $1,000, or up to 6 Fine up to $1,000, or up to 6 

I months imprisonment, or both months imprisonment, or both 

Subsequent Fine up to $2,000, or up to 1 Fine up to $2,000, or up to 1 
OiIence year imprisonment, or both year imprisonment, or both 

First Offence 
Fine up to $1,000, or up to 6 Fine up to $1,000, or up to 6 

II months imprisonment, or both months imprisonment, or both 

Fine up to $2,000, or up to 1 

Subsequent 
year imprisonment, or both 

Fine up to $2,000, or up to 1 
Offence (Not applicable for Schedule year imprisonment, or both 

VlII (marihuana, 30G, cannabis 
resin,IG) 

First Offence 
Fine up to $1,000, or up to 6 Fine up to $1,000, or up to 6 

1II months imprisonment, or both months imprisonment, or both 
up to 18 months up to 18 months up to 18 months up to 18 months up to 18 months 

Subsequent Fine up to $2,000, or up to 1 Fine up to $2,000, or up to 1 
OIIence year imprisonment, or both year imprisonment, or both 

First OiIence 
Fine up to $1,000, or up to 6 

IV months imprisonment, or both 
up to 1 year up to 1 year up to 1 year up to 1 year up to 1 year 

Subsequent Fine up to $2,000, or up to 1 
Offence year imprisonment, or both 

First Ot1ence 
V up to 1 year up to 1 year 

Subsequent 
Offence 

First OHence 
VI up to 18 months up to 18 months 

Subsequent 
Offence 
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Appendix II: 

Maximum penalties for a person found guilty of an offence prosecuted by indictment associated with each Schedule to the CDSA, as 
described in Part I of the Act 

OFFENCE 

Schedule Simple Possession Double Doctoring Tratlicking 
Possession for the purpose Importing and Possession for the 

Production 
of tratlicking exporting purpose of exporting 

4(1) 4(2) 5(1) 
5(2) . 6(1 ) 6(2) 

7(1 ) 

I 
Imprisonment up to 7 Imprisonment up to 7 

Life imprisonment Life imprisonment Life imprisonment Life imprisonment Life imprisonment 
years years 

Imprisonment up to 5 Life imprisonment Life imprisonment 
Life imprisonment 

years less a day Schedule VII Schedule VII 
(Not applicable for Imprisonment up to 5 (marihuana/cannabis resin (marihuana/cannabis resin 

However, if cannabis 
II Life imprisonment Life imprisonment (marihuana) 

Schedule VIII years less a day <3KG: imprisonment up to <3KG: imprisonment up to imprisonment up to 7 
(marihuana,30G, 5 years less a day 5 years less a day. 
cannabis resin, IG) 

years 

III up to 3 years up to 3 years up to 10 years up to 10 years up to 10 years up to 10 years up to 10 years 

IV up to 18 months up to 3 years up to 3 years up to 3 years up to 3 years up to 3 years 

V up to 3 years up to 3 years 

VI up to 10 years up to 10 years 
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• 

Hi 

Salvia divinorum 
Jocelyn Kula to: 
Cc: Denis Arsenault, Stephanie Chandler 

5.19(1) 

2010-12-2412:54 PM 

It is a long while since we have spoken I know, so trust that this message finds you well. 

I am writing about Sa/via divinorum and its active ingredient Salvinorin A, which are not yet regulated as 
controlled substances in Canada. 

We are currently finalizing a comprehensive scheduling assessment of the substances, and would 
appreciate clarification of some information we came across on the National Institute of Drug Abuse 
(NIDA) website. Essentially, the page we found (I regrettably don't have the link at hand but can provide if 
you need it), seems to suggest that the DEA is considering classifying S. divinorum as a Schedule I drug. 
We would appreciate confirmation of this information as it was always my understanding that while the 
import and/or distribution of Salvia is illegal in some individual states, the DEA only considers it to be a 
substance of concern at this point in time. In this regard, any additional information regarding the federal 
control of these substances (actual or planned if you can share) which you can provide would be greatly 
appreciated. As you can imagine, there is an intense amount of interest in products containing salvia 
further to the appearance of the Miley Cyrus video on Youtube. 

Best wishes of the season, and I look forward to hearing from you. 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
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Re: SF: 10:00am Friday December 31,2010,10-127340 -194 - Action Request
Follow-up to the December 21, 2010, internal meeting to discuss scheduling salvia 
divinorum under the Controlled Drugs and Substances Act and relativity with NHP 
regulations La 
Joceiyn Kula to: Cyndi Vaughan 2010-12-2909:31 AM 

CSTD-OCS-DO, SoniaH Lindblad1, Paula Robert, Stephanie Szick, "Stephanie 
Chandler", "Denis Arsenault" 

Jocelyn Kula/HC-SC/GC/CA 

Cyndi Vaughan/HC-SC/GC/CA@HWC 

CSTO-OCS-DO, SoniaH Lindblad1/HC-SC/GC/CA@HWC, Paula 
Roberl!rlC-SC/GC/CA@HWC, Stephanie SzickfHC-SCfGC/CA@HWC, "Stephanie Chandler" 
<stephanie,chandler@hc-scgc,ca>, "Denis Arsenault" <denis,8rsenault@hc-sc,gc,ca> 

<~<",_«",w<,< __ ,,<_, 

Just to be clear- this is the note for PCO that we are talking about here right? 
Just that this AR talks about a briefing note when Cathy told me the product for PCO could be in an 
email. .. 
Pis confirm and reply to all as I am not in the office today but Stephanie Chandler in RPD/ OCS will be 
starting on this today. 

JK 

Sent by blackberry 

Jocelyn Kula 
AI Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr6lh~es 

Cyndi Vaughan 

----- Original Message ----
From: Cyndi Vaughan 
Sent: 2010-12-29 09:28 AM EST 
To: Jocelyn Kula 
ec: CSTD-OCS-DO; SoniaH Lindblad1; Paula Robert; Stephanie Szick 
Subject: BF: 10:00am Friday December 31, 2010, 10-127340 - 194 Action 

Request Follow-up to the December 21, 2010, internal meeting to discuss 
scheduling salvia divinorum under the Controlled Drugs and Substances Act and 
relativity with NHP regulations 
Please provide one Briefing Note as per exchange below between Jesse and Stephanie. Due in DGO by 
Friday December 31, 10:00am. 

Thank you 

CyndiVaughan 

Director General's Office (DGO) / Bureau de la Directrice generale 
Controlled Substances and Tobacco Directorate (CSTD) / Direction des substances contr61ees et de la 
lutte au tabagisme (DSCL T) 
HECS/SESC 
Health Canada / Sante Canada 
123 rue Slater Street / AL: 3509A 
Tel: (613) 946-3596 
cyndi.vaughan@hc-sc,gc.ca 
----- Forwarded by Cyndi Vaughan/HC-SC/GC/CA on 2010-12-29 09:20 AM -----
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From: 
To: 
Cc: 

Date: 
Subject: 

Thanks Jesse, 

Stephanie SzicklHC-SC/GC/CA 
Jesse Arnup-Blondin/HC-SC/GC/CA@HWC 
CSTD-DGO, Linda Corrigan/HC-SC/GC/CA@HWC, Michel Prud'Homme/HC-SC/GC/CA@HWC, 
Karen Schwerdtfeger/HC-SC/GC/CA@HWC, Linsey HoliettlHC-SC/GC/CA@HWC 
2010-12-2908:06 AM 
Re: Fw: 10-127340 -194 - Action Request - Follow-up to the December 21,2010, internal 
meeting to discuss scheduling salvia divinorum under the Controlled Drugs and Substances Act 
and relativity with NHP regulations 

Karen and Linsey -- please let us know on process for this BN. 

Cyndi - - this will need to be tasked to OCS for a quick turn around to DGO as the BN is due in MBU next 
Tuesday, Jan. 4/11. 

Stephanie Szick 
Director General's Office / Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) / 
Direction des substances contr61ees et de la lutte au tabagisme (DSCL T) 
Health Canada / Sante Canada 
Tel/Tel: (613) 948-8651 

Jesse Arnup-Blondin Hi Stephanie - I will advise MBU that #1 and ... 

From: 
To: 

Jesse Arnup-Blondin/HC-SC/GC/CA 
Stephanie SzicklHC-SC/GC/CA@HWC 

2010-12-2412:58:03 PM 

Cc: 

Date: 

CSTD-DGO, Linda Corrigan/HC-SC/GC/CA@HWC, Michel Prud'Homme/HC-SC/GC/CA@HWC, 
Karen Schwerdtfeger/HC-SC/GC/CA@HWC, Linsey HoliettlHC-SC/GC/CA@HWC 
2010-12-2412:58 PM 

Subject: 

Hi Stephanie -

Re: Fw: 10-127340 - 194 - Action Request - Follow-up to the December 21 , 2010, internal 
meeting to discuss scheduling salvia divinorum under the Controlled Drugs and Substances Act 
and relativity with NHP regulations 

I will advise MBU that #1 and 3 have already been provided as follow-up to the verbal briefing. 

However, for the BN request, we cannot close this request. Rather, CSTD will still prepare one briefing 
note, on the same schedule as originally requested. We will request that MO approve this note for it to be 
sent to PCO. If we need to have it to PCO by the 7th, a deadline of the 4th to MBU will still be necessary. 

Karen and Linsey will advise next week on the best process for getting the green light to send this BN to 
PCO. 

Thanks, 

Jesse 

Stephanie Szick Hi Jesse, Further to our conversation --- in resp ... 2010-12-2412:46:17 PM 

From: Stephanie SzicklHC-SC/GC/CA 
To: Jesse Arnup-Blondin/HC-SC/GC/CA@HWC 
Cc: CSTD-DGO, Linda Corrigan/HC-SC/GC/CA@HWC, Michel Prud'Homme/HC-SC/GC/CA@HWC, 

Karen Schwerdtfeger/HC-SC/GC/CA@HWC, Linsey HoliettlHC-SC/GC/CA@HWC 
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Date: 
Subject: 

2010-12-24 12:46 PM 
Re: Fw: 10-127340 - 194 - Action Request - Follow-up to the December 21,2010, internal 
meeting to discuss scheduling salvia divinorum under the Controlled Drugs and Substances Act 
and relativity with NHP regulations "~~"C~c~cc"' ______ .....;;. ____ ~ ___________________________ _ 

Hi Jesse, 

Further to our conversation --- in response to this action request below: 

1) Appended to our meeting summary sent this morning to Claudia re: the Salvia MO briefing on Tuesday, 
we provided the info. requested below (re. CDSA info. and CADUMSlYouth Smoking Survey data). 

2) Cathy received a call today from PCO asking for a BN for the PMO on Salvia (due in PCO Jan. 7). 
Ruth is to call her next Wed. to discuss further re; what they are looking for precisely. 
RECOMMENDATION - rather than provide a separate BN on this same issue per the request below, we 
suggest that the Note for PCO/PMO over-ride this request as MO will need to approve the note before it 
goes to PCO/PMO. 
i.e. It would be duplicative to write two separate notes on the same issue in the same time frame, esp. 
given one is for PCO/PMO and MO will be involved. 

Please let us know if the PCO/PMO note will suffice, and that this request below can be closed. 

Thanks very much, 
S 

Paula Robert Paula Robert Correspondence Officer / Adjointe ... 2010-12-2412:08:51 PM 

----- Forwarded by Paula RobertlHC-SC/GC/CA on 2010-12-24 12:08 PM -----

From: 
To: 
Cc: 

Date: 
Subject: 

Michel Prud'Homme/HC-SC/GC/CA 
Paula RobertlHC-SC/GC/CA@HWC 
Cyndi Vaughan/HC-SC/GC/CA@HWC, SoniaH Lindblad1/HC-SC/GC/CA@HWC, Linda 
Corrigan/HC-SC/GC/CA@HWC 
2010-12-22 11 :06 AM 
Fw: 10-127340 - 194 - Action Request - Follow-up to the December 21, 2010, internal meeting to 
discuss scheduling salvia divinorum under the Controlled Drugs and Substances Act and relativity 
with NHP regulations 

Further to the previous e-mail, please provide a Briefing Note and not a Memo. 

Thank you, 
Michel Prud'homme 

----- Forwarded by Michel Prud'Homme/HC-SC/GC/CA on 2010-12-2211 :05 AM -----

From: 
To: 
Cc: 

Date: 
Subject: 

Michel Prud'Homme/HC-SC/GC/CA 
Paula RobertlHC-SC/GC/CA@HWC 
Cyndi Vaughan/HC-SC/GC/CA@HWC, SoniaH Lindblad1/HC-SC/GC/CA@HWC, Linsey 
HoliettlHC-SC/GC/CA@HWC, Diane Staynor/HC-SC/GC/CA@HWC, Linda 
Corrigan/HC-SC/GC/CA@HWC 
2010-12-22 10:48 AM 
10-127340 - 194 - Action Request - Follow-up to the December 21, 2010, internal meeting to 
discuss scheduling salvia divinorum under the Controlled Drugs and Substances Act and relativity 
with NHP regulations 

Please see the action request below and provide the input by 4:00 p.m. Thursday, December 30, 2010 
and return to Linda's attention once approved. 
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Thank you, 
Michel Prud'homme 

----- Forwarded by Michel Prud'Homme/HC-SC/GC/CA on 2010-12-22 10:45 AM -----

From: 
To: 

Frederick Coyle/HC-SC/GC/CA 
HECSB_Action Request_ 48h 

Cc: Bryan Takeda/HC-SC/GC/CA@HWC, Konrad Iwasiow/HC-SC/GC/CA@HWC, Gisele 
Jean/HC-SC/GC/CA@HWC, Ian Hobler/HC-SC/GC/CA@HWC, Christine 
Gillis/HC-SC/GC/CA@HWC 

Date: 2010-12-2210:20 AM 
Subject: Follow-up to the December 21, 2010, internal meeting to discuss scheduling salvia divinorum 

under the Controlled Drugs and Substances Act and relativity with NHP regulations 

Status: Open/Ouvert 
~!~se B~questl 

Docket No.: 10-127340 - 194 

Branch: HEeSB-ADM 

cc: 

ACTION REQUEST - DEMANDE D'ACTION 

j;EQl FSTOR'S ",x\IF - :-;0\1 DC J)L\L\"IHTR 

~ederick Coyle 

REQUEST OIUGI,\ - DE l.A DE."L\,\()E 

HATE 
2010-12-22 

ODEc/cl4~;: . . .... '.. .... .. "..:< •..•.. .' .' .J 
o Ass«lat8 Deputy Mf~lsier's·piflCel Burea_du ~ous-Mlnlstre d61l!gu&~ 
o Dep~tyMIr\l§ter's OfftCelCabinetdu Spu&-MlnISt~· .. ".~ 
.Mlnlst-e(sOffice/Cabinetdu MiniStrer{c} .. "1 

o Minlsterl~l Meeiil1gtRliunion Mloisteri~I'Ef' 

~IB.I~XT - OBJET 

\,1\lIU:R - ,\1\II<:RO 
MECS#10-127340-194 

Follow-up to the December 21,2010, internal meeting to discuss scheduling salvia divinorum under the Controlled Drugs and 
Substances Act and relativity with NHP regulations 

HE{)IEST .. I)I·:~I.\."IlE (YYYY-MM-DD) 
(1}Date: 2010-12-22 

HECSB: 

Further to the December 21, 2010, internal meeting to discuss scheduling salvia divinorum under the Controlled Drugs and 
Substances Act and relativity with NHP regulations, the Minister's office has requested the following information: 

- Chart explaining CDSA schedules, substances and penalties 
- Criteria for listing under the CDSA 
- Summary of CADUMS and Ontario Youth Smoking Survey with focus on salvia use data in comparison with other CDSA 
substances 

Please provide a briefing note for information on this issue, to MBU by 12:00PM by 12:00PM on Tuesday, January 4, 2011. 

PLEASE ADVISE MBU IMMEDIATELY IF THIS REQUEST NEEDS TO BE REDIRECTED TO A DIFFERENT BRANCH OR 
IF OTHER BRANCHES NEED TO BE INVOLVED, OR IF FURTHER CLARIFICATION IS REQUIRED. 
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(2}Date: 

(3}Date: 

o BilingualiBilingue. 
o French/Franc;ais 
• EnglishiAnglais 

;H()IIHFIl os - RL(Jl!S I.E 

!Jat<': 2011-01-04 

Frederick Coyle 

YI- ,\ 
nnl{': 12:00 PM 

n:,LEPfIO.'d': :-.t:.\lHEH :-.t \If:RO DE Tf:Lf:t'fIO:-'E 
941-6093 
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BF: 10:00am Friday December 31,2010,10-127340 -194 - Action Request
Follow-up to the December 21, 2010, internal meeting to discuss scheduling 
salvia divinorum under the Controlled Drugs and Substances Act and relativity 
with NHP regulations ~ 
Carmen Berube to: Denis Arsenault 2010-12-2911 :00 AM 
f'," Jocelyn Kula, CSTD-OCS-DO, Stephanie Chandler, Isabel 
".h Shanahan, Arato Talane 

Just spoke to Stephanie Szick about being unclear on the format. She told me to tell 
Stephanie Chandler to proceed with Briefing note to the Minister (following template): 

i1 
BFIIEFING NOTE· TO THE MINISTE'S OFFICE.wpd 

She said if she finds out differently, she will let us know. 

We'll need something by tomorrow to meet Friday's 10:00 AM deadline. 

Thanks! 

Carmen Berube 
Assistant to the Director I Adjointe a la Directrice 
Office of Controlled Substances I Bureau des substances contr61ees 
Controlled Substances and Tobacco Directorate (CSTD) I Direction des substances contr61ees et de la 
lutte au tabagisme (DSCL T) 
Health Canada I Sante Canada 
Tel.:lTel.: 613-952-2131 I FaxlTelec.: 613-946-4224 

CyndiVaughan Hi Jocelyn, This is the note for PCO, and it will n ... 2010-12-2910:41:14 AM 

From: 
To: 
Cc: 

Date: 
Subject: 

Hi Jocelyn, 

Cyndi Vaughan/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
CSTD-OCS-DO, "Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, Paula 
RobertlHC-SC/GC/CA@HWC, SoniaH Lindblad1/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC, "Stephanie Chandler" <stephanie.chandler@hc-sc.gc.ca> 
2010-12-2910:41 AM 
Re: SF: 10:00am Friday December 31, 2010, 10-127340 - 194 - Action Request - Follow-up to 
the December 21,2010, internal meeting to discuss scheduling salvia divinorum under the 
Controlled Drugs and Substances Act and relativity with NHP regulations 

This is the note for PCO, and it will need to be a briefing note. 

Thanks 

Cyndi Vaughan 

Director General's Office (DGO) / Bureau de la Directrice generale 
Controlled Substances and Tobacco Directorate (CSTD) / Direction des substances contr61ees et de la 
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lutte au tabagisme (DSCL T) 
HECS/SESC 
Health Canada 1 Sante Canada 
123 rue Slater Street 1 AL: 3509A 
Tel: (613) 946-3596 
cyndi.vaughan@hc-sc.gc.ca 

Jocelyn Kula 
CyndiVaughan 

Just to be clear- this is the note for PCO that we ... 

----- Original Message ----
From: Cyndi Vaughan 
Sent: 2010-12-29 09:28 AM EST 
To: Jocelyn Kula 

2010-12-2909:31:54 AM 

ec: CSTD-OCS-DO; SoniaH Lindblad1; Paula Robert; Stephanie Szick 
Subject: BF: 10:00am Friday December 31, 2010, 10-127340 - 194 Action 

Request Follow-up to the December 21, 2010, internal meeting to discuss 
scheduling salvia divinorum under the Controlled Drugs and ~ubstances Act and 
relativity with NHP regulations 
Please provide one Briefing Note as per exchange below between Jesse and Stephanie. Due in DGO by 
Friday December 31, 10:00am. 

Thank you 

CyndiVaughan 

Director General's Office (DGO) 1 Bureau de la Directrice generale 
Controlled Substances and Tobacco Directorate (CSTD) 1 Direction des substances contrOlees et de la 
lutte au tabagisme (DSCL T) 
HECS/SESC 
Health Canada 1 Sante Canada 
123 rue Slater Street 1 AL: 3509A 
Tel: (613) 946-3596 
cyndi.vaughan@hc-sc.gc.ca 
----- Forwarded by Cyndi Vaughan/HC-SC/GC/CA on 2010-12-29 09:20 AM -----

From: Stephanie SzicklHC-SC/GC/CA 
To: Jesse Arnup-Blondin/HC-SC/GC/CA@HWC 
Cc: CSTD-DGO, Linda Corrigan/HC-SC/GC/CA@HWC, Michel Prud'Homme/HC-SC/GC/CA@HWC, 

Karen Schwerdtfeger/HC-SC/GC/CA@HWC, Linsey HoliettlHC-SC/GC/CA@HWC 
Date: 2010-12-29 08:06 AM 
Subject: Re: Fw: 10-127340 - 194 - Action Request - Follow-up to the December 21, 2010, internal 

meeting to discuss scheduling salvia divinorum under the Controlled Drugs and Substances Act 
and relativity with NHP regulations 

Thanks Jesse, 

Karen and Linsey -- please let us know on process for this BN. 

Cyndi - - this will need to be tasked to OCS for a quick turn around to DGO as the BN is due in MBU next 
Tuesday, Jan. 4/11. 

Stephanie Szick 
Director General's Office 1 Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) 1 
Direction des substances contrOlees et de la lutte au tabagisme (DSCL T) 
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Health Canada / Sante Canada 
Tel/Tel: (613) 948-8651 

Jesse Arnup-Blondin 
Stephanie Szick 
Paula Robert 

Hi Stephanie - I will advise MBU that #1 and .. . 
Hi Jesse, Further to our conversation --- in resp .. . 
Paula Robert Correspondence Officer / Adjointe .. . 

2010-12-2412:58:03 PM 
2010-12-2412:46:17 PM 
2010-12-2412:08:51 PM 
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Fw: BF: 10:00am Friday December 31,2010,10-127340 - 194 - Action Request - Follow-up to the 
December 21, 2010, internal meeting to discuss scheduling salvia divinorum under the Controlled Drugs 
and Substances Act and relativity with NHP regulations 
Cyndi Vaughan 
to: 
Jocelyn Kula 
2010-12-29 12:22 PM 
Cc: 
CSTD-OCS-DO, "Denis Arsenault", Paula Robert, SoniaH Lindblad1, Stephanie Szick, "Stephanie 
Chandler" 
Show Details 

Confirmation received that this is the template to use. 

Thank you 

Cyndi Vaughan 

Direct{)r General's Office (DGO) / Bureau de la Directrice generale 
Controlled Substances and Tobacco Directorate (CSTD) / Direction des substances controlees et de la lutte au 
tabagisme (DSCL T) 
HECS / SESC 
Health Canada / Sante Canada 
123 rue Slater Street / AL: 3509A 
Tel: (€>13) 946-3596 
cyndi. vaughan@hc-sc.gc.ca 
----- Forwarded by Cyndi Vaughan/HC-SC/GC/CA on 2010-12-29 12:12 PM -----

From: Cyndi Vaughan/HC-SC/GC/CA 

To: Jocelyn Kula/HC-SC/GC/CA@HWC 
Cc: CSTD-OCS-DO, "Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, Paula RobertlHC-SC/GC/CA@HWC, SoniaH Lindblad1/HC-

SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC, "Stephanie Chandler" <stephanie.chandler@hc-sc.gc.ca> 

CatEJ 2010-12-2910:41 AM 
Re: SF: 1 0:00am Friday December 31, 2010, 10-127340 - 194 - Action Request - Follow-up to the December 21, 2010, internal 

meeting to discuss scheduling salvia divinorum under the Controlled Drugs and Substances Act and relativity with NHP regulations 

Hi Jocelyn, 

This is the note for PCO, and it will need to be a briefing note. 

Thanks 

Cyndi Vaughan 

Director General's Office (DGO) / Bureau de la Directrice generale 
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Fw: 
Jocelyn Kula to: Stephanie Chandler 2010-12-3003:25 PM 

Jocelyn Kula 
Acting Director/ Directrice par interim 
01fice of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
---.. - Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2010-12-30 03:25 PM -----

From: Jocelyn Kula/HC-SC/GC/CA 
To: Cathy A Sabiston/HC-SC/GC/CA@HWC 
Cc: 
Date: 

SoniaH Lindblad1/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
2010-12-21 10:32 AM 

Subject: Re: 

1) Timelines: 

NOI can go as soon as it is approved; typically the Canada Gazette office needs 6 business days with the 
content before it is printed but they have special deadlines over the holidays, Le. cut off for January 1, 
2011 edition is today and cut off for January 8, 2011 edition is December 29, 2011; CG I is printed every 
Saturday ..... 

Comment period for an NOI is typically 30 days and then we would need time to review all responses 
received (if any) and factor into our RIAS/ regs package. 

Most important next step is to get triage statement completed and over to TB for review; we have not 
engaged them on this file as of yet. 

Remaining steps are then to build rest of regs package, i.e., RIAS (based on scheduling lAS), memo to 
the Min, supp note (if we deem one necessary), etc. Note that we also have never flagged salvia in our 
drafting priorities so there would also have to be some negotiating with the drafting service if the 
Department really wants to move on this. 

Bottom line is that the earliest we could probably be in CG I is June 2011. 

2) NHPs 

You have probably seen the exchanges between MO and HPFB last night and their response reo 
compliance. At the end of the day, this is an issue we will have with any plant that has psychoactive 
properties and is not yet regulated as a controlled substance, Le., a plant that has hallucinogenic 
properties will always meet the definition of an NHP according to the NHP regs, and thus it would be 
wrong of HC not to state clearly that it is illegal for unauthorized NHPs to be sold in Canada. The problem 
is, and HPFB knows this, is that all of the product coming into Canada and being sold in Canada is not 
coming in as an NHP or being sold as any kind of health product, nor is it being sold as having 
hallucinogenic properties. Instead, it comes in as a consumer product, probably labelled as incense or 
room aromatizer, and people buy it and use it for a totally different purpose. And, this is why, despite all 
the language in our lines around potential compliance and enforcement actions under the Food and Drugs 
Act, HPFB has never prioritized action on Salvia. Also why I think we should move to some slightly softer 
language around NHP classification in our recent media responses (talked to Stephanie about this 
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yesterday), as to me, the whole NHP classification issue is really a bit of smoke and mirrors. Even if we 
were not recommending scheduling under the CDSA as we are now, I don't think that HPFB would be 
leaping out of the gate with an aggressive compliance and enforcement plan ..... 

I will bring a copy of the lAS with me for when we meet, as well as a copy of the updated NOI, media lines 
and QP. See you at 12:30. 

Jocelyn 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Cathy A Sabiston Looks like salvia mtg will go ahead and I will att ... 

From: 
To: 

Cathy A Sabiston/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2010-12-21 09:07:59 AM 

Cc: 
Date: 

SoniaH Lindblad1/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
2010-12-2109:07 AM 

Subject: Re: 

Lool<s like salvia mtg JliHgo ahead and I will attend with you 

What is the natural health product issue? 

And what is timeline for noi and then cg1? 

We shld probably meet around 12:40 at tunneys. 

Thx. Cas 
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Salvia triage statement draft v.1 
Chandler to: Denis Arsenault 2010-12-3110:06 AM 

Hi Denis, 

First draft of the Salvia triage statement for your review (and possibly discussion?) 

Salvia Triage_Dec 22 201 O.rtf 

I have left a file with a hard copy of this document as well as the Salvia stakeholder docs I emailed 
yesterday in your inbox. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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1+1 Treasury Board of Canada 
Secretariat 

Secretariat du Conseil du Tresor 
du Canada 

Triage Statement Form 

Section I: Overview 

V.l 

Security classification 

Protected B 

Date received by RAS: 

Title of the Regulatory Proposal: Addition of Salvia divinorum find salvin orin A to 
Schedule III of the Controlled Drugs and Substances Act (C])SA) 

Sponsoring Regulatory Organization(s): Health Can~da 

Staltutory Authority: Controlled Drugs and Substances Act (CDSA) 

Approximate date of submission of regulatory proposa!:tf)RAS: 2011 

Issue 
Salvia divino rum (s. divinorum) is a species of sage belonging to the mint family. Its leaves are 
generally chewed or smoked to obtain psychotropic effects. While uncertainty remains 
surrounding the health risks of S. divinorum, known effects are reported to be short-acting in 

nature and include hallucinations, dysphoria, out-of-body experiences, unconsciousness and 
short-term memory loss. The effects, which vary from person to person, are also often described 
as unpleasant. Neither S. divinorum nor its main active ingredient salvinorin A are currently 

included in any of the Schedules to the Controlled Drugs and Substances Act (CDSA). 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. Results from the Canadian Alcohol and Drug Use 
Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and older 
reported having used_&:1iYinoru~ at least once in their lifetime, and that youth aged 15-24 were 
much more likely to have used it than adults aged 25 years and older. The results from the 

Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have use~ 

Qivinorum in the past year. Moreover, the 2009 Ontario Student Drug Use and Health Survey 

(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% of these students reported using this substance in the past year. Given its 

C "'11 •• 
"} rl " rt #"} 
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1+1 Treasury Board of Canada 
Secretariat 

Secretariat du Conseil du Tresor 
du Canaeia 

unknown effects and pharmacological similarity to other substances included in Schedule III to 

the CDS-,) such as LSD and psilocybin, Health Canada is concerned that the ready availability 

and use of S. divinorum pose\ a risk to the health and safety of Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Na~~~ SuM-/tiflceS;' 
Drug Control Conventions, a number of countries have chosen to regulate one or both.as 

controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 

Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 

and/or salvinorin A. Some American states have also implemented laws restricting their use, 

sale and/or distribution. 

Objectives 
Including S. divinorum and its main active ingredient salvinorin A in Schedule III to the 

Controlled Drugs and Substances Act (CDSA) would prohibit: possession, trafficking, 

possession for the purpose oftrafficking, importation, exportation, possession for the purpose of 

exportation, and production (or cultivation). 

Presently, products containing S. divinorum or salvinorin A that are marketed as hallucinogens 

are considered unauthorized natural health products and may be subject to compliance and 

enforcement actions under the Food and Drugs Act (FDA). However, most products containing 

these substances are not marketed in this way and therefore administrative regulations under the 

FDA cannot be applied or enforced. The control of S. divinorum and salvinorin A under the 

CDSA will enable law enforcement agencies to take action against suspected illegal activities 

involving these substances. Control measures for substances listed in the CDSA are more 
stringent than for substances regulated under the FDA. The CDSA also sets out penalties for 

illegal activities involving substances listed in its Schedules. 

5'. J;';'Af\JYV\ ($" SO-\';;('Of'Il\. A 
Scheduling these Sl:fBstaas8S llilder the CDSA will reduce the risks associated with the increased 
use and unknown effects of 8.~/~vl1zlili?itt'S'a}fu~oriH A. In this way, the control of S. 
divinorum and salvinorin A under the CDSA will protect the health and safety of Canadians, 
partiCUlarly youth. 

Description 
Health Canada is proposing to include the following substances in Schedule III to the CDSA: 

• Salvia divinorum; and 
• Salvinorin A 

11 ___ ;]~1 
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Page(s) 002162 to\a 002173 

Is(Are) exempted pursuant to section(s) 

est(sont) exemptee(s) en vertu de(s)(I')article(s) 

21 (1 )(a), 21 (1 )(b) 

of the Access to Information Act 

de la Loi sur I'acces a I'information 



1+1 Treasury Board of Canada 
Secretariat 

Secretariat du Conseil du Tresor 
du Canada 

The regulat01Y organization should provide a rationale in writing if the regulatory organization 

wishes to obtain an exemption from RAS on some of the requirements listed above: 

RAS should list any additional requirements for this proposal, such as policy cover, program 
funding, or other information: 

In the case of a MAR, RAS approves the use of the MARs process: 

Yes D No D 

Departmental sign off (Director): 

Name and title (print): 

Date: 

Name and address of depa!1menta!:Eontact person(s):~ 

RAS signofL(unalyst): 

Date: 

The regulatory organization~l1()Uld send two signed copies of the final Triage Statement to RAS. 

RAS will then sign the two Tliage Statements and return one copy to the regulatory organization. 

Regulatory Affairs Sector 
Treasury Board of Canada Secretariat 
155 Queen Street 

Ottawa ON KIA OR5 

Canada 

C _11* • . ~n~n~ 
002174 



.-- ---- ----_._" , •• "'---~--".-- _ ... ---_.- •• _,. ,"-". -""--~,-- - .-----."~.-.~ .• - "~~~ ~'"~~--"~. -- ,._q ... _.- ~ "-- ~- --~~>-- .. ---

w~"V,.'?;>r~~~c._A~§o~\Q>n<?I'\. ..... .. 
~'CN\ .... A-s~ah~I\. .. d tJC{rJyro;afh,'~ ))cfors 
~~ Pu~l;'c ~~ IhSD~a.h01 ........ . 

(Vetfvral ~lX fk/.uch- ;1~c,v~ or-~ 

~s-rO - ~~v- o+~ C-vver~k ~+s -~ f1 
~.-cV - t2-~ \) - \, 1\ -?u '0\\ ~ S 

Ov~'oA ~+vJ ~ '-R ASSb c(~c\\O'\ 
( l, /'"l L _ C\ _I III 

002175 



Group List Names for the Office of Controlled Substances 
in the Stakeholder Information Management System (SIMS) 

Business, Information and Authorization Division 

t!il0-RCMP 
CSTD - Police 

STD - Alberta Law Enforcement 
CSTD - British Columbia Law Enforcement 
CSTD - Manitoba Law Enforcement 
CSTD - New Brunswick Law Enforcement 
CSTD - Newfoundland and Labrador Law Enforcement 
CSTD - Northwest Territories Law Enforcement 
CSTD - Nova Scotia Law Enforcement 
CSTD - Nunavut Law Enforcement 
CSTD - Ontario Law Enforcement 
CSTD - Prince Edward Island Law Enforcement 
CSTD - Quebec Law Enforcement 
CSTD - Saskatchewan Law Enforcement 
CSTD - Yukon Law Enforcement 

Licences and Permits Division 

CSTD - Class A Precursor Licensed Dealers 
:2-. 

CSTD - Class A Precursor Licensed Dealer - SPIC 
CSTD - Class A Precursor Licensed Dealer - RPIC 
CSTD - Class B Precursor Licensed Dealer - SPIC 

D - Controlled Substances Licensed Dealers - QPIC 
CSTD - Industrial Hemp Licensed Dealers 

So o~·· 
Regulatory Policy Division ~ o!"' ~ 

"50 
/~('lL 

..-::::? CSTD - RPD - Deans of Canadian Universities ~ ~kJ . 
CSTD - RPD - PIT Licensing Authorities ~ VL. + 
CSTD - RPD - PIT Licensing Authorities - Registrars of ~mCl£Y 
CSTD - RPD - PIT Licensing Authorities - Registrars of Physicians and Surgeons 
CSTD - RPD - PIT Licensing Authorities - Registrars of Dental Surgeons 
CSTD - RPD - PIT Licensing Authorities - Registrars of Veterinary Medicine 
CSTD - RPD - PIT Licensing Authorities - Registrars of Nursing 
CSTD - RPD - PIT Licensing Authorities - Registrars of Podiatry 
CSTD - RPD - PIT Licensing Authorities - Registrars of Midwives 

...:;:::;- CSTD - RPD - PIT Licensing Authorities - Registrars of Naturopathy7 
CSTD - RPD - Professional Associations 
CSTD - RPD - Professional Associations - Pharmacy Associations 
CSTD - RPD - Professional Associations - Medical Associations 
CSTD - RPD - Professional Associations - Dental Associations 
CSTD - RPD - Professional Associations - Veterinary Associations 
CSTD - RPD - Professional Associations - Midwives Associations 

J'bt..!~"D - r ss NUirrssminigg?\sSOE:iatians-----.: 
CS!D - RPD - Professional Associations - Podiatry Associations , ()~,.\ ~.L b'1 
esT!) - RPD - Prof5sioD~ti~!;iations ~ I""" lV,ill'\YY' 

CSTD - RPD - Professional Associations - Other Health Professional Associations 
CSTD - RPD - PIT Deputy Ministers of Health G, f1 p~A 

~CSTD - RPD - Trade Associations-'S't:>·"'I\L v _ "",)l}riC 
CSTD - RPD - Other Government Departments'\. t>, PiNC "{..h 1/1j 
CSTD - RPD - Health Related NGO~ ~ 1 . l cS'j9(r. 

fW-'"f r\PFSI? ~ CBS-A 1 R. b \,;( -SC~k-Jv 
/' ('1'4~\.,\'4., " ' ! 

- c. ~R ~\CV c.... 'S: cSr<. +y ~''(J'ht' 
National Compliance and Exemption Division ~ /'~ J.,-.P 

f fdfttl'V-"iJ l~.£,~W IVA 

CSTD - NCED - Research Institutions_ - ~ ~_ L cP.)(~ 
CSTD - NCED - Provincial Licensing Bodies J ;ttn: - _ pi pi;' Cor<"'-rv--:..-l,-~ o~ ~'os~c..o Abls-e? " 

4~(v1 ~I\~ 
(}(\.~vt,U 

~~-
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HEeSB SIMS Stakeholder Types and Sub-types 
FINAL April 7, 2010 

This classification scheme describes stakeholder types and sub-types for 
HECSB SIMS. Please include in the Excel template both a stakeholder type and 
sub-type(s), where available, selected from this table. An organization can be 
assigned only one single stakeholder type, however multiple sub-types can be 
selected if they exist, and are applicable. 

Stakeholder 
Types 
Academia! 
Education and 
Research 

Stakeholder 
Sub-types 

Description 

Organizations involved in providing academic expertise, teaching 
and/or research, in a broad range of disciplines (e.g. physical sciences, 
social sciences) or vocations. They generally don't sell their 
technology or results of scientific research for a profit. In the case 
where it is profit driven, it needs to be classified as an Industry 
organization. The purpose of Health Canada's involvement with these 
nrmmi7ations is essentially due to their expertise in respective fields. 

organizations with a focus on providing 
r education. Academia is a collective term 
lents and scholars engaged in higher 

--/~--~---~.---------..c::". ~}ducation is the process by which society 

CQ~. ~~~_~<S~:::-_R-fl- 'S ~\.~ ~ '\ accumulated ~o~led?e, values, and skills 
~~-----~-~----~ lother through mstltutlOns. 

- ~~~\~E:':C>~~_~ ~~ __ ~a...~~~ ~--~--J public schools, vocational schools 

j\.:::C:> \ iationILicensinglStandards: Accreditation 
"". iification of competency, authority, or 

.. fJ ti~J~ ~ L~sc..... '{o(\.j "':5 Certification refers to the confirmation of 
~-~---- 'an object, person or organization. This 

~~-=~S.\2\~ ~__ !vided by some form of external review, 
_ . f\ ------------------ --i Organizations that issue credentials or certify 

---~6X-CJ.~g.-~ __ k_..L'9 t-\ ~e..d ~ial standards are themselves formally 
- ~ ~\ r ------~----------------------on bodies. Licensing organizations have 

----- i"'..:. ~-~--~.?:::.c:::-~t?:~~ __ ~ ____ ~_ ;sion or 'license' to another party as an 

~-4!~/~+ri-~CQ!~~~_~LV2Uk;/, __ ~ --~~ ~------_~~ ~~7z:~:~~~~~~a:i~:~~~~~~~~~dards. e.g. 

-- r Accreditation Cooperation, Standards 

,slBoards: includes any non-profit 
il primary focus on academia, education 

fTeachers, Canadian Research and 
-- -.-- -~- ~ --~. - ~~------ I.ssociation, Association of Canadian University 
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HEese SIMS Stakeholder Types and Sub-types 
FINAL April 7, 2010 

This classification scheme describes stakeholder types and sub-types for 
HECSB SIMS. Please include in the Excel template both a stakeholder type and 
sub-type(s), where available, selected from this table. An organization can be 
assigned only one single stakeholder type, however multiple sub-types can be 
selected if they exist, and are applicable. 

Stakeholder 
Types 
Academia! 
Education and 
Research 

Stakeholder 
Sub-types 

Academia! 
Education 

Accreditation! 
Certification! 
Licensing! Standards 

Associations/Societies/ 
Boards 

Description 

Organizations involved in providing academic expertise, teaching 
and/or research, in a broad range of disciplines (e.g. physical sciences, 
social sciences) or vocations. They generally don't sell their 
technology or results of scientific research for a profit. In the case 
where it is profit driven, it needs to be classified as an Industry 
organization. The purpose of Health Canada's involvement with these 
organizations is essentially due to their expertise in respective fields. 

o AcademialEducation: organizations with a focus on providing 
academic expertise and/or education. Academia is a collective term 
for the community of students and scholars engaged in higher 
education and research. Education is the process by which society 
deliberately transmits its accumulated knowledge, values, and skills 
from one generation to another through institutions. 
e.g. universities, colleges, public schools, vocational schools 

o Accreditation!Certification/Licensing!Standards: Accreditation 
is a process in which certification of competency, authority, or 
credibility is presented. Certification refers to the confirmation of 
certain characteristics of an object, person or organization. This 
confirmation is often provided by some form of external review, 
education or assessment. Organizations that issue credentials or certify 
third parties against official standards are themselves formally 
accredited by accreditation bodies. Licensing organizations have 
authority to grant permission or 'license' to another party as an 
element of an agreement between those parties. Standards 
organizations have a recognized authority to establish standards. e.g. 
International Laboratory Accreditation Cooperation, Standards 
Council of Canada 

o Associations/SocietieslBoards: includes any non-profit 
organization that has a primary focus on academia, education 
and/or research 
e.g. Canadian Society of Teachers, Canadian Research and 
Institutional Planning Association, Association of Canadian University 
Planning Programs 
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Blood/Cell, 
Tissue and 
Organ 

Community 
and Consumer 
Groups 

Research 

Blood Industry 

Blood Organizations 

CelllTissue/Organ 
Industry 

CelVTissue/Organ 
Organization 

Aboriginal 

Children 

Civil SocietieslUnions 

Consumer 
Organizations 

Disabilities 

EnvironmentlEcology 

Linguistic Minorities 

o Research: organizations (e.g. centers of excellence, institutes, etc) 
with a focus on research (e.g. scientific, applied, quantitative, 
qualitative), which could be in a broad range of disciplines. e.g. 
National Research Centre for Environmental Toxicology 

o Blood Industry: For-profit activities related to blood components. 
e.g. Cangene Corporation 

o Blood Organizations.: Operates on not-for-profit basis and the 
business is related to blood components. e.g. Canadian Blood Services 

o Cell/Tissue/Organ Industry: Business line is related to cells, 
tissues and organs. e.g. Bone Bank Allograft 

o CelVTissue/Organ Organization: Not for profit organizations with 
a mandate related to cells, tissues and organs. e.g. Canadian 
Association of Eye and Tissue Bank. 
These are often non-profit organizations. Sub-types are based on their 
mission and segment/group of the popUlation/community they 
represent. Multiple sub-types can be selected. 

o Aboriginal: e.g. Congress of Aboriginal Peoples, Manitoba 

o Children: e.g. INF ACT Canada (Infant Feeding Action Coalition), 
day care/child care 

o Civil SocietieslUnions: Often non-governmental organizations and 
community groups that would want to become involved with 
collective action on shared visions beyond exercising right of vote on 
governance. When an interest group is not captured within the other 
sub-groups then they may be captured as civil societies. 
e.g. The Council of Canadians, Canadian Health Coalition, 

Democracy Watch, Family Services Canada. Labor & Union groups. 

o Consumer Organizations: Represent the interests of consumers. 
e.g. Consumers Association of Canada, Consumers Council of 
Canada 

o Disabilities: The groups representing disabilities should not be 
considered as part of the Patient and Prevention type. 
e.g. Canadian Association of the Deaf, Canadian National Institute for 
the Blind, Canadian Paraplegic Association, Heart and Stroke 
Foundation 

o EnvironmentlEcology: e.g. Sierra Club, Green Peace 

o Linguistic Minorities: Represent the interest of either the English 
or French community where it is the minority language in a given area 
or of a province. 
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Enforcement! 
Fire and 
Rescue 

Government 

Multi-faith 

Multicultural 

Seniors 

Women 

Youth 

Associations/Societies/ 
Boards 

Fire and Rescue 

Police 

Other 

e.g. Association des universites de la francophonie canadienne 

o Multi-faith: e.g. Anglican Church of Canada, Maritime Sikh 
Society 

o Multicultural: e.g. Canadian Council on Multicultural Health 

o Seniors: e.g. Active Living Coalition for Older Adults 

o Women: e.g. National Council of Women of Canada, Women and 
Health Protection 

o Youth: e.g. Big Brothers Big Sisters of Canada, Girl Guides of 
Canada 

Enforcement is a term used to describe either an organization that 
enforces the laws of one or more governing bodies, or an organization 
that actively and directly assists in the enforcement oflaws. In doing 
so, the enforcement organization assists the governing bodies to 
provide governance for their subjects and maintains social control. 

Sub-type selections include Associations/SocietieslBoards , Fire and 
Rescue, Police, and Other 

Associations/SocietieslBoards: include any organization that has a 
primary focus on enforcement and/or fire and rescue. 
e.g. Canadian Association of Chiefs of Police 

Fire and Rescue includes organizations that provide operations or 
services that usually involve the saving of life, or prevention of.ini.!!rY 
fire service. Fire and rescue services can fall within 
provincial/territorial, or municipal government responsibilities. 
e.g Fire Marshals, Fire Commissioners; Municipal: Fire Chiefs, Fire 
Departments ; Emergency Medical Services 

Police includes those agencies that provide police services, usually of 
the executive branch of government, empowered to enforce the law 
and to ensure public and social order through the legitimized use of 
force. This includes also, RCMP-Royal Canadian Mounted Police
Canada's national police service and an agency of the Ministry of 
Public Safety Canada. 
e.g. Ontario Provincial Police, Ottawa Police, Royal Canadian 
Mounted Policy 

Other: organizations that have a focus on enforcement and/or fire and 
rescue, that do not fit the description for the above sub-types. 

Sub-type selections include four levels of Governments i.e. Federal, 
Provincial, Municipal and Territorial. 
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Federal Federal: e.g. United States Food and Drug Administration, 
Environment Canada, Canada Border Services Agency, Public Safety 
Canada 

Municipal. 
Municipal: e.g. City of Ottawa 

Provincial 
Provincial: e.g. Ontario Ministry of Health and Long-Term Care 

Territorial 
Territorial: e.g. Northwest Territories Department of Health 

Industry Overall Industry represents a large range of entities (e.g. companies, 
manufacturers, banks, associations supporting a specific stream of 
trade) with the common goal of generating profit for goods or services 
it provides. The range of entities can be extensive therefore the list of 
sub-types are intended to include more common products/commodities 
and industry establishment types encountered for Health Canada. If 
the sub-types are not applicable then it is recommended to select 
"Other goods and services". 

To optimize industry characterization multiple sub-types can be 
selected, for example commodity and establishment types. 

Agriculture o Agriculture: e.g. CropLife Canada 

Associations/Societies/ o Associations/SocietieslBoards: Organizations, for-profit or not-for 
Boards profit, that have a focus on supporting industry. e.g. Non-Prescription 

Drug Manufacturers Association of Canada, Canadian Chemical 
Producers Association, Canadian Horticultural Council 

Biologics and Genetic o Biologics and Genetic Therapies and Radiopharmaceuticals: e.g. 
Therapies and Confab Laboratories 
Radiopharmaceuticals 

Chemicals/Gas/ o Chemicals/Gas/Reagents: e.g. Dow Chemicals Ltd. 
Reagents 

Consultants o Consultants: are firms of professionals who provide advice in a 
particular area of expertise. 

Cosmetics and o Cosmetics and Personal Care Products: Cosmetics are substances 
Personal Care used to enhance or protect the appearance or odor of the human body. 
Products Personal Care Products are consumer products used for beautification 

and in personal hygiene. e.g. A von Canada 

Consumer Products o Consumer Products: are generally any tangible personal property 
that is used for personal, family or household purposes. e.g. Proctor & 
Gamble Co., Mattel Inc. 

Distributors o Distributors: An establishment that sells primarily to retailers, other 
merchants or industrial, institutional, and commercial users, mainly for 
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Drugs 

Education/Communic 
ations/Marketing 

Environment 

Food! Alcohol! 
BeverageslFood 
AdditiveslNutrition 

ImporterlExporter/ 
Brokers 

Manufacturers 

Medical Devices 

Natural Health 
Products 

Other Goods and 
Services 

resale or business use. Includes wholesalers, distribution centers for 
retail chains and district offices. 

o Drugs: e.g. Bayer HealthCare 

o EducationlCommunications/Marketing: an establishment 
involved in marketing, public relations or communications activities. 
e.g. Small World Media Group, Eden Advertising 

o Environment: e.g. for-profit organizations providing 
restoration/remediation services for contaminated land, consulting 
services, involved in removal/transport/disposal of environmental 
contaminants 

o Food!Alcohol/BeverageslFood AdditiveslNutrition: It can include 
alcoholic beverages and water. e.g. McCain Foods Ltd. 

o ImporterlExporter/Brokers: An establishment primarily engaged 
in the importation of products for sale in Canada or the exportation of 
products manufactured in Canada. It includes firms/consultants/agents 
licensed by Canada customs authorities, which work on behalf of 
traders, for example, representing the importer/exporter when dealing 
with customs authorities. 

o Manufacturers: An establishment primarily engaged in the 
manufacturing of products for use or sale. It is most commonly 
applied to industrial production, in which raw materials are 
transformed into finished goods on a large scale. Such finished goods 
may be used for manufacturing other, more complex products, or sold 
to wholesalers, who in tum sell them to retailers, who then sell them to 
end users- the "consumers. Also includes firms that package or re
label products under their own branding/logo. 

o Medical Devices: e.g. Bayer Healthcare, Cook Canada, MedTronic 
Canada, 3M Canada 

o Natural Health Products: e.g. Asian Herbs and Nutritionals 

o Other Goods and Services: those organizations not represented by 
any of the above sub-types. e.g. courier services, insurance companies 
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Retailers o Retailers: An establishment selling products directly to consumers. 
Includes vendors. 

Research and o Research and Development: An establishment, operating in a for-
Development profit context, primarily engaged in creative work, undertaken on a 

systematic basis, in order to develop new products and/or services. 

Tobacco o Tobacco: e.g. Imperial Tobacco Group 

Veterinary Drugs o Veterinary Drugs: e.g. Schering-Plough Animal Health, Novartis 
. Animal Health 

Livestock Aquaculture Livestock Producers are in fact a category of Industry but are 
Producers Bees identified separately. 

Cattle 
Eggs 
Goats 
Horses 
Milk 
Poultry 
Sheep 
Swine 
Other 

Media Includes organizations that are designed to reach large audiences 
using tools such as newspapers, radio, TV etc. 
e.g. Canadian Health and Lifestyle Magazine, L'Actualite Medicale 

Patient and Organizations that have activities related to supporting patients 
Prevention suffering from particular diseases; such as advocacy for research and 
Groups treatment to eliminate disease; education and health promotion in 

order to prevent disease onset or early detection. 

There are large numbers of organizations representing different 
diseases. Many of the disease focused organizations are likely to 
undertake activities for both patient and healthy populations. The 
patient groups should not be mixed up with disability groups-which 
are included under 'Community and Consumer Groups' type. 

e.g. National Society of Disease Prevention, Canadian Cancer Society, 
Canadian Lung Association 
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Professionals 
Health 

Professionals 
-Non Health 

Associations/ 
SocietieslBoards 

Accreditation! 
Certification! 
Licensing/Standards 

Clinic/Hospitals/ 
Health Centers 

Licensed 
Practitioners 

Other 

Associations! 
SocietieslBoards 

Accreditation! 
Certification! 
Licensing/Standards 

Includes organizations/associations formed around members for their 
expertise in their respective fields of human and/or animal health, in 
order to deliver the services. Organizations in this case are dependent 
on the expertise of those who deliver the services. 

o Associations/SocietieslBoards: e.g. Canadian Anesthesiologists 
Society, Canadian Association of Naturopathic Doctors, Canadian 
Nursing Association 

o Accreditation!Certification/Licensing/Standards: Accreditation 
is a process in which certification of competency, authority, or 
credibility is presented. Certification refers to the confirmation of 
certain characteristics of an object, person or organization. This 
confirmation is often provided by some form of external review, 
education or assessment. Organizations that issue credentials or certify 
third parties against official standards are themselves formally 
accredited by accreditation bodies. Licensing organizations have 
authority to grant permission or 'license' to another party as an 
element of an agreement between those parties. Standards 
organizations have a recognized authority to establish standards. 
e.g. World Health Organization (WHO), Royal College of Physicians 
and Surgeons, College of Veterinarians of Ontario, Pharmacy 
Examining Board of Canada 

o Clinics/Hospitals/Health Centers: e.g. Ottawa Civic H~spital 

o Licensed Practitioners: organization having a specialized type of 
licensed health practitioner e.g. podiatrist, chiropractor 

o Other: organizations that do not fit descriptions of the above sub
types. 

Represents organizations formed around members for their expertise 
in their respective fields, other than human, animal and/or 
environmental health, in order to deliver the services. Organizations in 
this case are built around those professionals or vice versa. 

o Associations/SocietieslBoards: Organizations with a focus on the 
interests of non-health professions. 
e.g. Canadian Law and Society Association 

o Accreditation!Certification/Licensing/Standards: Accreditation is 
a process in which certification of competency, authority, or credibility 
is presented. Certification refers to the confirmation of certain 
characteristics of an object, person or organization. This confirmation 
is often provided by some form of external review, education or 
assessment. Organizations that issue credentials or certify third parties 
against official standards are themselves formally accredited by 
accreditation bodies. Licensing organizations have authority to grant 
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permission or 'license' to another party as an element of an agreement 
between those parties. Standards organizations have a recognized 
authority to establish standards. 
e.g. Canadian Engineering Accreditation Board, International 
Standards Organization, International Electrotechnical Committee 

Ethicists o Ethicists: e.g. Canadian Bioethics Society 

Other o Other: e.g. Intersol Consulting Associates, law firms, lawyers, legal 
aid 
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10-127340-194 

BRIEFING NOTE TO THE MINISTER'S OFFICE 

Regulatory Status of Salvia divinorum in Canada 

ISSUE: 

To respond to a request from the Privy Council Office (PCO) for more information 
regarding the current regulatory status of Salvia divino rum in Canada further to recent 
media attention surrounding this plant. 

BACKGROUND: 

Salvia divinorum is a species of sage belonging to the mint family. Both the plant Salvia 
divinorum and its main active ingredient salvinorin A are known to have ee.tft physical 
and mental effects which include hallucinations, out-of-body experiences, uncontrollable 
laughter, short-term memory loss and loss of consciousness. 

Media interest surrounding Salvia divinorum is recurrent. Questions regarding this 
substance generally focus on its legality. Recently, a number of media reports have 
commented on a Y ouTube video which reportedly shows the young Hollywood celebrity 
Miley Cyrus smoking Salvia divinorum. There have also been several reports from 
scientific and media sources, indicating that Salvia divino rum has the potential for abuse, 
and is used by adolescents and young adults for its hallucinogenic properties. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, 1.6% of Canadians aged 15 years and older reported having used S. 
divinorum at least once in their lifetime, and that youth aged 15-24 were much more 
likely to have used it than adults aged 25 years and older. The results from the Canadian 
2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. 
divinorum in the past year. Moreover, the 2009 Ontario Student Drug Use and Health 
Survey (OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever 
using S. divinorum and 4.4% of these students reported using this substance in the past 
year. 

CURRENT STATUS: 

Neither Salvia divinorum nor its active ingredient salvinorin A are listed under the United 
Nations Drug Control Conventions; as a result, they do not have to be regulated as 
controlled substances in any of the countries (including Canada) that are signatories to 
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these Conventions. Several countries (including Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, South Korea, Spain and Sweden) as well as some American states 
have placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. 

At present, the plant Salvia divino rum is not currently regulated under the Controlled 
Drugs and Substances Act (CDSA) and therefore the plant is not considered to be 
"banned", nor are activities with it considered to be illegal in Canada. Nevertheless, 
when specifically marketed for its hallucinogenic properties, Salvia divino rum meets the 
definition of a natural health product under the Natural Health Products Regulations. To 
date, however, Health Canada has not authorized for sale any natural health products 
which contain Salvia divino rum as an ingredient. The sale of unauthorized natural health 
products containing Salvia divinorum or its active ingredient salvinorin A may be subject 
to compliance and enforcement action by Health Canada under the Food and Drugs Act. 

CONCLUSION: 

Deputy Minister's Office 
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MECS# 10-127340-194 

Branch Head: Paul Glover 
Telephone: 613-946-6701 

Attachment 

Appendix A - Draft Issue Analysis Summary 

002196 



10-127340-194 

BRIEFING NOTE TO THE MINISTER'S OFFICE 

Regulatory Status of Salvia divinorum in Canada 

ISSUE: 

To provide information regarding the regulatory status of Salvia divinorum in Canada 
further to increased7'fhe Privy Council Office has subsequently asked for an information 
note on Salvia divinorum. 

BACKGROUND: 

Salvia divinorum is a species of sage belonging to the mint family. While uncertainty 
remains surrounding the health risks of the plant Salvia divinorum and its main active 
ingredient salvinorin A, l"etI,-physical and mental effects are reported to include 
hallucinations, out-of-body experiences, uncontrollable laughter, short-term memory loss 
and loss of consciousness. 

Media interest surrounding Salvia divino rum is recurrent. Questions regarding this 
substance generally focus on its legality. Recently, a number of media reports have 
commented on a Y ouTube video which reportedly shows the young Hollywood celebrity 
Miley Cyrus smoking Salvia divinorum. There have also been several reports from 
scientific and media sources indicating that Salvia divinorum has the potential for abuse, 
and is being used by adolescents and young adults for its hallucinogenic properties. 

CURRENT STATUS: 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, 1.6% of Canadians aged 15 years and older reported having used S. 
divinorum at least once in their lifetime, and that youth aged 15-24 were much more 
likely to have used it than adults aged 25 years and older. While 0.2% of respondents 
aged 15 years and older reported using Salvia divinorum in the past year, 0.7% reported 
using illicit hallucinogens in the past year. The results from the Canadian 2008-2009 
Youth Smoking Survey also show that 5% of 15 year olds have used S. divino rum in the 
past year. In comparison, 6.9% indicated that they had used other hallucinogens in the 
last twelve months. Moreover, the 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% of these students reported using this substance in the past year. By 
way of comparison, 2.4% of students reported using lysergic acid diethylamide (LSD) in 
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their lifetime and 6.3% of students reported using other hallucinogens (not including LSD 
or phencyclidine (PCP)). 

Neither Salvia divinorum nor its active ingredient salvinorin A are listed under the United 
Nations Drug Control Conventions. As a result, they do not have to be regulated as 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. Several countries, e.g. Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, South Korea, Spain and Swede~s well as some individual 
American states, have however placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. 

At present, the plant Salvia divinorum is not currently regulated under the CDSA and 
therefore the plant is not considered to be "banned", nor are activities with it considered 
to be illegal in Canada. Nevertheless, when specifically marketed for its hallucinogenic 
properties, Salvia divino rum meets the definition of a natural health product under the 
Natural Health Products Regulations. To date most Salvia divinorum products consumed 
for recreational purposes appear however to be sold as "incense" and Health Canada has 
not authorized for sale any natural health products ~ contain,~alvia divinorum or 
salvinorin A as an ingredient. . a-
While the sale of unauthorized natural health products containing Salvia divino rum or its 
active ingredient salvinorin A may be subject to compliance and enforcement actioQ. by 
Health Canada under the Food and Drugs Act (FDA), the penalties applicable to 
incidences of unauthorized sale under the FDA are very low and would likely not deter a 
retailer from continuing to market unauthorized products. 

It is because of this and the surveillance data indicating that there is an interest in Salvia 
divinorum among youth that the Controlled Substances and Tobacco Directorate (CSTD) 
is now proposing to add both substances to Schedule III to the Controlled Drugs and 
Substances Act (CDSA) in order to protect the health and safety of Canadians, 
particularly youth. This action will reduce the potential health and safety risks associated 
with the ready availability, increased use and unknown effects of these substances and 
will thus protect the health and safety of Canadians, particularly youth. The Issue 
Analysis Summary included in Appendix A further outlines the CSTD scheduling 
assessment of Salvia divinorum. s.21(1)(a) 

s.21(1)(b) 

CONCLUSION: 

J • 
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10-127340-194 

BRIEFING NOTE TO THE MINISTER'S OFFICE 

Regulatory Status of Salvia divino rum in Canada 

ISSUE: 

To respond to a request from the Privy Council Office (PCO) for more information 
regarding the current regulatory status of Salvia divinorum in Canada further to recent 
media attention surrounding this plant. 

BACKGROUND: 

Salvia divinorum is a species of sage belonging to the mint family. Both the plant Salvia 
divino rum and its main active ingredient salvinorin A are known to have physical and 
mental effects which include hallucinations, out-of-body experiences, uncontrollable 
laughter, short-term memory loss and loss of consciousness. 

Media interest surrounding Salvia divinorum is recurrent. Questions regarding this 
substance generally focus on its legality. Recently, a number of media reports have 
commented on a Y ouTube video which reportedly shows the young Hollywood celebrity 
Miley Cyrus smoking Salvia divinorum. There have also been several reports from 
scientific and media sources, indicating that Salvia divino rum has the potential for abuse, 
and is used by adolescents and young adults for its hallucinogenic properties. 

CURRENT STATUS: 

Health Canada will inform stakeholders of its proposal by publishing a Notice to 
.. .12 
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Interested Parties (NOI) in Canada Gazette, Part 1. The NOI will provide stakeholders 
and other interested parties with the opportunity to provide comments on the proposal to 
regulate Salvia divinorum and salvinorin A as controlled substances. 

Neither Salvia divinorum nor its active ingredient salvinorin A are listed under the United 
Nations Drug Control Conventions; as a result, they do not have to be regulated as 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. Several countries (including Australia, Belgium, Denmark, Finland, 
Gennany, Italy, Japan, South Korea, Spain and Sweden) as well as some American states 
have placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, 1.6% of Canadians aged 15 years and older reported having used S. 
divinorum at least once in their lifetime, and that youth aged 15-24 were much more 
likely to have used it than adults aged 25 years and older. The results from the Canadian 
2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. 
divinorum in the past year. Moreover, the 2009 Ontario Student Drug Use and Health 
Survey (OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever 
using S. divinorum and 4.4% of these students reported using this substance in the past 
year. 

At present, the plant Salvia divinorum is not currently regulated under the CDSA and 
therefore the plant is not considered to be "banned", nor are activities with it considered 
to be illegal in Canada. Nevertheless, when specifically marketed for its hallucinogenic 
properties, Salvia divino rum meets the definition of a natural health product under the 
Natural Health Products Regulations. To date, however, Health Canada has not 
authorized for sale any natural health products which contain Salvia divino rum as an 
ingredient. The sale of unauthorized natural health products containing Salvia divino rum 
or its active ingredient salvinorin A may be subject to compliance and enforcement action 
by Health Canada under the Food and Drugs Act. 

CONCLUSION: 

s.21(1)(a) 
s.21(1)(b) 

Deputy Minister's Office 
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10-127340-194 

BRIEFING NOTE TO THE MINISTER'S OFFICE 

Regulatory Status of Salvia divino rum in Canada 

ISSUE: 

To provide information regarding the regulatory status of Salvia divinorum in Canada 
further to increased media attention. The Privy Council Office has subsequently asked 
for an information note on Salvia divinorum. 

BACKGROUND: 

Salvia divinorum is a species of sage belonging to the mint family. While uncertainty 
remains surrounding the health risks of the plant Salvia divino rum and its main active 
ingredient salvinorin A, physical and mental effects are reported to include 
hallucinations, out-of-body experiences, uncontrollable laughter, short-term memory loss 
and loss of consciousness. 

Media interest surrounding Salvia divinorum is recurrent. Questions regarding this 
substance generally focus on its legality. Recently, a number of media reports have 
commented on a Y ouTube video which reportedly shows the young Hollywood celebrity 
Miley Cyrus smoking Salvia divinorum. There have also been several reports from 
scientific and media sources indicating that Salvia divinorum has the potential for abuse, 
and is being used by adolescents and young adults for its hallucinogenic properties. 

CURRENT STATUS: 

Results from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that 1.6% of Canadians aged 15 years and older reported having used Salvia· 
divinorum at least once in their lifetime, and that youth aged 15-24 were much more 
likely to have used it than adults aged 25 years and older. This equates to 0.2% of 
respondents aged 15 years and older having reported using Salvia divinorum in the past 
year, compared to 0.7% having reported using other illicit hallucinogens such as lysergic 
acid diethylamide (LSD) and phencyclidine. In addition, the results from the 2008-2009 
Youth Smoking Survey also show that 5% of 15 year olds have used Salvia divinorum, 
compared to 6.9% who indicated that they had used other hallucinogens in the last twelve 
months. Moreover, the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) 
indicated that 5.4% of Ontario students in grades 7-12 reported ever using Salvia 
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s.21(1)(a) 
s.21(1)(b) 

divinorum and 4.4% of those students reported using this substance in the past year. By 
way of comparison, only 2.4% of students reported using LSD in their lifetime while 
6.3% of students reported using other hallucinogens (not including LSD or 
phencyclidine). 

Neither Salvia divinorum nor its active ingredient salvinorin A are listed under the United 
Nations Drug Control Conventions. As a result, they do not have to be regulated as 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. Several countries, e.g. Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, South Korea, Spain and Sweden, as well as some individual 
American states, have however placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. 

At present, the plant Salvia divino rum is not currently regulated under the Controlled 
Drugs and Substances Act (CDSA) and therefore the plant is not considered to be 
"banned", nor are activities with it considered to be illegal in Canada. Nevertheless, 
when specifically marketed for its hallucinogenic properties, Salvia divinorum meets the 
definition of a natural health product under the Natural Health Products Regulations. To 
date most Salvia divinorum products consumed for recreational purposes appear however 
to be sold as "incense" and Health Canada has not authorized for sale any natural health 
products containing Salvia divino rum or salvinorin A as an ingredient. 

While the sale of unauthorized natural health products containing Salvia divinorum or its 
active ingredient salvinorin A may be subject to compliance and enforcement action by 
Health Canada under the Food and Drugs Act (FDA), the penalties applicable to 
incidences of unauthorized sale under the FDA are very low and would likely not deter a 
retailer from continuing to market unauthorized products. 

It is because of this and the surveillance data indicating that there is an interest in Salvia 
divinorum among youth that the Controlled Substances and Tobacco Directorate (CSTD) 
is now proposing to add both substances to Schedule III to the CDSA. This action will 
reduce the potential health and safety risks associated with the ready availability, 
increased use and unknown effects of these substances and will thus protect the health 
and safety of Canadians, particularly youth. The Issue Analysis Summary included in 
Appendix A summarizes the CSTD scheduling assessment on Salvia divinorum. 

CONCLUSION: 
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10-127340-194 

BRIEFING NOTE TO THE MINISTER'S OFFICE 

Regulatory Status of Salvia divino rum in Canada 

ISSUE: 

To provide information regarding the regulatory status of Salvia divinorum in Canada 
further to increased media attention. The Privy Council Office has subsequently asked 
for an information note on Salvia divinorum. 

BACKGROUND: 

Salvia divino rum is a species of sage belonging to the mint family. While uncertainty 
remains surrounding the health risks of the plant Salvia divino rum and its main active 
ingredient salvinorin A, physical and mental effects are reported to include 
hallucinations, out-of-body experiences, uncontrollable laughter, short-term memory loss 
and loss of consciousness. 

Media interest surrounding Salvia divino rum is recurrent. Questions regarding this 
substance generally focus on its legality. Recently, a number of media reports have 
commented on a Y ouTube video which reportedly shows the young Hollywood celebrity 
Miley Cyrus smoking Salvia divino rum. There have also been several reports from 
scientific and media sources indicating that Salvia divinorum has the potential for abuse, 
and is being used by adolescents and young adults for its hallucinogenic properties. 

CURRENT STATUS: 

Results from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that 1.6% of Canadians aged 15 years and older reported having used Salvia 
divinorum at least once in their lifetime, and that youth aged 15-24 were much more 
likely to have used it than adults aged 25 years and older. This equates to 0.2% of 
respondents aged 15 years and older having reported using Salvia divinorum in the past 
year, compared to 0.7% having reported using other illicit hallucinogens such as lysergic 
acid diethylamide (LSD) and phencyclidine. In addition, the results from the 2008-2009 
Youth Smoking Survey also show that 5% of 15 year olds have used Salvia divinorum, 
compared to 6.9% who indicated that they had used other hallucinogens in the last twelve 
months. Moreover, the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) 
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indicated that 5.4% of Ontario students in grades 7-12 reported ever using Salvia 
divinorum and 4.4% of those students reported using this substance in the past year. By 
way of comparison, only 2.4% of students reported using LSD in their lifetime while 
6.3% of students reported using other hallucinogens (not including LSD or 
phencyclidine). 

Neither Salvia divinorum nor its active ingredient salvinorin A are listed under the United 
Nations Drug Control Conventions. As a result, they do not have to be regulated as 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. Several countries, e.g. Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, South Korea, Spain and Sweden, as well as some individual 
American states, have however placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. 

At present, the plant Salvia divino rum is not currently regulated under the Controlled 
Drugs and Substances Act (CDSA) and therefore the plant is not considered to be 
"banned", nor are activities with it considered to be illegal in Canada. Nevertheless, 
when specifically marketed for its hallucinogenic properties, Salvia divino rum meets the 
definition of a natural health product under the Natural Health Products Regulations. To 
date most Salvia divino rum products consumed for recreational purposes appear however 
to be sold as "incense" and Health Canada has not authorized for sale any natural health 
products containing Salvia divino rum or salvinorin A as an ingredient. 

While the sale of unauthorized natural health products containing Salvia divino rum or its 
active ingredient salvinorin A may be subject to compliance and enforcement action by 
Health Canada under the Food and Drugs Act (FDA), the penalties applicable to 
incidences of unauthorized sale under the FDA are very low and would likely not deter a 
retailer from continuing to market unauthorized products. 

It is because of this and the surveillance data indicating that there is an interest in Salvia 
divinorum among youth that the Controlled Substances and Tobacco Directorate (CSTD) 
is now proposing to add both substances to Schedule III to the CDSA. This action will 
reduce the potential health and safety risks associated with the ready availability, 
increased use and unknown effects of these substances and will thus protect the health 
and safety of Canadians, particularly youth. The Issue Analysis Summary included in 
Appendix A summarizes the CSTD scheduling assessment on Salvia divinorum. 

. . ./3 

002207 



CONCLUSION: 

MECS# 10-127340-194 

Branch Head: Paul Glover 
Telephone: 613-946-6701 

Attachment 

-3-

Appendix A - Draft Issue Analysis Summary 

s.21(1)(a) 
s.21(1)(b) 

Deputy Minister's Office 

002208 



Re: Fw: Updated Media Lines and Draft Notice of Intent for Salvia Ql 
Jocelyn Kula to: Nicole Prentice 2011-01-0411 :03 AM 
Cc: Stephanie Chandler, Christine Roush, stephanie.szick 

Hi Nicole, 

We did a briefing for MO on Salvia the week before the holidays, and are now working on a briefing note 
for MO/ PCO. As a result, DGO attention on the media lines and OP has redirected a bit. The briefing 
note is now with MO, and I can't say when we will get back to the media lines and OP etc. Soon though, 
as the note refers to an NOI being published in January, and of course, that means moving ahead with the 
lines and having the QP ready. 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Nicole Prentice Happy New Year Jocelyn and Stephanie, Just c ... 2011-01-04 10:39:38 AM 

From: Nicole Prentice/HC-SC/GC/CA 
To: 
Cc: 

Stephanie Chandler/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC 
Christine Roush/HC-SC/GC/CA@HWC 

Date: 2011-01-0410:39 AM 
Subject: Re: Fw: Updated Media Lines and Draft Notice of Intent for Salvia 

Happy New Year Jocelyn and Stephanie, 

Just checking in on this item, are there any updates? Has Cathy reviewed and provided feedback? 

Thanks. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
n§glementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

Stephanie Chandler Hi Nicole and Christine, Sorry you weren't cc'e ... 2010-12-1009:07:59 AM 

From: Stephanie Chandler/HC-SC/GC/CA 
To: 
Cc: 

Christine Roush/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Date: 2010-12-1009:07 AM 
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Subject: Fw: Updated Media Lines and Draft Notice of Intent for Salvia 

Hi Nicole and Christine, 

Sorry you weren't cc'ed on this ... but the Salvia MLs and NOI have gone to DGO. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances contrOlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2010-12-10 09:04 AM -----

From: 
To: 

Jocelyn Kula/HC-SC/GC/CA 
stephanie.szick@hc-sc.gc.ca 

Cc: 
Date: 

CSTD-DGO, Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-12-0906:19 PM 

Subject: Updated Media Lines and Draft Notice of Intent for Salvia 

Hi Stephanie, 

Per previous instruction from Cathy and for Cathy's review and approval, please find attached a copy of 
the revised media lines for Salvia as well as our proposed Notice of Intent. We have worked with Comms 
on the media lines, and they are comfortable with us submitting them for Cathy's approval ourselves as 
we know that Cathy wanted to see both the media lines and the draft NOI at the same time. For this 
reason, we are not submitting the IYH for approval at this point; our thinking is that we would hold off on 
issuing that until the NOI was in print. We have already revised the text to be consistent however. 

[attachment "Salvia Media Lines_Dec 9_0CS + CR.doc" deleted by Nicole Prentice/HC-SC/GC/CA] (with 
track changes) 

[attachment "Salvia Media Lines_Dec 9_Clean.doc" deleted by Nicole Prentice/HC-SC/GC/CA] (clean 
version) 

[attachment "DRAFT Salvia NOI_Dec 8.wpd" deleted by Nicole Prentice/HC-SC/GC/CA] 

Jocelyn 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substancesl Bureau des substances contrOlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
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Hi Ruth, 

Note on Salvia 
Jocelyn Kula to: Ruth.Naylor 
Ce: stephanie.szick, Cathy A Sabiston 
Bee: Stephanie Chandler 

2011-01-0504:51 PM 

Further to my phone message, please see the attached advance copy of our briefing note on. Salvia. 
Happy to discuss at any pOint. 

~ 
10-127340-194 ADMO approved.wpd 

Regards 
Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
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10-127340-194 

BRIEFING NOTE TO THE MINISTER'S OFFICE 

Regulatory Status of Salvia divinorum in Canada 

ISSUE: 

To provide information regarding the regulatory status of Salvia divinorum in Canada. 

BACKGROUND: 

Salvia divinorum is a species of sage belonging to the mint family. While uncertainty 
remains surrounding the health risks of the plant Salvia divinorum and its main active 
ingredient salvinorin A, physical and mental effects are reported to include hallucinations, 
out-of-body experiences, uncontrollable laughter, short-term memory loss, and loss of 
conSCIOusness. 

Media interest surrounding Salviadivinorum· is recurrent. Questions regarding this 
substance generally focus on its legality. Recently, a number of media reports have 
commented on a Y ouTube video which reportedly shows a young Hollywood celebrity 
smoking Salvia divino rum. There have also been several reports from scientific and 
media sources indicating that Salvia divino rum has the potential for abuse, and is being 
used by adolescents and young adults for its hallucinogenic properties. 

CURRENT STATUS: 

Results from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that 1.6% of Canadians aged 15 years and older reported having used Salvia 
divinorum at least once in their lifetime, and that youth aged 15 to 24 were much more 
likely to have used it than adults aged 25 years and older. Among respondents aged 
15 years and older, 0.2% reported having used Salvia divinorum in the past year, 
compared to 0.7% having reported using other illicit hallucinogens such as lysergic acid 
diethylamide (LSD) and phencyclidine (PCP). In addition, the results from the 2008-2009 
Youth Smoking Survey also show that 5% of 15-year-olds have used Salvia divinorum in 
the past 12 months, compared to 6.9% who indicated that they had used other 
hallucinogens in the last 12 months. Moreover, the 2009 Ontario Student Drug Use and 
Health Survey (OSDUHS) 
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indicated that 5.4% of Ontario students in grades 7-12 reported ever using Salvia 
divinorum and 4.4% of those students reported using this substance in the past year. By 
way of comparison, only 2.4% of students reported using LSD in their lifetime while 
6.3% of students reported using other haHucinogens (not including LSD or 
phencyclidine). 

Neither Salvia divinorum nor its active ingredient salvinorin A are listed under the United 
Nations Drug Control Conventions. As a result, they do not have to be regulated 'as 
controlled substances in any of the countries (including Canada) that are signatories to 
these conventions. Several countries, e.g. Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, South Korea, Spain and Sweden, as well as some individual 
American States, have however placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. 

At present, the plant Salvia divinorum is not regulated under the Controlled Drugs and 
Substances Act (CDSA) and therefore the plant is not considered to be "banned," nor are 
activities with it considered to be i~legal in Canada. Nevertheless, when specifically 
marketed for its hallucinogenic properties, Salvia divino rum meets the definition of a 
natural health product under the Natural Health Products Regulations. Health Canada 
has not authorized for sale any natural health products containing Salvia divino rum or 
salvinorin A as an ingredient. However, to date most Salvia divinorum products 
consumed for recreational purposes appear to be sold as "incense." 

While the sale of unauthorized natural health products containing Salvia divino rum or its 
active ingredient salvinorin A may be subject to compliance and enforcement action by 
Health Canada under the Food and Drugs Act (FDA), the penalties applicable to 
incidences of unauthorized sale under the FDA are very low and would likely not deter a 
retailer from continuing to market unauthorized products. 

It is because of this and the surveillance data indicating that there is an interest in Salvia 
divino rum among youth that the Department is now proposing to add Salvia divino rum 
and salvinorin A to Schedule III to the CDSA. This action will reduce the potential 
health and safety risks associated with the ready availability, increased use and unknown 
effects of these substances and will thus protect the health and safety of Canadians, 
particularly youth. The Issue Analysis Summary included in Appendix A summarizes the 
scheduling assessment on Salvia divinorum. 
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Fw: Salvia divinorum 
Jocelyn Kula to: 
Cc: Stephanie Chandler, Denis Arsenault 

Jocelyn Kula/HC-SC/GC/CA 

5.19(1) 

2011-01-0704:21 PM 

Stephanie Chandler/HC-SCfGCiCA@HWC, Denis Arsenault/HC-SCfGC/CA@HWC 

Hi I 

I sent this message to you before the holiday period but have only just realized that you would not have 
received as I had your email address wrong. 

Apologies, and hope 2011 has been good to you so far. 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
---.,- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-01-07 04:20 PM -----

From: Jocelyn Kula/HC-SC/GC/CA 
To: 
Cc: 
Date: 

Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-12-24 12:54 PM 

Subject: Salvia divinorum 

Hi 

It is a long while since we have spoken I know, so trust that this message finds you well. 

I am writing about Salvia divinorum and its active ingredient Salvinorin A, which are not yet regulated as 
controlled substances in Canada. 

We are currently finalizing a comprehensive scheduling assessment of the substances, and would 
appreCiate clarification of some information we came across on the National Institute of Drug Abuse 
(NIDA) website. Essentially, the page we found (I regrettably don't have the link at hand but can provide if 
you need it), seems to suggest that the DEA is considering classifying S. divinorum as a Schedule I drug. 
We would appreciate confirmation of this information as it was always my understanding that while the 
import and/or distribution of Salvia is illegal in some individual states, the DEA only considers it to be a 
substance of concern at this pointin time. In this regard, any additional information regarding the federal 
control of these substances (actual or planned if you can share) which you can provide would be greatly 
appreciated. As you can imagine, there is an intense amount of interest in products containing salvia 
further to the appearance of the Miley Cyrus video on Youtube. 

Best wishes of the season, and I look forward to hearing from you. 

Jocelyn 
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Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
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Re: Salvia - NOI posting in CG 1 ~ 
Christine Roush to: Jocelyn Kula 
Cc: Denis Arsenault, Stephanie Chandler 

2011-01-1308:16 PM 

Thanks for your note Jocelyn. I understand that the late Dec period was a busy time for all; however I 
would like to be part of the process going forward and look forward to receiving the products from Denis, 
with Cathy's request for changes. I'll brief up to Dave, et al on the process for posting an NOI and how 
comms will be supporting this move. We should also ensure that the messaging for this is consistent with 
the It's Your Health info, which I'm sure will need some tweaks. 

Christine 

Jocelyn Kula 

----- Original Message ----
From: Jocelyn Kula 
Sent: 2011-01-13 05:49 PM EST 
To: Christine Roush 
ec: Denis Arsenault; Stephanie Chandler 
Subject: Re: Salvia - Nor posting in CG1 

Hi Christine 

Typically for an NOI (note there are no rules for this ... ), we do media lines only, and we prepare an email 
to affected stakeholders advising them that the NOI has been posted. No comms plan or other comms 
docs. 

For salvia, the package that went to Cathy for approval included: 
1) draft NOI 
2) media lines (which we prepared using the draft lines for the IYH as a base) and 
3) revised OP (which is not required per se but Cathy wanted as there has been some interest from MO 
and PCO and so she wanted to be prepared for when the house reconvenes) 

While I admit that we didn't get you to look at the products before they went to Cathy, she was champing 
at the bit for them after the briefing in MO before the holidays and so we rushed them, but then she didn't 
look at them right away because of all the furf with tobacco. She has now reviewed though and we just 
got comments back today and a request for revised docs for Monday. 

As I am thinking that you should probably see the next versions before they go back to Cathy, I am asking 
Denis and Stephanie in RPD to liaise with you at some point so you can see where things are at. Note 
that Cathy has specifically directed that the key messages in the media lines mirror to some extent the 
main bullets in the OP ...... . 

Re. timing, our latest 3 month report says publication in CGI for early February but of course this is all 
conditional on what if anything we hear back from MO re the note we had to do after the holidays/ from 
PCO who were also asked to do an information note for MO. 

Please feel free to contact Denis if you have any further questions. 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
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de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Hi Jocelyn, Further to your email in December, r. .. 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC, stephanie.szick@hc-sc.gc.ca 
2011-01-1302:07 PM 
Salvia - NOI posting in CG1 

2011-01-13 02:07:53 PM 

Further to your email inDecember.re: the NOI for Salvia - can you tell me what Communications products 
you will need to support the posting of the NOI in CGI, and when this is likely to happen? I have not been 
part of a NOI posting so I'm not sure what the process is for getting the message out to interested parties. 
thanks, 

Christine Roush 
Senior Communications Advisor/ 

Jocelyn Kula Hi Christine Sorry for the delayed reply. Just dis ... 2010-11-04 08: 18:49 AM 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC 
Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, CSTD-OCS-DO, stephanie.szick@hc-sc.gc.ca 
Date: 2010-11-04 08:18AM 
Subject: Re: Fw: Approval - Salvia ML & IYH 
-...;...--------~-------------------------------~.~,~-,,-, 

Hi Christine 

Sorry for the delayed reply. Just discussed Salvia with Cathy yesterday and now that there appears to be 
general departmental consensus re scheduling under the CDSA at the working level, she has agreed that 
we should begin to prepare an NOI for publication in CG I. We will use Salvia as an example when we 
brief Paul on the new proposed scheduling policy (PPR is scheduled for Dec 8 I believe), and of course, 
as soon as we put this in the 3 month table, we will likely have to do more briefings up the line as there 
has been quite a bit of interest in this file over time. 

Bottom line, we can't go public with a doc that refers to the regulatory decision to schedule until after the 
NOI appears so Cathy won't be approving the IYH docs until then. One assumes that both the IYH and 
media lines will need tweaking re the scheduling decision in any case. 

Out of the office today and tomorrow but back on Monday if you want to discuss further. 

Hope this helps 
Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
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Christine Roush Hi Jocelyn - just wondering if I could get an upd ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2010-11-0103:41 PM 
Fw: Approval - Salvia ML & IYH 

2010-11-01 03:41 :20 PM 

Hi Jocelyn - just wondering if I could get an update on Salvia. Cathy indicated in her email below that she 
was not prepared to sign off on the Salvia ML and IYH article until after the working group meeting to 
finalize the scheduling decision. Has this meeting been held and were any decisions taken on the 
scheduling of Salvia? 

Christine Roush 
Senior Communications Advisor/ 

From: Cathy A Sabiston/HC-SC/GC/CA 
To: Jocelyn Kula/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC 
Cc: 
Date: 

CSTD-DGO, Nicole Prentice/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 
2010-10-0601:12 PM 

Subject: Re: Fw: Approval - Salvia ML & IYH 

No. I'm decided :) 
Jocelyn Kula 

----- Original Message ----
From: Jocelyn Kula 
Sent: 2010-10-06 12:33 PM EDT 
To: Christine Roush 
Cc: Cathy A Sabistonj CSTD-DGOj Nicole Prenticej Suzanne Desjardins 
Subject: Re: Fw: Approval - Salvia ML & IYH 

Christine, the CSS-WG is meeting again on October 27,2010. 

Cathy- would you like Suzanne and I to arrange a short meeting with you to discuss the risks and benefits 
of proceeding with the IYH and related lines as is vs. waiting until after the CSS mtg? 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush/HC-SC/GC/CA 

Christine 
Roush/HC-SC/GC/CA 

2010-10-0610:50 AM 
To Cathy A Sabiston/HC-SC/GC/CA@HWC 

cc CSTD-DGO, Diane Allan/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Nicole 
Prentice/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC 
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Subject Re: Fw: Approval - Salvia ML & IYH~ 

Hi Cathy - I can certainly appreciate your comments below regarding the urgency of these products, given 
everything else on your plate at the moment; however, I would like you to know that HPFB is really 
pushing for the IYH article and MLs to be approved as soon as possible, since the department has 
previously not been able to say too much on the issue of Salvia. Now, we can say that Salvia is technically 
illegal because it hasn't been approved as a natural health product. Also, these products have been in the 
works for over a year now, and many, many, people have been involved in their development. It would 
therefore be discouraging to all if the products were yet again held up. I understand that OCS is still 
studying the issue to see whether Salvia should be added to the list of controlled substances, and our 
lines currently reflect this. I understand that Jocelyn and Suzanne are in agreement with the messaging in 
these products and that Jocelyn is now on board with the approach of posting the IYH article on HC's 
website. I don't know when the 2nd meeting is scheduled of the working group to finalize the decision on 
Salvia, but if it is months from now, I would suggest we move forward with these products now, as too 
much time has already been spent on getting them to this stage of readiness. 

Christine Roush 
Senior Communications Advisor/ 

Cathy A Sabiston/HC-SC/GC/CA 

Cathy A 
Sabiston/HC-SC/GC/CA 

2010-10-0610:20 AM 

To Nicole Prentice/HS:;-SC/GC/CA@HWC 

cc Christine Roush/HC-SC/GC/CA@HWC, CSTD-DGO, Diane 
Allan/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC 

Subject Re: Fw: Approval - Salvia ML & IYHQ} 

IT is not on my urgent list of things to do. Particularly since we haven't had the second working group 
meeting to finalize the scheduling decision. Who wants is anxious for this to be approved? 

Fw: Approval- Salvia ML & IYH 

Fw: Approval - Salvia ML & IYH 

Nicole Prentice to: Cathy A Sabiston 2010-10-0610:14 AM 

c::c: CSTD-DGO, Suzanne Desjardins, Jocelyn Kula, Diane Allan, Christine Roush 

Hi Cathy, 

Can we get approval of the items below today? 
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Thanks. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications reglementaires 
et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-10-06 10:13 AM ----

Nicole 
Prentice/HC-SC/GC/CA 

2010-10-0110:18 AM 

Hi Cathy, 

To Cathy A Sabiston/HC-SC/GC/CA 

cc CSTD-DGO, Suzanne Desjardins/HC-SC/GC/CA@HWC, 
Jocelyn Kula/HC-SC/GC/CA@HWC, Diane 
Allan/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC 

Subject Fw: Approval - Salvia ML & IYH 

Attached below is the IYH article and media lines on Saliva for your approval by Tuesday, October 5th 
COB. Jocelyn, Diane and Suzanne have reviewed and approved already. 

Thank you kindly. 

[attachment "Salvia Media Lines_Sept30.doc" deleted by Cathy A Sabiston/HC-SC/GC/CA] [attachment 
"IYH Salvia divinorum_v18 clean Oct 1.doc" deleted by Cathy A Sabiston/HC-SC/GC/CA] [attachment 
"Approval Slip - Salvia HECSB.doc" deleted by Cathy A Sabiston/HC-SC/GC/CA] 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications reglementaires 
et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction genera Ie des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-10-01 10:08 AM ----

Suzanne 
Desjardins/HC-SC/GC/CA 

2010-09-3004:22 PM 

Hi Nicole, 

To Nicole Prentice/HC-SC/GC/CA@HWC 

cc Valence Nebie/HC-SC/GC/CA@HWC 

Subject Re: Fw: Approval - Salvia ML & IYHfil 
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The same correction that was made to the second key message, should be made to the IYH under Legal 
Status of Savia ... 
Because of its their hallucinogenic properties ... 

Then approved 

Thanks 

Suzanne 

Nicole Prentice/HC-SC/GC/CA 

Hi Suzanne, 

Nicole 
Prentice/HC-SC/GC/CA 

2010-09-3002:38 PM 

To Suzanne Desjardins/HC-SC/GC/CA@HWC 

cc Diane Allan/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Valence 
Nebie/HC-SC/GC/CA@HWC 

Subject Fw: Approval - Salvia ML & IYH 

Attached below is the IYH article and media lines on Saliva for your approval by Monday, October 4 COB. 
Jocelyn & Diane have reviewed and approved already. 

Diane - Please note, we accepted all you changes, however, made an addition change to the first key 
message so it would read better. 

Thanks in advance. 

[attachment "IYH Salvia divinorum_v18 clean Sept2010.doc" deleted by Suzanne 
Desjardins/HC-SC/GC/CA] [attachment "Salvia Media Lines_Sept30.doc" deleted by Suzanne 
Desjardins/HC-SC/GC/CA] 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications reglementaires 
et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-09-30 02:34 PM ----

Christine 
Roush/HC-SC/GC/CA To Nicole Prentice/HC-SC/GC/CA@HWC 

2010-09-30 02:27 PM cc 

Subject Fw: Approval - Salvia ML & IYH 
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I made a change to the first key message. Was there anything else you were concerned about? 

[attachment "MLs - S. divinorum-revcr_Sept30.doc" deleted by Nicole Prentice/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction gemerale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelfTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

----- Forwarded by Christine Roush/HC-SC/GC/CA on 2010-09-30 02:26 PM ----

Diane Allan/HC-SC/GC/CA 

2010-09-2909:39 AM To Nicole Prentice/HC-SC/GC/CA@HWC 

cc Christine Roush/HC-SC/GC/CA@HWC, CSTD-OCS-DO, 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Subject Re: Fw: Approval - Salvia ML & IYH~ 

Approved with a few minor changes to media lines. 

[attachment "Salvia Media Lines_v14 clean Sept2010.doc" deleted by Nicole Prentice/HC-SC/GC/CA] 

Diane Allan 

Director I Directrice 
Office of Controlled Substances I Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch I Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada I Sante Canada 
Tel: 613-952-2177 
Fax: 613-946-4224 

Nicole Prentice/HC-SC/GC/CA 

Hi Diane, 

Nicole 
Prentice/HC-SC/GC/CA 

2010-09-28 02:09 PM 
To Diane Allan/HC-SC/GC/CA@HWC 

cc Jocelyn Kula/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, CSTD-OCS-DO 

Subject Fw: Approval - Salvia ML & IYH 

Attached below is the lYH article and media lines on Saliva for your approval by Wednesday, September 
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29 COB. Jocelyn has reviewed and approved already. 

Thanks in advance. 

[attachment "IYH Salvia divinorum_v18 clean Sept2010.doc" deleted by Nicole Prentice/HC-SC/GC/CA] 
[attachment "Salvia Media Lines_v14 clean Sept2010.doc" deleted by Nicole Prentice/HC-SC/GC/CA] 
[attachment "Approval Slip - Salvia HECSB.doc" deleted by Nicole Prentice/HC-SC/GC/CA] 

Nicole Prentice 
Junior Communications Officer I Agente junior de Communications 
Regulatory Communications and Media Relations Division I Division des communications rf§glementaires 
et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2010-09-28 02:04 PM ----

Christine 
Roush/HC-SC/GC/CA 

2010-09-28 01 :55 PM 

To Nicole Prentice/HC-SC/GC/CA@HWC 

cc Bronwyn Cline/HC-SC/GC/CA@HWC 

Subject Re: Approval - Salvia ML & IYH~ 

Nicole - could you please take care of approvals of this It's Your Health article. The article and approval 
slip are below. thx. Jocelyn Kula has already reviewed and approved. 

Christine Roush 
Senior Communications Advisorl 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branchl 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelfTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

Lisa MacKay/HC-SC/GC/CA 

Lisa MacKay/HC-SC/GC/CA 

2010-09-28 01 :40 PM To Christine Roush/HC-SC/GC/CA@HWC, Bronwyn 
Cline/HC-SC/GC/CA@HWC 

cc Lisa MacKay/HC-SC/GC/CA@HWC 

Subject Approval - Salvia ML & IYH 

Hello, 

On to the next stage! Could you please send the documents around for approval and return them to me by 
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cob Tuesday, Cotober 12. 

Thank you 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Strategic Communications and Ministerial Services Division / Division des communications strategiques 
et des services ministeriels 
Public Affairs, Consultation and Communications Branch/ Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Fax 613.952.8644 
Lisa_Mackay@hc-sc.gc.ca 
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Hi Stephanie 

Re: Salvia NOI Stakeholders Ql 
Courtney Smith to: Stephanie Chandler 2011-01-1311:19 AM 

As discussed, Martin Burtt, George Mezher and Nicole Rougier work in the OGD programs unit in the 
CBSA. 

Courtney Smith 
Border Integrity Specialist I Specialiste, integrite frontaliere 
Border Integrity Unit I Unite d'integrite frontaliere 
Health Products and Food Branch Inspectorate Iinspectorat de la direction generale des produits de 
sante et des aliments 
Health Canada I Sante Canada 
B206 Graham Spry 
250 Lanark AL2002B 
Ottawa ON K1A OK9 
Tel: 613-946-6863 

Stephanie Chandler Thanks Courtney! I do have another question f ... 

From: 
To: 
Date: 
Subject: 

Stephanie Chandler/HC-SC/GC/CA 
Courtney Smith/HC-SC/GC/CA@HWC 
2010-12-2408:51 AM 
Re: Salvia NOI Stakeholders 

Thanks Courtney! 

2010-12-2408:51 :34 AM 

I do have another question for you related to the NOI. We would like to make sure CBSA is aware once 
we publish it. Would your unit have the email for a person(s) who we could contact once it is published? 
No rush, if you could get back to me by the end of the first week of January that would be great. Enjoy 
your holidays! 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Courtney Smith Hi Stephanie Just to let you know I will follow up ... 2010-12-2305:54:41 PM 
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DRAFTV.S 

DEP ARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvin orin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its active ingredient 
salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). Stakeholders 
may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. I Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, and that youth aged 15-24 
were much more likely to have used it than adults aged 25 years and older. The results from the 
Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. 
divinorum in the past year. Moreover, the 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% of these students reported using this substance in the past year. Given its 
unknown effects and pharmacological similarity to other substances included in Schedule III to 
the CDSA such as lysergic acid diethylamide (LSD) and psilocybin, Health Canada is concerned 
that the ready availability and use of S. divinorum poses a risk to the health and safety of 
Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any ofthe United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 

I Delmehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The control of S. divinorum and 
salvinorin A under the CDSA will enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _Affairs@hc-sc.gc.ca. 

Dme ______________ __ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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Fw: salvia "holding lines" 
Jocelyn Kula to: Denis Arsenault 
Cc: Stephanie Chandler 

,<~<,"<-" - ~"*<" 

2011-01-1305:13 PM 

For reference in the package of docs that I gave to Denis. Stephanie in DGO would like revised docs for 
Monday. 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-01-13 05: 12 PM -----

From: 
To: 
Date: 
Subject: 

Stephanie SzicklHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
2011-01-1304:33 PM 
salvia "holding lines" 

the original email below, with attached "clean version" with these messages per trail below. 

Standard Holding Lines_pre NOl.doc 
----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2011-01-13 04:31 PM -----

From: 
To: 
Date: 
Subject: 
Sent by: 

voila 

Jocelyn Kula 

Jocelyn Kula/HC-SC/GC/CA 
Stephanie SzicklHC-SC/GC/CA@HWC 
2010-12-2211:21 AM 
URGENT: Media query - CBC 
Carmen Berube 

Acting Director/ Directrice par interim 

- Salvia 

Office of Controlled Substances/ Bureau des substances controlees 

5.19(1) 

Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Carmen Berube/HC-SC/GC/CA on 2010-12-22 11 :21 AM -----

Re: URGENT: Media query - esc - Salvia ~ 

Jocelyn Kula to: Christine Roush 2010-12-17 05:22 PM 

Nicole Prentice, Chantal Routhier-Garner, Denis Arsenault, Stephanie Chandler, 
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Cc: . . 
Suzanne Desjardins 

Building on Suzanne's input. Approved for OCS: 

1) Is salvia legal to take in Canada? Is salvia legal to sell in Canada? Has Health Canada Approved 
the sale of the drug? Is it classified as a banned substance? 

A1) Health Canada does not recommend the use of prodl:lcts containing S. divif1Ol1Jm andlor salvinorin A 
because very little is kno' .... n abol:lt these sl:lbstances and their potential effects on the brain and/or body, 
and their impact on physical and mental fl:lnctions. 

To date, Health Canada has not licensed for sale any dFl:lg or Natl:lral Health Prodl:lct which contains 
salvia as an ingredient. 

It is a contravention of the Food and Drugs Act and the IVatural Health Products RegulationS to sell 
Natural Health Prodl:lcts in Canada I:Inless they have been reviewed by Health Canada and al:lthorized for 
sale. NHPs al:lthorized for sale 'Nill have a Natl:lral Prodl:lct Nl:lmber (NPN), a Homeopathic Medicine 
Nl:lmber (DIN HM) or an Exemption Number (EN) on the label. The sale of I:Inathorized natl:lral health 
products containing S. divinorum and/or salvinorin A may be sl:Ibject to compliance and enforcement 
action by Health Canada under the Food and Drugs Act. 

Complaints abol:lt the sale of I:Inauthorized prodl:lcts containing S. dil4f1OFum and/or salvinorin A can be 
referred to the Health Prodl:lcts and Food Branch Inspectorate by calling 1 800 267 9675. 

The plant Salvia divinorum is not regulated under the Control/ed Drugs and Substances Act (CDSA) and 
therefore the plant is not considered to be "banned" nor are activities with it considered to be illegal in 
Canada. However, as Salvia divinorum is a plant with hallucinogenic properties when consumed by 
humans, it meets the definition of a natural health product (NHP) under the Natural Health Products 
Regu/ationswhen marketed as a hallucinogen. To date, Health Canada has not licensed for sale any 
Natural Health Product which contains Sa/via divinorum as an ingredient. The sale of unauthorized natural 
health products containing S. divinorum or its active ingredient salvinorin A may be subject to compliance 
and enforcement action by Health Canada under the Food and Drugs Act 

Complaints about the sale of unauthorized products containing S. divinorum and/or salvinorin A can be 
referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

2) Given the negative effects of side effects, why doesn't HC stop the sale of salvia? If it is illegal 
then why is it readily available? Why isn't there a greater push to enforce (a ban) the substance? 

A2) Health Canada is currently assessing whether the regulation of Sa/via divinorum and/or salvinorin A 
under the Controlled Drugs and Substances Actis warranted. 

3) Since when has Health Canada been studying salvia? 

A3) Health Canada is taking steps to address the lack of data regarding the use of and/or extent of abuse 
involving Sa/via divinorum. Questions regarding the use of Sa/via divinorum were have been included in 
the 2008-2009 Youth Smoking Survey and the 2009 Ontario Student Drug Use and Health Survey. In 
addition, questions regarding the use of Sa/via divinorum in the general population were Rave also been 
included in the 2009 Canadian Alchol and Drug Use Monitoring Survey and the data released in July 2010-
. The data, hO ..... '8'1er, will not likely be available I:Int;1 2010. In the interim, Health Canada '.'1;11 continue to 
collect and consider information regarding Salvia divif1Ol7:Jm as it becomes available. (URL: 
http://www.hc-sc.gc.ca/hc-ps/drugs-d rogues/staVindex-eng. php) 
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4) What are your reactions to the Saskatchewan radio OJ openly getting high off salvia on his 
radio show today? 

A4) Health Canada does not recommend the use of products containing S. divinorum and/or salvinorin A 
because vefY-littie is known about tRese- this substances and tReif- its potential effects on the brain and/or 
body, and--tReif its impact on physical and mental functions. 

5) How many complaints has Health Canada received about the substance? 

A5) Health Canada has not received any complaints about this sUbstance. [Could also include the line 
from past media responses re the four adverse reactions, as long as you also include the caveat about 
how one can't extrapolate from this because the number is so smaiL ... ] 

6) Has anyone died from taking the substance? 

A6) We are not aware of a death having occurred in Canada as an immediate consequence of the use of 
the drug. 

Jocelyn Kula 
5.19(1) 

Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Suzanne Desjardins Hi Nicole, Please see my input in blue below. 

From: 
To: 

Suzanne Oesjardins/HC-SC/GC/CA 
Nicole Prentice/HC-SC/GC/CA@HWC 

2010-12-1704:53:37 PM 

Cc: 

Date: 

Chantal Routhier-Garner/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, 
CSTO-OGO, CSTO-OCS-OO, Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-12-1704:53 PM 

Subject: Re: URGENT: Media query - CBC . Salvia 

Hi Nicole, 
Please see my input in blue below. 

Thanks 
Suzanne 

Nicole Prentice 

Nicole Prentice 

Hi Jocelyn and Suzanne, Please see the media ... 

For your review ... 1 know we need to send this to ... 

2010-12-1704:09:27 PM 

2010-12-1703:25:14 PM 
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1) Is salvia legal to take in Canada? Is salvia legal to sell in Canada? Has Health Canada 
Approved the sale of the drug? Is it classified as a banned substance? 

The plant Salvia divinorum is not regulated under the Controlled Drugs and Substances Act 
(CDSA) and therefore the plant is not considered to be "banned" nor are activities with it considered 
to be illegal in Canada. However, as Salvia divinorum is a plant with hallucinogenic properties 
when consumed by humans, it meets the definition of a natural health product (NHP) under the 
Natural Health Products Regulations when marketed as a hallucinogen. To date, Health Canada 
has not licensed for sale any Natural Health Product which contains Salvia divinorum as an 
ingredient. The sale of unauthorized natural health products containing S. divinorum or its active 
ingredient salvinorin A may be subject to compliance and enforcement action by Health Canada 
under the Food and Drugs Act. 

Complaints about the sale of unauthorized products containing S. divinorum and/or salvinorin A can 
be referred to the Health Products and Food Branch Inspectorate by calling 1-800-267-9675. 

2) Given the negative effects of side effects, why doesn't HC stop the sale of salvia? If it is 
illegal then why is it readily available? Why isn't there a greater push to enforce (ban) the 
substance? 

Health Canada is currently assessing whether the regulation of Salvia divinorum and/or salvinorin A 
under the Controlled Drugs and Substances Act is warranted. 

3) Since when has Health Canada been studying salvia? 

Health Canada is taking steps t6 address the lack of data regarding the use of and/or extent of 
abase involving Salvia divinorum. 

Questions regarding the use of Salvia divinorum were included in the 2008:-2009 Youth Smoking 
Survey and the 2009 Ontario Student Drug Use and Health Survey. In addition, questions 
regarding the use of Salvia divinorum in the general population were also been included in the 2009 
Canadian Alcohol and Drug Use Monitoring Survey and the data released in July 2010 (URL: 
http://www.hc-sc.gc.ca/hc-ps/drugs-drogues/statlindex-eng . php) 

4) What are your reactions to the Saskatchewan radio OJ openly getting high off salvia on 
his radio show today? 

Health Canada does not recommend the use of products containing S. divinorum and/or salvinorin 
A because little is known about this substance and its potential effects on the brain and/or body, 
and its impact on physical and mental functions. 

5) How many complaints has Health Canada received about the substance? 

Health Canada has not received any complaints about this substance. 

6) Has anyone died from taking the substance? 

We are not aware of a death having occurred in Canada as an immediate consequence of the use 
of the drug. 
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Fw: Salvia 
Jocelyn Kula to: Stephanie Chandler, Denis Arsenault 2011-01-1410:35AM 

"_.'''''~'''',""Cc'·''~e>'' ", 

for the file pis 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-01-14 10:35 AM -----

From: Stephanie SzicklHC-SC/GC/CA 
To: 
Date: 

Cathy A Sabiston/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC 
2011-01-1212:19 PM 

Subject: Salvia 

Per below from Jesse - the memo did indeed land in MO afterall -- on Jan. 5. 

She will flag with DMO that PCO is sending their note to PMO this week and ask if MO has 
comments/concerns to advise as soon as possible. 

Jocelyn -- let us know when you receive the PCO version. 

Thanks,S 

----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2011-01-12 12: 16 PM -----

From: 
To: 
Date: 
Subject: 

Jesse Arnup-Blondin/HC-SC/GC/CA 
Stephanie SzicklHC-SC/GC/CA@HWC 
2011-01-1211:58AM 
Re: Issues Mgmt Table - Salvia 

Turns out - it has gone to MO. It just wasn't routed properly in MECS - it was sent by email on the 5th. 

MO has not come back with any questions or concerns at it has been a week. As you know the briefing 
note was not "for approval", so we won't get a response from MO. I can try to do a signal check through 
DMO, but we may not have any luck getting a clear answer. I think our best bet would be to do a "PCO is 
sending their note to PMO this week - speak now, or it goes". 

Does that work for you? 
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Fw: Note on Salvia 
,Jocelyn Kula to: Stephanie Chandler, Denis Arsenault 2011-01-1410:36AM 

m~m-'W~~"~"",c,,-' 

not sure if I forwarded to you or not 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-01-14 10:36 AM -----

From: 
To: 
Date: 
Subject: 

"Naylor. Ruth" <Ruth.Naylor@pco-bcp.gc.ca> 
"Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca> 
2011-01-1203:17 PM 
RE: Note on Salvia 

s.21(1)(a) 

Thanks Jocelyn. Not comfortable sharing as _____________________ _ 

If you had any specific concerns, I would be happy to answer those. Let me know .... Thanks - Ruth 

Ruth Naylor 
Social Development Policy I Politique du developpement social 
Privy Council Office I Bureau du Conseil prive 
ruth.naylor@pco-bcp.gc.ca 
Telephone I Telephone 613-957-5531 

From: Jocelyn Kula [mailto:jocelyn.kula@hc-sc.gc.ca] 
Sent: January 12, 20111:45 PM 
To: Naylor, Ruth 
Subject: Re: Note on Salvia 

Hi Ruth, 

No word from MinO and our package for the NOI is on its way in the approvals process. Is there 
any chance you can share a copy of your note? 

Jocelyn 
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Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante 
environnementale et de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

'''Naylor, Ruth" ---2011-01-12 09:09:56 AM---Good moming Jocelyn! Our note is set to go up 
today, so I wondered if there is any update? Have you 

From: "Naylor, Ruth" <Ruth.Naylor@pco-bcp.gc.ca> 
To: <jocelyn.kula@hc-sc.gc.ca> 
Date: 2011-01-1209:09 AM 
Subject: Re: Note on Salvia 

Good morning Jocelyn! Our note is set to go up today, so I wondered if there is any 
update? Have you heard anything from your MinO? Thanks - Ruth 

From: Jocelyn Kula <jocelyn.kula@hc-sc.gc.ca> 
To: Naylor, Ruth 
Sent: Wed Jan 05 17:40:20 2011 
Subject: Re: Note on Salvia 

Yes we have media lines but at this point they are focused on imminent NO!. The 
IYH is ready to go but again, is pending publication of the NOI as thinking was 
that there was no point in going out with original text that suggested no scheduling 
action (because when IYH was first developed we had not concluded scheduling 
assessment) when shortly thereafter, we would be going out with the NOI stating 
that we are pursuing scheduling. The plan is still to do the IYH, but only once the 
NOI is out there and we are "on our way" to scheduling. 

Let me know if you want to see the media lines. 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
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Office of Controlled Substances/ Bureau des substances contro1ees 
Healthy Environments and Consumer Safety Branch! Direction genera1e de 1a 
sante environnementa1e et de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

"Naylor, Ruth" ---2011-01-05 05:33:22 PM---Thanks Jocelyn. I am out of the 
office right now, but will take a look at this tomorrow. I was wond 

From: "Naylor, Ruth" <Ruth.Naylor@pco-bcp.gc.ca> 
To: <jocelyn.kula@hc-sc.gc.ca> 
Date: 2011-01-05 05:33 PM 
SUbject: Re: Note on Salvia 

Thanks Jocelyn. I am out of the office right now, but 
will take a look at this tomorrow. I was wondering 
whether HC had finalized media lines and posted 
information about salvia in "It's Your Health", as was 
mentioned in the issue summary you shared with me? 

Thanks -
Ruth 

----- Original Message -----
From: Jocelyn Kula <jocelyn.kula@hc-sc.gc.ca> 
To: Naylor, Ruth 
Cc: stephanie.szick@hc-sc.gc.ca 
<stephanie.szick@hc-sc.gc.ca>; Cathy A Sabiston 
<cathy.a.sabiston@hc-sc.gc.ca> 
Sent: Wed Jan 05 16:51:55 2011 
Subject: Note on Salvia 

Hi Ruth, 

Further to my phone message, please see the attached 
advance copy of our 
briefing note on Salvia. Happy to discuss at any 
point. 
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Regards 
Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances 
controlees 
Healthy Environments and Consumer Safety Branch/ 
Direction generale de la 
sante environnementale et de la securite des 
consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
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Hi Jocelyn, 

Fw: Salvia - NOI posting in CG1 
Denis Arsenault to: Jocelyn Kula 
Cc Stephanie Chandler 

e~~_.e.,.".,,·.,,'~~~"~"~'_~'" 

2011-01-1410:55AM 

Just reviewed the MLs and suggested to Stephanie some changes in line with our conversation yesterday 
(see attached). 

Would you like us to send this version to Christine, or the version that Stephanie handed to you via hard 
copy - just to ensure there is no confusion! 

Salvia Media Lines_Jan 142011 (2).doc 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances contr6lees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur : (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenauIUHC-SC/GC/CA on 2011-01-14 10:51 AM -----

From: 
To: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: 
Date: 

Denis ArsenauIUHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-01-1410:20 AM 

Subject: Re: Salvia - NOI posting in CG1 

Denis/Jocelyn - can someone pis send me the revised MLs before 11 :00 today as I'm told Salvia may be 
discussed at the MO briefing today at 11 :00 on MMAP, and Dave Stephens, who will be attending, has 
requested a copy of the lines. thx. 

Christine Roush 
Senior Communications Advisor/ 

Jocelyn Kula 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Christine 

Hi Christine Typically for an NOI (note there are ... 2011-01-1305:49:35 PM 

Jocelyn Kula/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
Denis ArsenauIUHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-01-13 05:49 PM 
Re: Salvia - NOI posting in CG1 

Typically for an NOI (note there are no rules for this ... ), we do media lines only, and we prepare an email 
to affected stakeholders advising them that the NOI has been posted. No comms plan or other comms 
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docs. 

For salvia, the package that went to Cathy for approval included: 
1) draft NOI 
2) media lines (which we prepared using the draft lines for the IYH as a base) and 
3) revised OP (which is not required per se but Cathy wanted as there has been some interest from MO 
and PCO and so she wanted to be prepared for when the house reconvenes) 

While I admit that we didn't get you to look at the products before they went to Cathy, she was champing 
at the bit for them after the briefing in MO before the holidays and so we rushed them, but then she didn't 
look at them right away because of all the furf with tobacco. She has now reviewed though and we just 
got comments back today and a request for revised docs for Monday. 

As I am thinking that you should probably see the next versions before they go back to Cathy, I am asking 
Denis and Stephanie in RPD to liaise with you at some point so you can see where things are at. Note 
that Cathy has specifically directed that the key messages in the media lines mirror to some extent the 
main bullets in the OP ...... . 

Re. timing, our latest 3 month report says publication in CGI for early February but of course this is all 
conditional on what if anything we hear back from MO re the note we had to do after the holidays! from 
PCO who were also asked to do an information note for MO. 

Please feel free to contact Denis if you have any further questions. 

Jocelyn 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush 
Jocelyn Kula 
Christine Roush 

Hi Jocelyn, Further to your email in December, r. .. 
Hi Christine Sorry for the delayed reply. Just dis ... 

. . . 

Hi Jocelyn - just wondering if I could get an upd ... 

2011-01-13 02:07:53 PM 
2010-11-0408:18:49 AM 
2010-11-0103:41:20 PM 
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Ql - Are Salvia divinorum and/or salvinorin A controlled internationally? How are these 
substances regulated in other countries? 

Al - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

The move to include Salvia divino rum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (~Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also placed controls 
on the import and/or sale of Salvia divinorum andlor salvinorin A. Some individual U.S. states 
have implemented laws restricting their use, sale andlor distribution. 

Q2 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A2 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A against 
the aforementioned factors and proposes to include both substances in Schedule III to the CDSA. 
The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, increased use and unknown effects. The 
scheduling of Salvia divino rum and salvinorin A will also eliminate the current perception that 
these substances are a safe alternative to other illegal drugs. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 
2009, 1.6% of Canadians aged 15 years and older have reported using Salvia divinorum at least 
once in their lifetime, and that youth aged 15-24 were much more likely to have used it than 
adults aged 25 years and older. The results from the Canadian 2008-2009 Youth Smoking Survey 
also show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students reported 
using this substance in the past year. 

Q3 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 
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A3 - Health Canada proposes to include Salvia divinorum and salvinorin A under Schedule III to 
the CDSA. Further to the regulation of these substances under the CDSA, the following 
activities may be prohibited unless authorized by regulation: possession, trafficking, possession 
for the purpose of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). Law enforcement agencies will then be able to take 
action against suspected illegal activities involving these substances. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it meets the 
definition of a natural health product under the Natural Health Products Regulations (NHPR) 

when marketed as a hallucinogen. The.tl~~~_~f~_ll£lt_ull~lllth~~!~t?s!~P_~()_cl~~~~_~gll!~(l1jllg§{lll:'~l1nmm __ /"-{ Deleted: unauthorized 

divinorum and/or salvinorin A may be subject to compliance and enforcement action under the 
Food and Drugs Act. 

Q4 - What will Health Canada do if it finds products containing Salvia divino rum on the 
market? 

A4 - Once Salvia divino rum and salvinorin A are included in Schedule III to the CDSA, law 
enforcement will be able to take appropriate action in response to suspected illegal activities with 
these substances. 

In the interim, S. divinorum products that are not in compliance with the Natural Health 
Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing Salvia divinorum and/or salvinorin A can 
be referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

Ifpressed on whether Health Canada has issued any kind ofwarning to Canadians about 
Salvia divino rum 

A - Health Canada is developing an It's Your Health articlee~()u_~.5'~?Y({l_~~yj!!~~~_~()_h~}p ____________ .. -·--{ Deleted: on L-______________ ~ 

inform the general public about the risks associated with the use of this plant. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 
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Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divino rum in the past year; 
and. 
5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
5.4% of students (grades 7-12) ever used Salvia divinorum; and 
the use of Salvia divinorum was significantly higher in males than in females (6.2% vs. 
2.3%) in 2009. 

Prepared by: Stephanie Chandler and Denis Arsenault, OCS, CSTD 

Input by: Lisa Mackay IYHlPACCB, Suzanne Desjardins HECSB/ODARS, Hanan 
Abramovici HECSB/ODARS, Bruna Brands HECSB/ODARS, Jocelyn Kula, HECSB/OCS, 
Robin Marles HPFBINHPD, Maggie Graham HPFBINHPD, Stephanie Collins HPFBINHPD, 
Mano Murty HPFB/MHPD, Robert Leitch HPFB/MHPD, Shahid Perwaiz HPFB/MHPD, Collin 
Pinto, HPFB/HPFBI 

Approved by: 
Robin Marles, Director, Bureau of Clinical Trials, NHPD (pending) 
Lindsay Blaney, Director, Policy and Regulatory Affairs, NHPD (pending) 
Duc Vu, Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, MHPD (pending) 
Kim Dayman-Rutkas, Director, HPFBI (pending) 
Diane Allan, Director, OCS, CSTD, HECS (approved, Sept 29,2010) 
Suzanne Desjardins, Director, ODARS, CSTD, HECS approved, Sept 30,2010) 
Cathy Sabiston, DG, CSTD, HECS (pending) 
Chris Turner, DG, MHPD (pending) 
Nancy Richards, DG, NHPD (pending) 
Diana Dowthwaite, DG, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Jean Tessier, Senior Media Relations, PACCB (pending) 
Warren Braun, Director, Strategic Communications, PACCB (pending) 
Peter Yendall, Director, Public Mfairs, P ACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 

002243 



Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, PACCB (pending) 
DMO (pending) 
MO (pending) 
PCO (pending) 
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Health Canada will infonn stakeholders of its proposal by publishing a Notice to 

Interested Parties (NOI) in Canada Gazette, Part 1. The NOI will provide 
stakeholders and other interested parties with the opportunity to provide 
comments on the proposal to regulate Salvia divino rum and salvinorin A as 
controlled substances. 

Page 1: [2] ·Deleted· . ..{{ ... STCHANDL{.~K. .,£",. ~f40:11~"'"t~14 10:3im:0:~~M' 

Nevertheless, when specifically marketed for its hallucinogenic properties, Salvia 
divinorum meets the definition of a natural health product under the Natural 
Health Products Regulations. 
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Hi Jocelyn, 

Fw: Salvia - NOI posting in CG1 
Denis Arsenault to: Jocelyn Kula 
Cc: Stephanie Chandler 

2011-01-1410:26 AM 

FYI - Stephanie is revising the lines now per Cathy's comments and our conversation yesterday. 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances contr6lees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur : (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2011-01-14 10:26 AM -----

From: 
To: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: 
Date: 

Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-01-1410:20 AM 

Subject: Re: Salvia - NOI posting in CG1 

Denis/Jocelyn - can someone pis send me the revised MLs before 11 :00 today as I'm told Salvia may be 
discussed at the MO briefing today at 11 :00 on MMAP, and Dave Stephens, who will be attending, has 
requested a copy of the lines. thx. 

Christine Roush 
Senior Communications Advisor/ 

Jocelyn Kula 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Christine 

Hi Christine Typically for an NOI (note there are ... 2011-01-1305:49:35 PM 

Jocelyn Kula/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-01-1305:49 PM 
Re: Salvia - NOI posting in CG1 

Typically for an NOI (note there are no rules for this ... ), we do media lines only, and we prepare an email 
to affected stakeholders advising them that the NOI has been posted. No comms plan or other comms 
docs. 

For salvia, the package that went to Cathy for approval included: 
1) draft NOI 
2) media lines (which we prepared using the draft lines for the IYH as a base) and 
3) revised QP (which is not required per se but Cathy wanted as there has been some interest from MO 
and PCO and so she wanted to be prepared for when the house reconvenes) 
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Re: Salvia - NOI posting in CG1 ~ 
Dave Stephens to: Christine Roush, Stephanie Chandler 

Jocelyn Kula, Denis Arsenault 
2011-01-1411:43AM 

e~'_~~e •• ~~,"M~'~~, ... e,e_","",~,~~~,'"'" __ ~""~~'_'_~~'~"'~.~'_~"'~" 

They weren't discussed. But we now have direction to isssue a NR. 
Christine Roush 

----- Original Message ----
From: Christine Roush 
Sent: 2011-01-14 11:41 AM EST 
To: Stephanie Chandler 
Cc: Jocelyn Kula; Denis Arsenault; Dave Stephens 
Subject: Re: Salvia - Nor posting in CG1 

Thanks Stephanie for providing the draft lines below - my point being that if Jocelyn was bringing a copy 
of the lines to the MO meeting, that my communications executive should also have a copy of the lines in 
hand too for that meeting. 

Christine Roush 
Senior Communications Advisor! 

Stephanie Chandler Hi Christine, As I stated previously, the revised ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-01-1411:35:31 AM 

Cc: Jocelyn Kula/HC-SC/GC/CA@HWC, Denis ArsenauIVHC-SC/GC/CA@HWC, Dave 
Stephens/HC-SC/GC/CA@HWC 

Date: 2011-01-1411 :35 AM 
Subject: Re: Salvia - NOI posting in CG1 

Hi Christine, 

As I stated previously, the revised media lines have not been approved by OCS (Denis has also not 
reviewed), and therefore I doubt Jocelyn would share them with MO, but rather has a copy for her own 
information. Attached below is the version Jocelyn has, however I'm fairly certain it will be updated again 
before she approves them. 

[attachment "Salvia Media Lines_Jan 14 2011.doc" deleted by Dave Stephens/HC-SC/GC/CA] 

Sorry for any confusion, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Christine Roush Hi Stephanie - I would like to remind you that m ... 2011-01-1411:27:35AM 
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From: Christine Roush/HC-SC/GC/CA 
To: Stephanie Chandler/HC-SC/GC/CA@HWC 
Cc: Jocelyn Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Dave 

Stephens/HC-SC/GC/CA@HWC 
Date: 2011-01-1411:27 AM 
Subject: Re: Salvia - NOI posting in CG1 ___________________________________________ ~_"'.~.W.M',. 

Hi Stephanie - I would like to remind you that media lines are a communications product and as such, the 
responsibility of PACCB to produce and obtain necessary approvals. Since Communications has not seen 
the revised MLs on Salvia, I'm hoping it is not Jocelyn's intent to share them with MO during today's 
briefing. I would appreciate it if you could share a draft copy with me at your soonest, 

Thanks. 

Christine Roush 
Senior Communications Advisor! 
Conseillere principale en communications 
Public Affairs. Consultation and Communications Branch! 
Direction generale des affaires publiques. 

de la consultation et des communications 
Health Canada/Sante Canada 
TelITel: (613) 954-0712!Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail!courriel:christine_roush@hc-sc.gc.ca 

Stephanie Chandler Hi Christine, My apologies for the late reply. 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-01-1411:14:50 AM 

Cc: 
Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-01-1411:14AM 

Subject: Re: Salvia - NOI posting in CG1 

Hi Christine, 

My apologies for the late reply. 

As Jocelyn did not have a chance to review the media lines that were revised this morning, she has 
brought a copy with her to the meeting with MO which she is also attending. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr6h~es 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Christine Roush Denis/Jocelyn - can someone pIs send me the r. .. 2011-01-1410:20:42 AM 
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From: 
To: 

Christine Roush/HC-SC/GCICA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: 
Date: 

Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-01-1410:20 AM 

Subject: Re: Salvia - NOI posting in CG1 

Denis/Jocelyn - can someone pis send me the revised MLs before 11 :00 today as I'm told Salvia may be 
discussed at the MO briefing today at 11 :00 on MMAP, and Dave Stephens, who will be attending, has 
requested a copy of the lines. thx. 

Christine Roush 
Senior Communications Advisor/ 

Jocelyn Kula 
Christine Roush 
Jocelyn Kula 
Christine Roush 

Hi Christine Typically for an NOI (note there are ... 
Hi Jocelyn, Further to your email in December, r. .. 
Hi Christine Sorry for the delayed reply. Just dis .. . 
Hi Jocelyn - just wondering if I could get an upd .. . 

2011-01-1305:49:35 PM 
2011-01-1302:07:53 PM 
2010-11-0408:18:49 AM· 
2010-11-0103:41:20 PM 
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Re: Salvia - NOI posting in CG1 lil 
Jocelyn Kula to: Christine Roush, Stephanie Chandler 
Cc: Denis Arsenault, Dave Stephens 

."" - " ,-"~, 

2011-01-1412:09 PM 

No need to worry Christine. Dave and I did not have time to consult Paul about whether he would raise 
Salvia or not and so I saw no benefit to sharing lines which I have not even read with Dave, when they 
most certainly were not going to be tabled at the meeting. 

As it turns out, the discussion was very brief and really centered around Paul getting confirmation that we 
could proceed with the NO!. 
Rest assured, no one, least of alii, is trying to usurp the comms approval process! 

I will try and touch base with you re the lines (when I have read them) at the end of the day 

JK 
Sent by blackberry 

Jocelyn Kula 
N Directorl Directrice par interim 
Office of Controlled Substancesl Bureau des substances controllees 

Christine Roush 

----- Original Message ----
From: Christine Roush 
Sent: 2011-01-14 11:41 AM EST 
To: Stephanie Chandler 
Cc: Jocelyn Kula; Denis Arsenault; Dave Stephens 
Subject: Re: Salvia - NOI posting in CG1 

Thanks Stephanie for providing the draft lines below - my point being that if Jocelyn was bringing a copy 
of the lines to the MO meeting, that my communications executive should also have a copy of the lines in 
hand too for that meeting. 

Christine Roush 
Senior Communications Advisorl 

Stephanie Chandler Hi Christine, As I stated previously, the revised ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-01-14 11 :35:31 AM 

Cc: Jocelyn Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Dave 
Stephens/HC-SC/GC/CA@HWC 

Date: 2011-01-1411:35AM 
Subject: Re: Salvia - NOI posting in CG1 

Hi Christine, 

As I stated previously, the revised media lines have not been approved by OCS (Denis has also not 
reviewed), and therefore I doubt Jocelyn would share them with MO, but rather has a copy for her own 
information. Attached below is the version Jocelyn has, however I'm fairly certain it will be updated again 
before she approves them. 

[attachment "Salvia Media Lines_Jan 14 2011.doc" deleted by Jocelyn Kula/HC-SC/GC/CAI 

Sorry for any confusion, 
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DIRECTORATE: CONTROLLED SUBSTANCES AND TOBACCO DIRECTORATE 

Scheduling of Salvia divinorum and Salvinorin 
A under the CDSA - Salvia divinorum is a species 
of sage ,belonging to the mint family. While 
uncertainty remains surrounding the health risks of 
the plant Salvia divinorum and its main active 
ingredient salvinorin A, physical and mental effects 
are reported to include hallucinations, 
out-of-body experiences, uncontrollable laughter, 
short-term memory loss, and loss of 
consciousness. There have been several reports 
from scientific and media sources indicating that 
Salvia divinorum has the potential for abuse, and is 
being used by adolescents and young adults for its 
hallucinogenic properties. Health Canada is 
proposing to add both Salvia divinorum and 
salvinorin A to the Schedules to the CDSA in order 
to reduce the potential health and safety risks 
associated with the ready availability, increased 
use and unknown effects of these substances. 
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7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
5.4% of students (grades 7-12) ever used Salvia divinorum; and 
the use of Salvia divinorum was significantly higher in males than in females (6.2% vs. 
2.3%) in 2009. 

Prepared by: Stephanie Chandler and Denis Arsenault, OCS, CSTD 

Approved by: ~ p..j 
RebiR Maries, Director, B'II:e~l'I of CliRical TFials, NIIPD (pending) ~ 
LiRdiay Blaney Director, Policy aRQ R8gl:llater,' Affaits, l~HPD (pending) 
DIIC VII, Djrector, Marketed Biologics, Biotcclmology and Natural Health Products 

.-B1u:eaw, MIIPD (pending)-
Kim Dayman Rlitkas, Ditectot, HPFBI (pending) 

..Qiane Allrur,Director, OCS, CSTD, HECS (approved, Sept 29, 2010) 
., . , , 

Cathy Sabiston, DG, CSTD, HECS (pending) 
.. Cluis Tl1IIieJ, DC, MIIPD (pending) 
NaRC), Richards, DO, pIMPD (pending) 
-{)imJa Duvrth',yaite, DG, IIPFBI (pending) 

r Ken Polk, (>~wm!lnicatiof.l1O Ex:esHtiYe, MPFB (f'eesing) 
_ leaR Tessier, Sef.liQ'r b4edia RelatisRs, PACCB tpcnding) . . 

HECS Legal (pending) 
MPFB Legal (l'eesiHg) 
Paul Glover, ADM, HECSB (pending) 

-Pvleeua BaliaHtYHe, /\DM, IIPFB (pending) 
Anne Lamar, ADM, P ACCB (pending) 
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DMO (pending) 
MO (pending) 
peo (pending) 

002253 



Media Lines 
Salvia divinorum 

Issue ,;' 
~ is.,!?ng~ing, rnedi~ ,interl!st regar<iing ,thl! ,a"ailabilitroKSalvia ciivinortirrl ,in Can~d~jl~ ,\V~ll, 
as reports from scientific and media sources suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health Canada has 
concluded that Salvia divinorum and its main active ingredient salvinorin A should be regulated 
under the Controlled Drugs and Substances Act (CDSA) in order to protect the health and safety 
of Canadians, particularly youth. 

Key Messages: 

Health CanadaJs I'r~posingto reg\ll~~e, ~othSlllvi£1-«ivil1()rllmaI1d, it,S ,l11,ainac:tiv,t? 
ingredient salvinorin 1\ un<ier ,Schedllle,}} I, !~the c:P~A ino,r~,er t~ protec,t t,hl! ,he~lth and 
safety of Canadians, particularly youth. 

Health Canada will publish a Notice to Interested Parties (NOl) in Canada Gazette. Part 
I in February 2011. The Nor will give people the opportunity to provide comments on 
the proposal to regulate Salvia divinorum and salvinorin A as controlled substances,, __ 

The inclusion of Salvia divinorum and salvinorin A in Schedule III to the CDSA will , ---- ------------------ -- ----- _. ------- ------ -' -------- -- --- - - --- ---- - - --- - - --- --------- - - -------- ----- ---- ---
reduce the potential health and safety risks associated with the ready availability, 
increased use and unknown effects of these substances. Once Salvia divino rum and 
salvinorin A are regulated as controlled substances, the following activities would be 
prohibited unless authorized by regulation: possession, trafficking, possession for the 
purposes of trafficking, importation, exportation; possession for the purpose of 
exportation, and production (or,cultivation). 

Supplementary Messages: 

• Canadians should not use products containing Salvia divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain 

I • 
and.bod)'~ , ,,__ __" __ , " __ 

The plant Salvia divinorum is not regulated under the CDSA and therefore jJJs,l1()t .. 
considered to be "banned", nor are activities with it considered to be illegal in Canada. 
.. Ho,\\Iever2 as§alvia divJn()r,ulr/.,is a plant ,\Vit~h,allucinogenic properties,when consumed, 
by humans, it meets the definition of a natural health product (NHP) under the Jja{urlll 
Health Products Regulations

k 
when marketed as a hallucin()ge,n .• To date, ,I-Iealth Canada 

has not authorized for sale any natural health products which contain Salvia divinorum as 
an ingredient. The sale of unauthorized natural health products containing Salvia 
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divinorum or its active ingredient salvinorin A may be subject to compliance and 
enforcement action by Health Canada under the Food and Drugs Act. 

Questions and Answers: 

QI - Are Salvia divinorum and/or salvinorin A controlled internationally? How are these 
substances regulated in other countries? 

Al - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also placed controls 
on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have implemented laws restricting their use, sale and/or distribution. 

Q2 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is- it at? 

A2 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
• Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 

Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the 'substance in Canada and internationally; and 

Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A against 
the aforementioned factors and proposes to include both substances in Schedule III to the CDSA. 
The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, increased use and unknown effects. The 
scheduling of Salvia divinorum and salvinorin A will also eliminate the current perception that 
these substances are a safe alternative to other illegal drugs. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 
2009, 1.6% of Canadians aged 15 years and older have reported using Salvia divinorum at least 
once in their lifetime, and that youth aged 15-24 were much more likely to have used it than 
adults aged 25 years and older. The results from the Canadian 2008-2009 Youth Smoking Survey 
also show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
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students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students reported 
using this substance in the past year. 

Q3 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

A3 - Health Canada proposes to include Salvia divinorum and salvinorin A under Schedule III to 
the CDSA. Further to the regulation of these substances under the CDSA, the following 
activities may be prohibited unless authorized by regulation: possession, trafficking, possession 
for the purpose of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). Law enforcement agencies will then be able to take 
action against suspected illegal activities involving these substances. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it meets the 
definition of a natural health product under the Natural Health Products Regulations (NHPR) 
when marketed as a hallucinogen. The';;a1e_()fsu(;h_uIlautl1()rize~ prO<lll(;tsc()tlt<tinil1g§alllia 
divinorum and/or salvinorin A may be subject to compliance and enforcement action under the 
Food and Drugs Act. 

Q4 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A4 - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, law 
enforcement will be able to take appropriate action in response to suspected illegal activities with 
these substances. 

In the interim, S. divinorum products that are not in compliance with the Natural Health 
Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing Salvia divinorum and/or salvinorin A can 
be referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

I/pressed on whether Health Canada has issued any kind o/warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health article for the departmental website about 
Salvia divinorum to help inform the general public about the risks associated with the use of this 
plant. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
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The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 

7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 

• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
5.4% of students (grades 7-12) ever used Salvia divinorum; and 
the use of Salvia divinorum was significantly higher in males than in females (6.2% vs. 
2.3%) in 2009. 
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Nevertheless, when specifically marketed for its hallucinogenic properties, Salvia 
divinorum meets the definition of a natural health product under the Natural 
Health Products Regulations. 
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divinorum or its active ingredient salvinorin A may be subject to compliance and 
~nforcement action by Health Canada under the Food and Drugs Act. 

Questions and Answers: 

Ql - Are Salvia divinorum and/or salvinorin A controlled internationally? How are these 
substances regulated in other countries? 

Al - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also placed controls 
on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have implemented laws restricting their use, sale and/or distribution. 

Q2 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A2 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A against 
the aforementioned factors and proposes to include both substances in Schedule III to the CDSA. 
The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, increased use and unknown effects. The 
scheduling of Salvia divinorum and salvinorin A will also eliminate the current perception that 
these substances are a safe alternative to other illegal drugs. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 
2009, 1.6% of Canadians aged 15 years and older have reported using Salvia divinorum at least 
once in their lifetime, and that youth aged 15-24 were much more likely to have used it than 
adults aged 25 years and older. The results from the Canadian 2008-2009 Youth Smoking Survey 
also show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
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students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students reported 
using this substance in the past year. 

Q3 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

A3 - Health Canada proposes to include Salvia divinorum and salvinorin A under Schedule III to 
the CDSA. Further to the regulation of these substances under the CDSA, the following 
activities may be prohibited unless authorized by regulation: possession, trafficking, possession 
for the purpose of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). Law enforcement agencies will then be able to take 
action against suspected illegal activities involving these substances. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it meets the 
definition of a natural health product under the Natural Health Products Regulations (NHPR) 

when marketed as a hallucinogen. The ~llie ()f sll'*- 11l1auth()ri~e~~pr0411c~tsc()I1tainiI1g ~$al~ia _ ~ __ 
divinorum and/or salvinorin A may be subject to compliance and enforcement action under the 
Food and Drugs Act. 

Q4 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A4 - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, law 
enforcement will be able to take appropriate action in response to suspected illegal activities with 
these substances. 

In the interim, S. divinorum products that are not in compliance with the Natural Health 
Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing Salvia divinorum and/or salvinorin A can 
be referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

/fpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health article for the departmental website abou\~ 
Salvia divinorum to help inform the general public about the risks associated with the use of this 
plant. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
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The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 

• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 

the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAM H) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
5.4% of students (grades 7-12) ever used Salvia divinorum; and 
the use of Salvia divinorum was significantly higher in males than in females (6.2% vs. 
2.3%) in 2009. 
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Issue 

Media Lines 
Salvia divinorum 

There is J?_ng()ing l11edia interest regardiIlg _the a\fail~~iliD: _of .5'(liviqdivil1()rul1l in <:anad~,f1~~~II 
as reports from scientific and media sources suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health Canada has 
concluded that Salvia divinorum and its main active ingredient salvinorin A should be regulated 
under the Controlled Drugs and Substances Act (CDSA) in order to protect the health and safety 
of Canadians, particularly youth. 

Key Messages: 

Health CanadaJspropo!iing t() _reSlllate ~oth§al~iCl_ divin()rtlin _and Jt_s _main _a(;tive __ . __ _ 
ingredient salvinorin f\und~r _Schedll!e. I}L totht! [;(jntf()lleci D!.u¥.~_ql1d§u_bstal1c.e~/lct 
(CDSA). 

• Health Canada will publish a Notice to Interested Parties (NOI) in Canada Gazette, Part 
I in February 2011. The NO! will give people the opportunity to provide comments on 
the proposal to regulate Salvia divinorum and salvinorin A as controlled substances.,uu 

The inclusion of Salvia divinorum and salvinorin A in Schedule III to the CDSAwouid '1'- _ _ _ _ _ _ _ ~ __ ~ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ ____ .. _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __ _ 

prohibit, unless authorized by regulation: possession, trafficking, possession for the 
purposes of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). 

Supplementary Messages: 

• Canadians should not use products containing Salvia divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain 
an4~ody~_ _______________ _ 

The plant Salvia divinorum is not regulated under the CDSA and therefore j!is_llot 
considered to be "banned", nor are activities with it considered to be illegal in Canada. 
"'Hgwev~rLa_sJ{1Iy.ia_cityino~u_'n.,is aJ?I~n.t withh_allucin()gel1ic gropett.ies whenc_onsume_d . 
by humans, it meets the detlnition of a natural health product (NHP) under the J,Vatu:ral._ 
Health Products Regulations .. \vhen mar~t:ted as_a_hallucin()gen . .'J'()date,fle_althC:anada __ 
has not authorized for sale any natural health products which contain Salvia divinorum as 
an ingredient. The sale of unauthorized natural health products containing Salvia 
divinorum or its active ingredient salvinorin A may be subject to compliance and 
enforcement action by Health Canada under the Food and Drugs Act. 

Questions and Answers: 
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Ql - Are Salvia divinorum and/or salvinorin A controlled internationally? How are these 
substances regulated in other countries? 

Al - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also placed controls 
on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have implemented laws restricting their use, sale and/or distribution. 

Q2 - Past media reports have indicated that Health Canada is assessing the possibility of 
regUlating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A2 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessme~t of Salvia divinorum and salvinorin A against 
the aforementioned factors and proposes to include both substances in Schedule III to the CDSA. 
The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, increased use and unknown effects. The 
scheduling of Salvia divinorum and salvinorin A will also eliminate the current perception that 
these substances are a safe alternative to other illegal drugs. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 
2009, 1.6% of Canadians aged 15 years and older have reported using Salvia divinorum at least 
once in their lifetime, and that youth aged 15-24 were much more likely to have used it than 
adults aged 25 years and older. The results from the Canadian 2008-2009 Youth Smoking Survey 
also show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students reported 
using this substance in the past year. 

Q3 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, wby isn't it illegal? 
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A3 - Health Canada proposes to include Salvia divinorum and salvinorin A under Schedule III to 
the CDSA. Further to the regulation of these substances under the CDSA, the following 
activities may be prohibited unless authorized by regulation: possession, trafficking, possession 
for the purpose of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). Law enforcement agencies will then be able to take 
action against suspected illegal activities involving these substances. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it meets the 
definition of a natural health product under the Natural Health Products Regulations (NHPR) 

when marketed as a hallucinogen. The;;~le~()fs~u~~~ut1<lutllOri~ed productsc~t1ta.i~ing§alvia __ ~~ ____ ~. -- (Deleted: unauthorized 

divinorum and/or salvinorin A may be subject to compliance and enforcement action under the 
Food and Drugs Act. 

Q4 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A4 - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, law 
enforcement will be able to take appropriate action in response to suspected illegal activities with 
these substances. 

In the interim, S. divinorum products that are not in compliance with the Natural Health 
Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing Salvia divinorum and/or salvinorin A can 
be referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

If pressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 

A - Health Canada is developing an It's Your Health article for the departmental website about~ ./ ~~( Deleted: on 

Salvia divinorum to help inform the general public about the risks associated with the use of this 
plant. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 
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Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
S .0% of students IS years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol ~d Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 

• the prevalence of lifetime use among youth (IS-24 years of age) was 7.3% while only 
O.S% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
S.4% of students (grades 7-12) ever used Salvia divinorum; and 
the use of Salvia divinorum was significantly higher in males than in females (6.2% vs. 
2.3%) in 2009. 
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Health Canada will inform stakeholders of its proposal by publishing a Notice to 
Interested Parties (NOI) in Canada Gazette, Part I. The NOI will provide 
stakeholders and other interested parties with the opportunity to provide 
comments on the proposal to regulate Salvia divinorum and salvinorin A as 
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Nevertheless, when specifically marketed for its hallucinogenic properties, Salvia 
divinorum meets the definition of a natural health product under the Natural 
Health Products Regulations. 
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adolescents and young adults specifically for its hallucinogenic properties. Health Canada has 
concluded that Salvia divinorum and its main active ingredient salvinorin A should be regulated 
under the Controlled Drugs and Substances Act (CDSA) in order to protect the health and safety 
of Canadians, particularly youth. 

Key Messages: 

Health Canada is I'ropo~ing_ to regulate both Salvia divirz~rurn __ aIld its ll1ain active 
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Canadians should not use products containing Salvia divinorum and/or salvinonn A 
because very little is known about these substances and their potential effects on the brain 
an<\~odYL______ _ __ __ _____ _______ _ 

The plant Salvia divinorum is not regulated under the CDSA and therefore J! i~n{)t_ 
considered to be "banned", nor are activities with it considered to be illegal in Canada. 
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by humans, it meets the definition of a natural health product (NHP) under the ,,1If(ltU!ClI 
Health Products Regulations*\\IheIl _ll1arket_ed asa hallucin()~eJ1 ... :r()_date,)-Iealth CliIlada 
has not authorized for sale any natural health products which contain Salvia divinorum as 
an ingredient. The sale of unauthorized natural health products containing Salvia 
divinorum or its active ingredient salvinorin A may be subject to compliance and 
enforcement action by Health Canada under the Food and Drugs Act. 

Questions and Answers: 
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Ql - Are Salvia divinorum and/or salvinorin A controlled internationally? How are these 
substances regulated in other countries? 

Al - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also placed controls 
on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have implemented laws restricting their use, sale and/or distribution. 

Q2 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A2 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A against 
the aforementioned factors and proposes to include both substances in Schedule III to the CDSA. 
The regulation of these products will reduce the potential risks to tlhe health and safety of 
Canadians associated with their ready availability, increased use and unknown effects. The 
scheduling of Salvia divinorum and salvinorin A will also eliminate the current perception that 
these substances are a safe alternative to other illegal drugs. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 
2009, 1.6% of Canadians aged 15 years and older have reported using Salvia divinorum at least 
once in their lifetime, and that youth aged 15-24 were much more likely to have used it than 
adults aged 25 years and older. The results from the Canadian 2008-2009 Youth Smoking Survey 
also show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students reported 
using this substance in the past year. 

Q3 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 
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A3 - Health Canada proposes to include Salvia divinorum and salvinorin A under Schedule III to 
the CDSA. Further to the regulation of these substances under the CDSA, the following 
activities may be prohibited unless authorized by regulation: possession, trafficking, possession 
for the purpose oftrafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). Law enforcement agencies will then be able to take 
action against suspected illegal activities involving these substances. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it meets the 
definition of a natural health product under the Natural Health Products Regulations (NHPR) 
when marketed as a hallucinogen. The;;llle~rsucl1unauthorized prodllctscoIl1a:ining§qMa __ _ 
divinorum and/or salvinorin A may be subject to compliance and enforcement action under the 
Food and Drugs Act. 

Q4 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A4 - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, law 
enforcement will be able to take appropriate action in response to suspected illegal activities with 
these substances. 

In the interim, S. divinorum products that are not in compliance with the Natural Health 
Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing Salvia divinorum and/or salvinorin A can 
be referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

lfpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divinorum 
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Salvia divinorum to help inform the general public about the risks associated with the use of this 
plant. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 
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Data from the. 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 

the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
5.4% of students (grades 7-12) ever used Salvia divinorum; and 
the use of Salvia divinorum was significantly higher in males than in females (6.2% vs. 
2.3%) in 2009. 
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Health Canada will infonn stakeholders of its proposal by publishing a Notice to 
Interested Parties (NOI) in Canada Gazette, Part 1. The NOI will provide 
stakeholders and other interested parties with the opportunity to provide 
comments on the proposal to regulate Salvia divinorum and salvinorin A as 
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Nevertheless, when specifically marketed for its hallucinogenic properties, Salvia 
divinorum meets the defmition of a natural health product under the Natural 
Health Products Regulations. 
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Ql - Are Salvia divinorum and/or salvinorin A controlled internationally? How are these 
substances regulated in other countries? 

Al - Neither Salvia divinornm nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

The move to include Salvia divinornm and salvin orin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (~Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also placed controls 
on the import and/or sale of Salvia divinornm and/or salvinorin A. Some individual U.S. states 
have implemented laws restricting their use, sale and/or distribution. 

Q2 - Past media reports have indicated that Health Canada is assessing the possibility of 
regulating Salvia divinorum as a controlled substance. What does that involve and what 
stage is it at? 

A2 - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divino rum and salvinorin A against 
the aforementioned factors and proposes to include both substances in Schedule III to the CDS A. 
The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, increased use and unknown effects. The 
scheduling of Salvia divinornm and salvinorin A will also eliminate the current perception that 
these substances are a safe alternative to other illegal drugs. 

Results from the Canadian Alcohol and Drng Use Monitoring Survey (CADUMS) reveal that, in 
2009, 1.6% of Canadians aged 15 years and older have reported using Salvia divinornm at least 
once in their lifetime, and that youth aged 15-24 were much more likely to have used it than 
adults aged 25 years and older. The results from the Canadian 2008-2009 Youth Smoking Survey 
also show that 5% of 15 year olds have used Salvia divinornm in the past year. The 2009 
Ontario Student Drng Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinornm and 4.4% of these students reported 
using this substance in the past year. 

Q3 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 
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A3 - Health Canada proposes to include Salvia divino rum and salvinorin A under Schedule III to 
the CDS A. Further to the regulation of these substances under the CDSA, the following 
activities may be prohibited unless authorized by regulation: possession, trafficking, possession 
for the purpose of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). Law enforcement agencies will then be able to take 
action against suspected illegal activities involving these substances. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it meets the 
definition of a natural health product under the Natural Health Products Regulations (NHPR) 
when marketed as a hallucinogen. The ,.'i~.*_ ()r ~l:l(:~)lI1~_l_Ith()~i?,e~_p_r()_~~(:~~_~_ol1!~lin_il1g§q!llia __________ / - { Deleted: unauthorized 

divinorum and/or salvinorin A may be subject to compliance and enforcement action under the 
Food and Drugs Act. 

Q4 - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A4 - Once Salvia divillorum and salvinorin A are included in Schedule III to the CDSA, law 
enforcement will be able to take appropriate action in response to suspected illegal activities with 
these substances. 

In the interim, S. divinorum products that are not in compliance with the Natural Health 
Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing Salvia divinorum and/or salvinorin A can 
be referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

lfpressed on whether Health Canada has issued any kind of warning to Canadians about 
Salvia divino rum 

A - Health Canada is developing an It's Your Health article,g~()~L_t§~!yj~_~~yi!l~~I1l._~()_h~.1p __________ / (.~D_e_leted __ :_on _____ _ 

inform the general public about the risks associated with the use of this plant. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divino rum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 
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Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divino rum in the past year; 
and. 
5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
5.4% of students (grades 7-12) ever used Salvia divinorum; and 
the use of Salvia divinorum was significantly higher in males than in females (6.2% vs. 
2.3%) in 2009. 
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Health Canada will inform stakeholders of its proposal by publishing a Notice to 
Interested Parties (NOI) in Canada Gazette, Part I. The NOI will provide 
stakeholders and other interested parties with the opportunity to provide 
comments on the proposal to regulate Salvia divinorum and salvinorin A as 
controlled substances. 
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Nevertheless, when specifically marketed for its hallucinogenic properties, Salvia 
divinorum meets the definition of a natural health product under the Natural 
Health Products Regulations. 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERI ODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: January 14,2011 

Classification HECS PROTECTED - SESC 
PROTEGlt 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young Hollywood celebrity Miley Cyrus smoking Salvia divinorum. There 
have also been several reports from scientific and media sources, indicating that Salvia divinorum 
has the potential for abuse, and is used by adolescents and young adults for its hallucinogenic 
properties. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada is proposing to regulate both Salvia and its 
main active ingredient salvinorin A under Schedule III to 
the Controlled Drugs and Substances Act (CDSA). 

• In February 2011, Health Canada published a Notice to 
Interested Parties in Canada Gazette, Part I. The NOI is 
intended to give Canadians the opportunity to provide 
comments on the proposal to regulate these two 
substances. 

• The inclusion of Salvia in Schedule III to the CDSA will 
make possession, trafficking, importation, exportation, and 
production (cultivation) illegal unless authorized by 
regulation. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
rJivinorum include: Sally 0, Lady Sally, Maria pastora, diviner'S sage, magic mint, and puff. Certain websites are 
31so promoting the use of S. divinorum as a "Iegal" alternative to street drugs. 

80th the plant S. divinorum and its main active ingredient salvinorin A are known to have physical and mental 
~ffects which are orten described as unpleasant, including: 
, hallucinations 
) dysphoria (feeling anxious, depressed or restless) 
it out-of-bodyexperiences 
• uncontrollable laughter 
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• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

International Control of S. divinorum 
Neither Salvia divinorum nor its main active ingredient salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are signatories to these Conventions. The move to include Salvia divinorum 
and salvinorin A in Schedule III to the CDSA is consistent with actions taken by several countries (e.g. Australia, 
Belgium, Denmark, Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have implemented laws restricting their use, sale and/or distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under the Controlled 
Drugs and Substances Act (CDSA) is warranted, namely: 

• International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

• Legitimate uses of the substance (Le. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in Schedule III to the CDSA. 

The plant Salvia divinorum is not regulated under the Controlled Drugs and Substances Act (CDSA) and 
therefore the plant is not considered to be "banned" nor are activities with it considered to be illegal in Canada. 
However, as Salvia divinorum is a plant with hallucinogenic properties when consumed by humans, it meets the 
definition of a natural health product (NHP) under the Natural Health Products Regulations when marketed as a 
hallucinogen. To date, Health Canada has not licensed for sale any Natural Health Product which contains 
Salvia divinorum as an ingredient. The sale of unauthorized natural health products containing Salvia divinorum 
or its active ingredient salvinorin A may be subject to compliance and enforcement action by Health Canada 
under the Food and Drugs Act . 

I ATTACHMENTS I PIECE(S).JOINTE(S) 

ContactiPersonne ressource : Tel. no.lNo de tel. Approved by/ Approuve par Tel. no.lNo. de tel. 
Denis 613-957 -6828 Paul Glover, ADM 946-6701 
ArsenaultlHC-SC/GC/CA (HECS/SESC) 

Mobile! ITitle! Mobile! 
Cellulaire: 613-296-4239 intre: Cellula ire: 

Alternate! ITelephone! 
Secondaire: !relephone: 613-952-2177 
Jocelyn Kula 

Mobile! 
Cellulaire: 613-797-2103 
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Date PreparedlPrepare Ie : 

Prepared bylPrepare par: 

OfficelBureau : 

Date Contact Signed! 
Signature de la personne 
ressource: 

2010-09-07 

Stephanie Chandler Phone! No de tel. : 613-946-0124 

CSTD - Office of Controlled Substances 

o Contact Signed - Signe. 

D.G. Verification! 
Verification par Ie D.E. 

Cathy Sabiston o D.G. Approved! Approuve D.E. : 

Date D.G. Verified! 
Date verifie par Ie D.E. : 

Programme: Controlled Substances and Tobacco Directorate 

ADM Approved! Approbation Paul Glover 
par Ie SMA : (946-6701) 

Branch! Direction generale : HECS/SESC 

Departmentl Ministere : Health Canada / Sante Canada 
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DRAFTV.S 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its active ingredient 
salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). Stakeholders 
may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. l Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, and that youth aged 15-24 
were much more likely to have used it than adults aged 25 years and older. The results from the 
Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. 
divinorum in the past year. Moreover, the 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% of these students reported using this substance in the past year. Given its 
unknown effects and pharmacological similarity to other substances included in Schedule III to 
the CDSA such as lysergic acid diethylamide (LSD) and psilocybin, Health Canada is concerned 
that the ready availability and use of S. divinorum poses a risk to the health and safety of 
Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 

I De1U1ehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The control of S. divinorum and 
salvinorin A under the CDSA will enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication ofthis notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Po !icy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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DRAFTV.8 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition qfSalvia divinorum and salvin orin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (S divinorum) and its active ingredient 
salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). Stakeholders 
may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S divinorum nor salvinorin A are currently included in any Qf the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. I Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S divinorum at least once in their lifetime, and that youth aged 15-24 
were much more likely to have used it than adults aged 25 years and older. The results from the 
Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. 
divinorum in the past year. Moreover, the 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% ofthese students reported using this substance in the past year. Given its 
unknown effects and pharmacological similarity to other substances included in Schedule III to 
the CDSA such as lysergic acid diethylamide (LSD) and psilocybin, Health Canada is 
concerned that the ready availability and use of S. divinorum poses a risk to the health and safety 
of Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(l 0):] 634-9. 
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• I ... 

Including these substances within Schedule III to the CDSA would pro . It: possession, 
trafficking, possession for the purpose of trafficking, importation, ortation, possession for the 
purpose of exportation, and production (or cultivation). The of S. divinorum and 
salvinorin A under the CDSA will enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERI ODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: January 14,2011 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Quest~ons around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young Hollywood celebrity Miley Cyrus smoking Salvia divinorum. There 
have also been several reports from scientific and media sources, indicating that Salvia divinorum 
has the potential for abuse, and is used by adolescents and young adults for its hallucinogenic 
properties. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect Canadians from the potential adverse 
effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada is proposing to regulate both Salvia and its 
main active ingredient salvinorin A under Schedule III to 
the Controlled Drugs and Substances Act (CDSA). 

• In February 2011, Health Canada published a Notice to 
Interested Parlies in Canada Gazette, Part I. The NOI is 
intended to give Canadians the opportunity to provide 
comments on the proposal to regulate these two 
substances. 

• The inclusion of Salvia in Schedule III to the CDSA will 
make possession, trafficking, importation, exportation, and 
production (cultivation) illegal unless authorized by 
regulation. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 

., , 

Salvia divino rum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum include: Sally 0, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Both the plant S. divinorum and its main active ingredient salvinorin A are known to have physical and mental 
3ffects which are often described as unpleasant, including: 

J hallucinations 
• dysohoria (feeling anxious, depressed or restless) 
• out-af-bodyexperiences 
) uncontrollable lauqhter 
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.. I" .. 

• loss of consciousness 
,. short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sent 

International Control of S. div' rum 
Neither Salvia divinorum r its main active ingredient salvinorin A are listed under the United Nations Drug 
Control Conventions' a result, they do not have to be regulated as controlled substances in any of the 
countries (includi Canada) that are signatories to these Conventions. The move to include Salvia divinorum 
and salvinori in Schedule III to the CDSA is consistent with actions taken by several countries (e.g. Australia, 
Belgium, nmark, Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed ontrols on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have mplemented laws restricting their use, sale and/or distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under the Controlled 
Drugs and Substances Act (CDSA) is warranted, namely: 

• International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

• Legitimate uses of the substance (i.e. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in Schedule III to the CDSA. 

The plant Salvia divinorumis not regulated under the Controlled Drugs and Subst ces ~ct (C Afand f 
therefore the plant is not considered to be "banned" nor are activities with it co Idered to . egal in ada. 
However, as Salvia divinorum is a plant with hallucinogenic properties wh consum y hu , it meets the 
definition of a natural health product (NHP) under the Natural Health P (Jucts R latio when marketed as a 
hallucinogen. To date, Health Canada has not licensed for sale any tural alt duct which contains 
Salvia divinorum as an ingredient. The sale of unauthorized natural health products containing Salvia divinorum 
or its active ingredient salvinorin A may be subject to compliance and enforcement action by Health Canada 
under the Food and Drugs Act . 

I ATTACHMENTS I PII~CE(S)-JOINTE(S) 

ContactiPersonne ressource : Tel. no.lNo de tel. Approved by/ Approuve par Tel. no.lNo. de tel. 
Denis 613-957-6828 Paul Glover, ADM 946-6701 
ArsenaultIHC-SC/GC/CA (HECS/SESC) 

Mobile! [Title! Mobile! 
~ellulaire: 613-296-4239 intre: ~ellulaire: 

~Iternate! [Telephone! 
Secondaire: Ii' elephone: 613-952-2177 
~ocelyn Kula 

Mobile! 
Cellulaire: 613-797-2103 
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Date PreparedlPrepare Ie : 

Prepared bylPrepare par: 

OfficelBureau : 

Date Contact Signed! 
Signature de la personne 
ressource: 

D.G. Verification! 
Verification par Ie D.E. 

Date D.G. Verified/ 
Date verifie par Ie D.E. : 

Programme: 

2010-09-07 

Stephanie Chandler Phone/ No de tel. : 

CSTD - Office of Controlled Substances 

Cathy Sabiston 

Controlled Substances and Tobacco Directorate 

ADM Approved/ Approbation Paul Glover 
par Ie SMA: (946-6701) 

Branch! Direction generale : HECS/SESC 

Department! Ministere : Health Canada / Sante Canada 

613-946-0124 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERI ODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

Date: JanuaryQ.V2011 

Classification HECS PROTECTED - SESC 
PROTEGE 

SYNOPSIS - SOMMAIRE $k\ a.= ~ f'l> . ,t 
English: / JJ r r':"'lk.. o-.v'- CA-- ' Q 

Media interest in Salvia divinorum is recurrent. Questions ound this substance generally focus 
on its legality, Recently, a number of media reports have mmented on a YouTube vide. 0 which r. 
reportedly shows the young Ilel~8 celeb~~ C u moking Salvia divinorum. There \' X 
have also been several reports from scientific med' source, indicating that Salvia divinorum --
has the potential for abuse, and is used by adolescen s and young adults for its hallucinogenic /.1 

properties, ~ """"---:-7 
IfC ~ S'~ 

A~TICIPATED QUESTION - QUESTION PREVUIn \' t I_~~J / ' 
English: "0"-~/ ~.~ . ~.-
What is Health Canada doing to protect~nadians from the potential adverse ~ 
effects associated with the use of Salvia divinorum? 
Francais: 

QuelJes mesures Sante Canada prend-il pour proteger les Canadiens contre les 
effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada is proposing to regulate Both 
(I) maiA asti'l9 ingredient salvinoFin A under o the Controlled Drugs and Substances Act .~~A+-

• In February 2Q~ 1, Health canad:~bllished a Notice to 
Interested Parties in Canada Gazette, Part I., lhe NOI is 
iRwM6eQ to give Canadians the opportunity to provide 
comments on the proposal to regulate tAese t\f\'o ~J \J i tt. 
substances:;-

• Thefn"~; of Salvia i.R ag~8dule III to the OSSA will 
make possession, trafficking, importation, exportation, and 
production €swlLi ,alien) illegal unless authorized by 
regulation. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Sa/via divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum include: Sally 0, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Both the plant S. divinorum and its main active ingredient salvinorin A are known to have physical and mental 
effects which are often described as unpleasant, including: 
• hallucinations ~~ ~ :=. /1f:j J ~.a2<;V') 
• dysphoria (feeling anxious, depressed or restless) l:V ' f t v-I r ~ 
• out-of-body experiences ~...e- I r-~ 
• uncontrollable laughter l ~..of q.j.L 

r) J C:LI~ I ~ ~ a-A'-#' I~ '.~ 
( ::;' . f-ece A--;;_-:. _ C) U. I,,~ r<..P IAJ. ~ .- - '* ,d---=-' / /""'> 

( ,;;"'-.) (\ v,~ I &.---f' '-Y I/~ ~-. 002297 

'---/ ~~\~ (.r:;; 0.1~ f-~. 



• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

International Control of S. divinorum 
Neither Salvia divino rum nor its main active ingredient salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are signatories to these Conventions. The move to include Salvia divinorum 
and salvinorin A in Schedule III to the CDSA is consistent with actions taken by several countries (e.g. Australia, 
Belgium, Denmark, Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have also implemented laws restricting their use, sale and/or distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under the Controlled 
Drugs and Substances Act (CDSA) is warranted, namely: 

• International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

• Legitimate uses of the substance (i.e. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in Schedule III to the CDSA. 

The plant Salvia divinorum is not regulated under the Controlled Drugs and Substances Act (CDSA) and 
therefore the plant is not considered to be "banned" nor are activities with it considered to be illegal in Canada. 
However, as Salvia divinorum is a plant with hallucinogenic properties when consumed by humans, it meets the 
definition of a natural health product (NHP) under the Natural Health Products Regulations when marketed as a 
hallucinogen. To date, Health Canada has not licensed for sale any natural health product which contains Salvia 
divinorum as an ingredient. The sale of unauthorized natural health products containing Salvia divinorum or its 
active ingredient salvinorin A may be subject to compliance and enforcement action by Health Canada under the 
Food and Drugs Act . 

I ATTACHMENTS J PIECE(S}-JOINTE(S) 

ContactlPersonne ressource : Tel. no.lNo de tel. Approved byl Approuve par Tel. no.lNo. de tel. 
Denis 613-957 -6828 Paul Glover, ADM 946-6701 
ArsenaultIHC-SC/GCICA (HECS/SESC) 

""obilef rntlef ""obilef 
Cellulaire: 613-296-4239 rt"itre: Cellulaire: 

Alternatef Telephonef 
Secondaire: [Telephone: 613-952-2177 
Jocelyn Kula 

""obilef 
Cellula ire: 613-797-2103 
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Date PreparedlPrepare Ie : 

Prepared bylPrepare par: 

OfficelBureau : 

Date Contact Signed/ 
Signature de la personne 
ressource: 

D.G. Verification! 
Verification par Ie D.E. 

Date D.G. Verified/ 
Date verifie par Ie D.E. : 

Programme: 

2010-09-07 

Stephanie Chandler Phone/ No de tel. : 

CSTD - Office of Controlled Substances 

Cathy Sabiston 

Controlled Substances and Tobacco Directorate 

ADM Approved/ Approbation Paul Glover 
par Ie SMA : (946-6701) 

Branch! Direction generale : HECS/SESC 

Department! Ministere : Health Canada / Sante Canada 

613-946-0124 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its main active 
ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 
Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be shOIt-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. s. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been report,ed to be one of the most prevalent herbal 
products used as an alternative to illicit drugs.! Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, and that youth aged 15-24 
were much more likely to have used it than adults aged 25 years and older. The results from the 
Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. 
divinorum in the past year. Moreover, the 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% of these students reported using this substance in the past year. Given its 
unknown effects and pharmacological similarity to other substances included in Schedule III to 
the CDSA such as lysergic acid diethylamide (LSD) and psilocybin, Health Canada is concerned 
that the ready availability and use of S. divinorum poses a risk to the health and safety of 
Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharm~cotherapy. 2005 Oct;39(lO): 1634-9. 

002300 



and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The regulation of S. divinorum and 
salvinorin A under the CDSA will also enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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EBAUCHE V.9 

MINISTERE DE LA SANTE 

LOI REGLEMENTANT CERTAINES DROGUES ET AUTRES SUBSTANCES 

Avis aux parties interessees - Proposition concernant I 'ajout de Salvia divinorum et de 
salvinorine A a f 'annexe III de fa Loi reglementant certaines drogues et autres substances 

Cet avis informe les parties interessees de la possibilite de commenter la proposition de Sante 
Canada d'ajouter la plante Salvia divinorum (S. divinorum) et son principal ingredient actif, la 
salvinorine A, ai' annexe III de la Loi regfementant certaines drogues et autres substances 
(LRCDAS). Les parties interessees ont aussi l'occasion d'ajouter leur nom pour toute 
consultation future. 

S. divinorum est une espece de sauge appartenant a la famille des menthes. Generalement, ses 
feuilles sont machees ou fumees pour obtenir des effets psychotropes. Alors qu'une incertitude 
subsiste quant aux risques pour la sante decoulant de la consommation de S. divinorum, les effets 
de cette consommation sont c011llus pour etre brefs et comprennent des hallucinations, une 
dysphorie, des experiences~~~, l'inconscience et une perte de memoire a court terme. 
Les effets, qui varient d'une personne a l'autre, sont egalement souvent decrits comme 
deplaisants. Ni la S. divinorum ni la salvinorine ~_t:!:: s9fl!jncluses dans les annexes de la 

LRCDAS. ( ~l(,-I 1) ~ O-(TW. I.!,""",,"I; ( • , 

--~ 
Des rapports ont recemment ete publies, indiquant que es a 0 escents et des jeunes adultes 
canadiens consomment de la S. divinorum pour sa capacite a produire des hallucinations. S. 

-1 divino rum est largement vantee comme un hallucinogene "legal" sur Internet et a aussi e16 
/--~ signalee comme l'un des produits a base d'herbes medlicinales les plus courants utilises comme 
v!lft·'rI~~ tio~ux drog!les illicites.! Les conclusions tirees de l'Enquete de surveillance canadienne de 

fa consommation d'afcoof et de drogues (ESCCAD) revelent que, en 2009, 1,6 % des Canadiens 
ages de 15 ans ou plus ont declare avoir consomme de la S. divinorum au moins une fois dans 
leur vie, et que les jeunes ages de 15 a 24 ans etaient beaucoup plus nombreux a en avoir 
consomme que les adultes ages de 25 ans ou plus. Les resultats de l' Enquete sur fe tabagisme 
chez fes jeunes de 2008-2009 au Canada montrent egalement que 5 % des jeunes de 15 ans ont 
consomme de la S. divinorum au cours de la derniere annee. De plus, Ie Sondage sur fa 
cOllsommation de drogues et fa sante des efeves de I 'Ontario (SCDSEO) de 2009 indique que 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Almals of Pharmacotherapy. Oct 2005, vol. 39, noolO, pp. 1634-1639. 

002302 



5,4 % des eliwes de l'Ontario des classes scolaires 7 a 12 ont declare avoir deja consomme de la 
S. divinorum et que 4,4 % de ces eleves ont indique avoir consomme cette substance au cours de 
la derniere annee. Etant donne ses effets inconnus, ainsi que sa similarite pharmacologique avec 
d'autres substances comprises dans l'annexe ill de la LRCDAS, comme l'acide lysergique 
diethylamide (LSD) et la psilocybine, Sante Canada craint que Ia disponibilite immediate et la 
consommation de S. divinorum ne posent un risque pour la sante et la securite des Canadiens, en 
pacticulier pour celles des jeunes. 

Alors que la S. divinorum et la salvinorine A ne sont actuellement comprises dans aucune des 
Conventions de l'ONU sur Ie controle des drogues, de noI11breux pays ont choisi de reglem~~'-~~_~ 
une de ces substances, ou les deux, comme substance @ntt0.i.9 L'Australie, la Belgique, l~ 
Danemark, la Finlande, l' Allemagne, I'Italie, Ie Japon, la Coree du Sud, l'Espagne et la Suede .' 
ont tous etabli des controles sur les importations ou la vente, ou les deux, de S. divinorum etlou 
de salvinorine A. Certains Etats americains ont aussi mis en oeuvre des lois restreignant son 
utilisation, sa vente etlou sa distribution. 

Le fait d'ajouter ces substances a l'annexe III de la LRCDAS en interdirait la possession, Ie 
commerce, la possession aux fins de commerce, l'importation, l'exportation, la possession aux 
fins d'exportation et la production (ou la culture). La reglementation de la S. divinorum et de la 
salvinorine A conformement a Ia LRCDAS permett~ment aux organismes d'application 
de la loi de prendre des mesures c~ntre les activites ·l.l@gale~~es a ces substances. 

Etant donne que cette me sure ne vise pas a interferer avec l'utilisation et la disponibilite de la S. 
divinorum et/ou de la salvinorine A a des fins medic ales, scientifiques ou industrielles legitimes, 
Sante Canada sollicite de l'information_auxp1rties interessees sur les possibilites de ces types 
d'utilisation au Canada. L'information reyue en reponse a cet avis sera determinante dans la 
redaction d'un reglement approprie conformement a la LRCDAS., 

La publication de cet avis entame une periode de commentaires de 30 jours. II y aura des 
occasions supplementaires de fournir des commentaires au fur et a mesure que progresse Ie 
processus de reglementation federal. 

Si vous etes interesse par ce processus ou que vous avez des commentaires sur cette proposition, 
veuillez communiquer avec Stephanie Chandler de la Division de la politique regiementaire, du 
Bureau des substances controlees, situe au: 3503D, 123, rue Slater, Ottawa (Ontario), Canada, 
KIA IB9, par telecopieur au (613) 946-4224 ou par courriel au 
oes _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Directrice generale 
Direction des substances controleeset de Ia Iutte au 
tabagisme 

002303 



.1 
Re: Revised Salvia Media Lines ~ 
Christine Roush to: Stephanie Chandler 

This message has been forwarded. 

2011-01-1701:29 PM 

Stephanie - I will try and look at them before my 3 to 5pm meeting today. I'm dealing with an urgent MO 
request at the moment, so no guarantees I'll be able to sendl them back to you today. If not, then early 
tomorrow am. 

Christine Roush 
Senior Communications Advisor! 

Stephanie Chandler Hi Christine, Just wondering what sort of timeli. .. 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-01-1701:13:56 PM 

Cc: Jocelyn Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Nicole 
Prentice/HC-SC/GC/CA@HWC 

Date: 2011-01-1701:13PM 
Subject: Re: Revised Salvia Media Lines 

Hi Christine, 

Just wondering what sort of timelines you have regarding reviewing the Salvia media lines. The DGO is 
still looking to see the entire Salvia package (MLs, NOI and OP Note) today. Would it be possible to have 
the media lines today given the lack of timing info for the news release at this point? 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Jocelyn Kula Hi Christine, The notion of a News Release cam ... 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC 

2011-01-14 04:30:38 PM 

Cc: Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Nicole 
Prentice/HC-SC/GC/CA@HWC 

Date: 2011-01-1404:30 PM 
Subject: Re: Revised Salvia Media Lines 

--------------------------------------------------------------------------------
Hi Christine, 

The notion of a News Release came out of left field, as I have to be honest and say that I don't think we 
have ever done an NR to go with an NOI. NOls are usually pretty low key affair. In this regard, am not 
sure what further guidance we can provide at this point other than perhaps you can start drafting 
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something in line with the key messages in the media lines. Not sure about the reference to timing as it 
didn't really come up in MO this morning ..... Paul just confirme~d there were no issues with us proceeding to 
do the NOI and that Cathy will be signing offl MO did not need to see the text etc. I think we actually say 
January for the NOI in our last 3 month report, so maybe we should look at what publication cut off dates 
match with that timeframe, ie., late Jan/ early Feb and work backwards from there? 

Jocelyn 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Stephanie - I'm told that at today's briefing MO a ... 2011-01-1404:12:23 PM 

From: Christine Roush/HC-SC/GC/CA 
To: Stephanie Chandler/HC-SC/GC/CA@HWC 
Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Nicole 

Prentice/HC-SC/GC/CA@HWC 
Date: 2011-01-1404:12 PM 
Subject: Re: Revised Salvia Media Lines 

Stephanie - I'm told that at today's briefing MO asked for a News Release to announce the NOI, so I'll 
need to discuss this with you before working on the media lines. I'm also told that this won't be announced 
for another couple of weeks. So I don't think I'll be able to send the MLs to you by Monday. Let me know if 
you have any more information on the request to do a NR. thx. 

Christine Roush 
Senior Communications Advisor/ 

Stephanie Chandler Hi Christine, Please find attached the revised ... 2011-01-1401:51:41 PM 

From: 
To: 
Cc: 

Date: 
Subject: 

Hi Christine, 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
Nicole Prentice/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 
2011-01-1401:51 PM 
Revised Salvia Media Lines 

Please find attached the revised Salvia media lines which have been approved by OCS. CSTD DGO has 
requested that the media lines, along with the revised NOI and QP Note be sent back to the DGO on 
Monday. Please advise as to how you would like to handle this step in the approval process so that all the 
Salvia products can reach Cathy together. 

[attachment "Salvia Media Lines_Jan 142011 (2).doc" deleted by Christine Roush/HC-SC/GC/CA] 

Thanks, 

Stephanie 
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Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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DRAFTV.8 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its active ingredient 
salvinorin A to Schedule III ~o the Controlled Drugs and Substances Act (CDSA). Stakeholders 
may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Re,cently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. l Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, and that youth aged 15-24 
were much more likely to have used it than adults aged 25 years and older. The results from the 
Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. 
divinorum in the past year. Moreover, the 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% of these students reported using this substance in the past year. Given its 
unknown effects and pharmacological similarity to other substances included in Schedule III to 
the CDSA such as lysergic acid diethylamide (LSD) and psilocybin, Health Canada is concerned 
that the ready availability and use of S. divinorum poses a risk to the health and safety of 
Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import andlor sale of S. divinorum 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The regulation of S. divinorum and 
salvinorin A under the CDSA will enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _Affairs@hc-sc.gc.ca. 

Date ________ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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Re: Fw: Revised Salvia NOI and QP Note Ql 
Stephanie Szick to: Jocelyn Kula 
Cc CSTD-DGO, Denis Arsenault, Stephanie Chandler 

Thanks Jocelyn 

2011-01-1811 :42 AM 

I will bring to Cathy's attention with a note that comms products will follow under separate cover from 
Christine Roush (media lines, news release) 

Depending on how the day proceeds, she may not have reviewed these in time for your bilat - will do our 
best to get them in front of her. 

Stephanie Szick 
Director General's Office / Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) / 
Direction des substances contr61ees et de la lutte au tabagisme (DSCL T) 
Health Canada / Sante Canada 
Tel/ Tel: (613) 948-8651 

Jocelyn Kula 

From: 
To: 

Per discussion. I will cc you on a message to C ... 

Jocelyn Kula/HC-SC/GC/CA 
stephanie.szick@hc-sc.gc.ca 

2011-01-18 11 :02:09 AM 

Cc: 
Date: 

CSTD-DGO, Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenauIUHC-SC/GC/CA@HWC 
2011-01-1811 :02 AM 

Subject: Fw: Revised Salvia NOI and QP Note 
----------------------------------------------------------------------------------

Per discussion. I will cc you on a message to Christine re media lines and NR. 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-01-18 10:56 AM -----

From: 
To: 
Cc: 
Date: 
Subject: 
,"~_&/_-» ~ 

Hi Jocelyn, 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Denis ArsenauIUHC-SC/GC/CA@HWC 
2011-01-1703:21 PM 
Revised Salvia NOI and QP Note 

I have revised the Salvia NOI and OP Note (available here: ~ ) as requested. Hope to get the media lines 
back from Christine Roush if not today then early tomorrow. 

[attachment "DRAFT Salvia NOI_Jan 14.wpd" deleted by Stephanie SzicklHC-SC/GC/CA] 
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Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances contrc5lees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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ian~~FY I.§,}QU, __ u _____ u ___________ u ______ u ______ u ____ u __________ u_u __________ u __ u ______ uu_u ______ u __________ ,- Deleted: December 22 
~;,~~~ Deleted: 4 

Issue 

Media Lines 
Salvia divinorum 

There is .ong()ing media)nterl!st regar~ing thl! _av~ila~ilio/ _of Salviatilvinorfj"! in Canad~~\V~IL j"" 
as reports from scientific and media sources suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health Canada has 
concluded that Salvia divinorum and its main active ingredient salvinorin A should be regulated 
under the Controlled Drugs and Substances Act (CDSA) in order to protect the health and safety 
of Canadians, particularly youth. 

Key Messages: 

• 

Health CanadaJs(lrop()sing t() _reglliate ~oth ,s'alvia £livil1~ru111_11nd i~sl11fiiIl a(;tive __ 
ingredient salvinorin Aunder Sched_uleIII!()the[:()n~r~lle''_Drt,!gs C!nd§ltbsta_nces _1_ct_ 
(CDSA). 

As a first ste ealth Canada has ~!j~_~~~_~J'!()~tC!_~_~~_{'!~~~~~!er!_I!Cl!tt~~ __ ~g! __ J~ ____ ______ / 
Canada Ga=ette Part I on Janua 2 2011. The NOI is intended to ive Canadians the 
opportunity to provide comments on the-p-roposa(toregulate SalVia divinorum and 
salvinorin A as controlled substances .. 

,rh~_incl_u_si()n_()f,s'C!lvi~_Cl'iv!11~r~11111n~us_::lJviIlorin AinS(;~ed~l~uIIUo_th~_CD_~_A. Viill __ 
make possession, trat1icking, importation, exportation, and production (or cultivation) 
illegal unless authorized by regulation. 

Supplementary Messages: 

Canadians should not use products containing Salvia divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain 
and. body .. ____ _ 

The plant Salvia divinorum is not regulated under the CDSA and therefore J!isn()t __ " /' 
considered to be "banned", nor are activities with it considered to be illegal in Canada. Lj 

by humans, it meets the definition of a natural health product (NHP) under the J"VaJ!Ir.aL __ _ 
Health Products Regulations .. ViheIl_mfirketed as a halltlcinogen ... __ 
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to compliance and enforcement action by Health Canada under the Food and Drugs Act. 
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Questions and Answers: 

.QL-:-::.W~~~ is involved inJ'egulating Salvia divinorum as a controlled substanc~~~_'Y.~~~ ____ _ 
stage is it at? 

1\l ___ J!~~lth_~~~~_c~':1~!~~r~_~~v~~IXa~~~rs_~~A~!~~it:t~g_~h~th~~_~~~J~~!~t:l_~f~_~!l~_~~~~ ____ _ 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 

Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A against 
the aforementioned factors and proposes to include both substances in Schedule III to the CDSA. 
The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their unknown 
effects. The scheduling of Salvia divinorum and salvinorin A will also eliminate the current 
perception that these substances are a safe alternative to other illegal drugs. 

02 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are these 
substances regulated in other countries? 

A2 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g .. Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also placed controls 
on the itnport and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have implemented laws restricting their use, sale and/or distribution. 

03 - Is there any research on the use of Salvia divinorum in Canada? 

Deleted: Ql - Are Salvia 
dMnorum and/or salvinorin A 
controlled internationally? How 
are tbese substances regulated in 
otber countries~ 
11 
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that, in 2009, 1.6% of Canadians aged 15 years and older have reported using Salvia divinorum 
at least once in their lifetime, and that youth aged 15-24 were much more likely to have used it 
than adults aged 25 years and older. The results from the Canadian 2008-2009 Youth Smoking 
Survey also show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
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students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students reported 
using this substance in the past year. 
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the CDSA. Further to the regulation of these substances under the CDSA, the following 
activities may be prohibited unless authorized by regulation: possession, trafficking, possession 
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exportation, and production (or cultivation). Law enforcement agencies will then be able to take 
action against suspected illegal activities involving these substances. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it meets the 
definition of a natural health product under the Natural Health Products Regulations (NHPR) 

when marketed as a hallucinogen. The ~:lle ()f su(;b.. t:l!l3:uth()ri2:e~ .l'rod\l(;ts. con!:lini!lg$alv.ia. ... _ _ _ .. __ .... ( Deleted: unauthorized 
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enforcement will be able to take appropriate action in response to suspected illegal activities with 
these substances. 

In the interim, S. divinorum products that are not in compliance with the Natural Health 
Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing Salvia divinorum and/or salvinorin A can 
be referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 
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inform the general public about the risks associated with the use of this plant. 

................................................................................................................................................. { Formatted: English (Canada) 

"Background ................................................................................................................ " ... "\" 

Salvia divinorum is a species of sage belonging to the mint family_ Its leaves are chewed or '\ ,,\ 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 
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The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 

7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 

• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 

5.4% of students (grades 7-12) ever used Salvia divinorum; and 
the use of Salvia divinorum was significantly higher in males than in females (6.2% vs. 
2.3%) in 2009. 
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The inclusion of Salvia divino rum and salvinorin A in Schedule III to the CDSA will 
reduce the potential health and safety risks associated with the ready availability, 
increased use and unknown effects of these substances. Further to the regulation 
of these substances under the CDSA, the following activities would be prohibited 
unless authorized by regulation: possession, trafficking, possession for the 
purposes of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). 
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Health Canada will inform stakeholders of its proposal by publishing a Notice to 
Interested Parties (NOI) in Canada Gazette, Part 1. The NOI will provide 
stakeholders and other interested parties with the opportunity to provide 
comments on the proposal to regulate Salvia divinorum and salvinorin A as 
controlled substances. 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERIODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: January 18,2011 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young celebrity Miley Cyrus smoking Salvia divinorum. Canadian 
§urveillance data indicates that this substance is being used by adolescents and young adults for 
its hallucinogenic properties, and there have also been several reports from scientific sources 
indicating that Salvia divinorum has the potential for abuse. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: , 

What is Health Canada doing to protect young Canadians from the potential 
adverse effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les jeunes Canadiens contre 
les effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada is proposing to regulate Salvia under the 
Controlled Drugs and Substances Act in order to protect the 
health and safety of Canadians, particularly youth. 

• Health Canada has published a Notice to Interested Parties 
in Canada Gazette, Part I, to give Canadians the 
opportunity to provide comments on its proposal to regulate 
Salvia. 

• The regulation of Salvia will make possession, trafficking, 
importation, exportation, and production illegal unless 
authorized by regulation. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum include: Sally 0, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Both the plant S. divinorum and its main active ingredient salvinorin A are known to have physical and mental 
effects which are often described as unpleasant, including: 
" hallucinations 
a dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
,. uncontrollable laughter 
:t loss of consciousness 
• short-term memory loss 
't lack of physical coordination 
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• slurred speech and awkward sentence patterns 

Recent surveys indicate that Canadian youth are trying this substance which could be dangerous to their health. 
Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of 
Canadians aged 15 years and older have reported using Salvia divinorum at least once in their lifetime, and that 
youth aged 15-24 were much more likely to have used it than adults aged 25 years and older. The results from 
the Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used Salvia divinorum 
in the past year. The 2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of 
Ontario students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students reported using 
this substance in the past year. 

International Control of S. divinorum 
Neither Salvia divinorum nor its main active ingredient salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are signatories to these Conventions. The move to include Salvia divinorum 
and salvinorin A in Schedule III to the CDSA is consistent with actions taken by several countries (e.g. Australia, 
Belgium, Denmark, Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have also implemented laws restricting their use, sale and/or distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under the Controlled 
Drugs and Substances Act (CDSA) is warranted, namely: 

• International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

• Legitimate uses of the substance (Le. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the SUbstance. 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in Schedule III to the CDSA. 

The regulation of Salvia divinorum will allow law enforcement to take action against illegal activities involving this 
substance. The possession, trafficking, importation, exportation and production of Salvia divinorum and 
salvinorin A will be illegal unless authorized by regulation. 

The plant Salvia divinorum is not currently regulated under the Controlled Drugs and Substances Act (CDSA) anc 
therefore the plant is not considered to be "banned" nor are activities with it considered to be illegal in Canada. 
However, as Salvia divinorum is a plant with hallucinogenic properties when consumed by humans, it meets the 
definition of a natural health product (NHP) under the Natural Health Products Regulations when marketed as a 
hallucinogen. To date, Health Canada has not licensed for sale any natural health product which contains Salvia 
divinorum as an ingredient. The sale of unauthorized natural health products containing Salvia divinorum or its 
active ingredient salvinorin A may be subject to compliance and enforcement action by Health Canada under the 
Food and Drugs Act . 

I ATTACHMENTS I PIECE(S)-JOINTE(S) 
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ContactlPersonne ressource : 
Denis 
ArsenaultlHC-SC/GC/CA 

Alternate! 
Secondaire: 
Jocelyn Kula 

Date PreparedlPrepare Ie : 

Prepared bylPrepare par: 

OfficelBureau : 

Date Contact Signed/ 
Signature de la personne 
ressource: 

D.G. Verification! 
Verification par Ie D.E. 

Date D.G.Verified/ 
Date verifie par Ie D.E. : 

Programme: 

Tel. no.lNo de tel. Approved by/ Approuve par Tel. no.lNo. de tel. 
613-957-6828 Paul Glover, ADM 946-6701 

(HECS/SESC) 
Mobile! [Title! ~obile! 
~ellulaire: 613-296-4239 Il'itre: ~ellulaire: 
Telephone! 
[Telephone: 613-952-2177 

Mobile! 
~ellulaire: 613-797-2103 

2010-09-07 

Stephanie Chandler Phone/ No de tel. : 613-946-0124 

CSTD - Office of Controlled Substances 

o Contact Signed - Signe 

Cathy Sabiston o D.G. Approved / Approuve D.E.; 

Controlled Substances and Tobacco Directorate 

ADM Approved/ Approbation 
parle SMA: 

Paul Glover 
(946-6701) 

Branch/ Direction generale : HECS/SESC 

Department! Ministere : Health Canada / Sante Canada 
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Re: Salvia NOI [J) 
Christine Roush to: Stephanie Chandler 
,~~, Denis Arsenault, Jocelyn Kula, Nicole Prentice, Jeannine Ritchot. 
'A" Dave Stephens 

2011-01-1803:12 PM 

Thanks for the copy of the NOI. I am just reviewing the MLs now - and these can go forward to Cathy for 
her approval after I finish my review, but the NR will have to wait until after I have revised the medical 
marihuana comms products, since the NR won't be posted until Friday Jan 28th. I will try and get the NR 
to you by Thursday, but I need to know if any of your partners, RCMP, etc, will be quoted in the release. I 
assume you have given your partners a head's up on this? At the same time, Dave Stephens, my Comms 
Exec., is giving MO a head's up of the posting/NR dates to see if they have any problems with the timing. 
We will let you know if they do. 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cel\: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

Stephanie Chandler Hi Christine, With regards to our earlier conver ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-01-1802:53:10 PM 

Cc: Nicole Prentice/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC 

Date: 2011-01-1802:53 PM 
Subject: Salvia NOI 

--------------------------------------------------------------------------------
Hi Christine, 

With regards to our earlier conversation, I have spoken to Jocelyn who will get in touch with DGO with 
regards to timelines/priorities. In the mean time, as discussed, we are intending to submit the Salvia NOI 
on Fri Jan 21st for publication in CGI on Sat. Jan 29th. I have attached the current draft of the NOI below 
for your information when drafting the NR. I believe this document contains all of the info you will need, 
however if you do need any additional information, please let me know. 

[attachment "DRAFT Salvia NOI_Jan 18.wpd" deleted by Christine Roush/HC-SC/GC/CAI 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction g{merale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
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Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Re: Salvia NOI Ql 
Christine Roush to: Stephanie Chandler 2011-01-1803:36 PM 
Cc: Denis Arsenault, Jocelyn Kula, Nicole Prentice 

----~--~~~,~~-----.......----~-.;,.....---:---~-~--:---------.---------
This message has been replied to and forwarded. 

Hi Stephanie, 
I have reviewed the MLs and made some changes in blue. Could you please provide a better answer to 
the question below -as it currently doesn't answer the question, which is about the process involved in 
listing - (Le., we have finished our assessment, and are posting to CG1 for comment - but wlhat comes 
after this, and how much time is involved and when are we likely to have it listed. Also, could you please 
update the approval totem at the end of the document listing who needs to approve these lines from HECS 
and HPFB. Please return them to me by 10:00 am tomorrow for one final review. Thanks. 

Salvia Media Lines_Jan 182011 (1).doc 

Ql - What is involved in regulating Salvia divinorum as a controlled substance! and what 
stage is it at? 

Al - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
• International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulat1ed under the 
CDSA; 
• Legitimate uses ofthe substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 

Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A against 
the aforementioned factors and proposes to include both substances in Schedule III to the CDSA. 
The regulation of these products will reduce the potential risks to the health and saf~~ty of 
Canadians associated with their ready availability, with their increased use and their unknown 
effects. The scheduling of Salvia divinorum and salvinorin A will also eliminate the current 
perception that these substances are a safe alternative to other illegal drugs. 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 
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Stephanie Chandler Hi Christine, With regards to our earlier conver ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-01-1802:53:10 PM 

Cc: Nicole Prentice/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC 

Date: 2011-01-18 02:53 PM 
Salvia NOI Subject: _...;.... ___________________________________________ ,,,'c,,,"cccc.ccC,c 

Hi Christine, 

With regards to our earlier conversation, I have spoken to Jocelyn who will get in touch with DGO with 
regards to timelines/priorities. In the mean time, as discussed, we are intending to submit the Salvia NOI 
on Fri Jan 21st for publication in CGI on Sat. Jan 29th. I have attached the current draft of the NOI below 
for your information when drafting the NR. I believe this document contains all of the info you will need, 
however if you do need any additional information, please let me know. 

[attachment "DRAFT Salvia NOLJan 18.wpd" deleted by Christine Roush/HC-SC/GC/CA] 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Supplementary Messages: 

Canadians should not use products containing Salvia divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain 
and,.body ... 

I 

regulation of these substances 
under the CDSA, the following 
activities would be prohibited 

I unless authorized by regulation: 

I 
possession, trafficking, possession 
for the purposes of trafficking, 

I 
importation, exportation, 

, possession for the purpose r:::Jijj 
r Deleted: Health Canada ... 2 

\ Deleted: lor 

'JDeIeted: . and their impaErifj 

'.' ,l Deleted: the plant J 

,A Deleted: H 1 
Fonnatted 

"~~;';';';;==~.:.:.:.I,;~ 

• The plant Salvia divinorum is not regulated under the CDSA and therefore II ~s not / // 
considered to be "banned", nor are activities with it considered to be illegal lnCanada. ",--,/ 

Fonnatted: Bullets and 
Numbering 

bv humans, it meets the definition of a natural health product (NHP) under the JY(Jtur(JI_. 
Health Products Regulations. when mllr~eted as. a hallllcinog;en~ .. ,. 

___ .To date,Jlealth,Canada has not authorized for sale any natural health products which 
contain Salvia divinorum as an ingredient. The sale of unauthorized natural health 
products containing Salvia divinorum or its active ingredient salvinorin A may be subject 
to compliance and enforcement action by Health Canada under the Food and Drugs Act. 
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Questions and Answers: 

.QL-:-:.W~ll~ is involved in Eegulating Salvia divinorum as a controlled substanc~ll~t~_h_a_t ____ 
stage is it at? 

AJ,_~J~l!aJth_C;:~~~~~()~_si<iC?~_~_seYt!r~~X~~~()~_~tl_~_e~l!rIllin_itlg_\Vh~th_~rr~gl:lJ~~~()n_()f~_~~~_s~~C? ____ _ 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated under the 

CDSA; 
Legitimate uses of the substance (I.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A against 
the aforementioned factors and proposes to include both substances in Schedule III to the CDSA. 
The first step in the process of regulating a substance under the CDS A is the publication of a 
Notice to Interested Parties (NOI) in Canada Gazette, Part I. Any comments received will be 
considered during the preparation of a regulatory proposal. There will be additional 
opportunities for comment as the federal regulatory process progresses. 

Jl1l! reglll~ti()tl_()fthese l'roducts will re~uct!tltel'0tetltial !iskst()_theh_ellith ~d ~afet)'oK _______ _ 
Canadians associated with their ready availability, with their increased use and their unknown 
effects. The scheduling of Salvia divinorum and salvinorin A will also eliminate the current 
perception that these substances are a safe alternative to other illegal drugs. 

't_________ _ __ .___ _______ _ ____ .__ _ ___ _ __ .. ___ " _________ " __ ... 

92 - Are Salvia divinorum and/or saIvinorin A controlled internationally? How are these 
substances regulated in other countries? 

A2 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also placed controls 
on the import andlor sale of Salvia divinorum andlor salvinorin A. Some individual U,S. states 
have implemented laws restricting their use, sale andlor distribution, 

93 - Is there any research on the use of Salvia divinorum in Canada? 
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Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves ofthis plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 

5.4% of students (grades 7-12) ever used Salvia divinorum; and 
the use of Salvia divinorum was significantly higher in males than in females (6.2% vs. 
2.3%) in 2009. 
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The inclusion of Salvia divinorum and salvinorin A in Schedule III to the CDSA will 
reduce the potential health and safety risks associated with the ready availability, 
increased use and unknown effects of these substances. Further to the regulation 
of these substances under the CDSA, the following activities would be prohibited 
unless authorized by regulation: possession, trafficking, possession for th~~ 
purposes of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). 
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Health Canada will inform stakeholders of its proposal by publishing a Notice to 
Interested Parties (NOI) in Canada Gazette, Part I. The NOI will providl~ 
stakeholders and other interested parties with the opportunity to provide 
comments on the proposal to regulate Salvia divino rum and salvinorin A as 
controlled substances. 
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Hi Denis, 

Publication of Salvia NOlan Jan 29 - Items for review 
Stephanie Chandler to: Stephanie Chandler 

""'~~~~-

2011-01-1804:34 PM 

Jocelyn has received confirmation from DGO that we are to publish the Salvia NOI in CG1 on Jan 29th. 
Therefore, we need to submit our package to Canada Gazette on Friday, Jan 21. Jocelyn would like you 
to revise the three month report to indicate this accordingly. 

There are a number of documents which I need you to review: 

For approval before Jan 21: 
Letter to Canada Gazette requesting insertion: 

~ 
Salvia NOI Transmittal LeUer.wpd 

Request for Insertion form: 
-Currently missing some administrative info, but I will provide to you once I have completed ilt. 

I am awaiting approval of the NOI so that it can be sent for translation. Lisa Marie will also make a 
diskette with both versions on it. 

For approval before Jan 29: 

The list of stakeholders which I propose we send the NOI notification to: 

~ 
List of Salvia Stakeholders v.1.doc 

English notification to stakeholders: 

~ 
Stakeholder notification of NOI Dec 23 2010 EN.wpd 

This notification also needs to be translated to French. HPFB will also need to approve as NHPD will be 
sending the notification to their stakeholders as well. My original thinking was that we would use this 
document to notify our stakeholders once the NOI was published, however a recent email from Christine 
suggests that we should be giving some groups (such as the RCMP?) a heads-up prior to publication. If 
you agree, we should discuss who should be contacted. 

Also, we have not yet discussed any web postings (on the Health Canada site). Is one necE1ssary? 
Would this consist of the news release? Is there anything I should be preparing? 

(You also have not yet approved the Jan 6th version of the Salvia lAS, but I don't believe that is a priority 
at this point.) 

I am at the conference tomorrow in the AM, but happy to discuss in the afternoon. 

Thanks, 

Stephanie 

Stephanie Chandler 
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Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Groups 

CSTD - RCMP 
CSTD - Police 

Salvia divinorum NOI Stakeholders 

eST]) C1HRR A P I ilm I 1 Dee]Sll3::=:::::: 
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~ifk![PD~:)r;:~~IO; ~:n:df~~ e~:i~:~i:il:!,*t --wrn;:=. 
CSTD - RPD - PIT Licensing Authorities - Registrars ofPhannacy 
CSTD - RPD - PIT Licensing Authorities - Registrars of Physicians and Surgeons 
CSTD - RPD - PIT Licensing Authorities - Registrars of Dental Surgeons 
CSTD - RPD - PIT Licensing Authorities - Registrars of Veterinary Medicine 
CSTD - RPD - PIT Licensing Authorities - Registrars of Naturopathy 
CSTD - RPD - Professional Associations - Phannacy Associations 
CSTD - RPD - Professional Associations - Medical Associations 
CSTD - RPD - Professional Associations - Dental Associations 
CSTD - RPD - Professional Associations - Veterinary Associations 
CSTD - RPD - PIT Deputy Ministers of Health 

Individual Associationsl Agencies 

Canadian Psychiatric Association 
Canadian Association of Naturopathic Doctors 
Canadian Public Health Association 

Natural Health Products Manufacturers of Canada 

CSTD - RPD - Other Government Departments - Canada Border Services Agency (3 
Contacts) 
CSTD - RPD - Other Government Departments - Public Safety (5 Contacts) 

Canada Border Services Agency - OGD Programs Unit (3 Contacts) 

Canadian Mental Health Association 
Canadian Centre on Substance Abuse 
Canadian Homeopathic Phannaceutical Association 
Centre for Addiction and Mental Health (6 Contacts) 
Public Health Agency of Canada (Johnson, Mary - Manager) 
Public Health Agency of Canada (Vieira, Gaby - Policy Analyst) 
Public Health Agency of Canada (Director General's Office, Palak, Monica) 
Public Health Agency of Canada (Mental Health Promotions Unit) 
Public Health Agency of Canada (Strategic Policy and Research) 
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Martin.Burtt@cbsa-asfc.gc.ca 

George.Mezher@cbsa-asfc.gc.ca 

Nicole.Rougier@cbsa-asfc.gc.ca 
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DRAFTV.9 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvin orin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its main active 
ingredient salvinorin A to Schedule ill to the Controlled Drugs and Substances Act (CDSA). 
Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include: 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any ofthe Schedule:s to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one ofthe most prevalent herbal 
products used as an alternative to illicit drugs. 1 Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, and that youth aged 15-24 
were much more likely to have used it than adults aged 25 years and older. The results from the 
Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have: used S. 
divinorum in the past year. Moreover, the 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% of these students reported using this substance in the past year. Given its 
unknown effects and phannacological similarity to other substances included in Schedule III to 
the CDSA such as lysergic acid diethylamide (LSD) and psilocybin, Health Canada is concerned 
that the ready availability and use of S. divinorum poses a risk to the health and safety of 
Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Gennany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10): 1634-9. 
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and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The regulation of S. divinorum and 
salvinorin A under the CDSA will also enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _Affairs@hc-sc.gc.ca. 

Drue ______________ __ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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Re: Salvia Media Lines QJ 
Christine Roush to: Stephanie Chandler 201'1-01-18 05:07 PM 
Cc: Denis Arsenault, Jocelyn Kula, Nicole Prentice 

This message has been replied to. 

HPFB will need to approve the lines and we can get the names for you. Please advise if you will be 
notifying your partners - RCMP, Justice. 

Christine Roush 
Senior Communications Advisor! 

Stephanie Chandler Hi Christine, We will work on that question, ho ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-01-1804:58:22 PM 

Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Nicolle 
Prentice/HC-SC/GC/CA@HWC 

Date: 2011-01-1804:58 PM 
Subject: Re: Salvia Media Lines 

Hi Christine, 

We will work on that question, however, I'm not sure if we will be able to have it back to you by 10:00am 
tomorrow. 

In regards to the approvals, how would you advise we proceed? We are not sure if HPFB nj~eds to 
review. There seems to be only one line which refers to the NHP issue, so perhaps just Robin Maries in 
NHPD needs to see it? There also may be some changes as to who in PACCB needs to aplProve (e.g. 
Dave Stephens is not currently included in the list). 

Thanks for your help with this. 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Christine Roush Hi Stephanie, I have reviewed the MLs and mad ... 

From: Christine Roush/HC-SC/GC/CA 
To: Stephanie Chandler/HC-SC/GC/CA@HWC 

2011-01-1803:36:37 PM 

Cc: Denis ArsenauItlHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Nicole 
Prentice/HC-SC/GC/CA@HWC 

Date: 2011-01-1803:36 PM 
Subject: Re: Salvia NOI 

--------------------------------------------------------------~~-----------------

Hi Stephanie, 
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I have reviewed the MLs and made some changes in blue. Could you please provide a better answer to 
the question below -as it currently doesn't answer the question, which is about the process involved in 
listing - (i.e., we have finished our assessment, and are posting to CG1 for comment - but what comes 
after this, and how much time is involved and when are we likely to have it listed. Also, could you please 
update the approval totem at the end of the document listing who needs to approve these lines from HECS 
and HPFB. Please return them to me by 10:00 am tomorrow for one final review. Thanks. 

[attachment "Salvia Media Lines_Jan 182011 (1 ).doc" deleted by Stephanie Chandler/HC-SC/GC/CA] 

Ql - What is involved in regulating Salvia divinorum as a controlled substance and what 
stage is it at? 

Al - Health Canada considers several factors in detennining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
• International requirements and trends in international control; 
• Chemical and phannacological similarity to other substances already regulated under the 
CDSA; 
• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A against 
the aforementioned factors and proposes to include both substances in Schedule III to the CDSA. 
The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their unknown 
effects. The scheduling of Salvia divinorum and salvinorin A will also eliminate the current 
perception that these substances are a safe alternative to other illegal drugs. 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction genera Ie des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

Stephanie Chandler Hi Christine, With regards to our earlier conver. .. 2011-0l-18 02:53:10 PM 
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DRAFT 1~4 
December 22January 148,20101 

~, (.L~~ Media Lines 
Lt,..r-t"- t( ,Salvia divinllrum, 
~rVf!A.I~lL-· [~ 

mg media interest regarding the availability of Salvia divinorum in Canada aHd-as 
~lli~i.~~9tFP!n!~t+M~~~~~i!QlI~~ suggestffig that Salvia divinorum is being used 
by adolescents and young adults specifically for its hallucinogenic properties. Health Canada 
has concluded that Salvia divinorum and its main active ingredient salvinorin A should be 
regulated under the Controlled Drugs and Substances Act (CDSA) in order to protect the health 
and safety of Canadians, particularly youth. 

Key Messages: 

Health Canada has eoncluded its assessment of5;abi£1 divinor1:t1'l'l and its main active 
ingredient salYinorin l\ and is proposing to regulate both Salvia divinorum and its main 
active ingredient salvinorin Asubstanees under Schedule 1Il to the EI>8.1:UnJ!-,,!!_c.t:J~_ 
poteet the he£1l-th and 86lfoty ofCcmadians, partic1:tlarly'Y01:tthControl/ed Drugs and 
Substances Act (CDSA). 

As a tirst step. In February 2011, Health Canada has published a Notice to Interested 
Parties (NOI) in Canada Gazette, Part I on January 2# :2011. The NOI is intended to 
give Canadians the opportunity to provide comments ori the proposal to regulate Salvia 
divinorum and salvinorin A as controlled substances.The inelusion ofSaI",ia divinol'1:t1'l'l 
and salvinorin A in Sehedule III to the CDSA will reduce the potential health and safety 
risks assoeiated vlitA the ready availability, increa<;ed use and unknown effeets of these 
substanees. Further to the regulation of these substanees under the CDSA, the following 
aetivities would be prohibited unless authorized by regulation: possession, traffieking, 
possession for the purposes oftraffieking, importation, e)(portation, possession for the 
purpose of exportation, and produetion (or eultivation). 

Health Canada will inform stakeholders of its proposal by publishing a Notice to 
Interesled Parties (NOI) in Canada G6lZette, Part I. The NOI will provide stakeholders 
and other interested parties with the opportunit), to provide comments on the proposal to 
regulate SeI';i£1 di';il'lol'1:t1'l'l and salvinorin A as controlled substances. The inclusion of 
Salvia divinorum and salvinorin A in Schedule III to the CDSA will make possession, 
trafficking, importation, exportation, and production (or cultivation) illegal unless 
authorized bv regulation. 

Supplementary Messages: 

Canadians should not use products containing Salvia divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain 
andffil: body, and their impact on physioal and mental functions. 
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I • The plant Salvia divinorum is not regulated under the CDSA and therefore the plant!! is 
not considered to be "banned", nor are activities with it considered to be illegal in 
Canada. 14 

~ .. ----"---- .. -- --_.,.- 1 
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\,\ >=F=o=rm~att=ed~:~F=On=t=: Ti=,m=e=s=N=e=w=: 
Nevertheless, 'lI'hea specifically marketed for its halluciaogeaic properties, &tlvia 
divinorum meets the definitioa of a natural health product uader the Netural Health 
Products Regulcttions. To date, hOVl'ever, Health Canada has not authorized for sale any 
natural health products which contain Salvia divinorum as an ingredient. The sale of 
unauthorized natural health products containing Salvia divinorum or its active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health Canada 
under the Food and Drugs Act. 

Questions and Answers: 

Ql Are Salvia dil'ilf6fflIH and/oF sa ... ·inoFin A eontrolled internationally'! How are 
these substanees regulated in other countrics? 

Al Neither Salvia dil'illorum nor salvinorin A are listed under the United Nations Drug 
(,'ontrol Conventions; as a result, they do flffi-·J:ta.v.e-te--be-regu.ffited--as--€efltrol-led··5tlbstances ·iH·-ffi1)' 

of the countries (including Canada) that are signatories to these Conventions. 

The move to include Salvia di'.'inorum and salvinorin A in Schedule III t&the CDSA is 
consistent ""ith aetioas takea by several countries (~Austfalia, Belgium, Denmark, finland, 
Gennan)" Italy, Japan, Not'\'l'ay, South Korea, Spain and Sweden) that have also placed controls 
on the import andl-or sale ofSal",ia di';illerllm and/or salvinorin A. Some individual U.S. states 
have implemeated lav/s restricting their uSe,-s-&~/or distributioa. 

Q2! - Past media reports kaye indicated that Health Canada is assessing the possibility af 
f'egu-lating Salvia dMIfOl'lHfHls-a--wn-tr-alled-subst-lHtee.What is im'olved in does-regulating 
Salvia tiivillorum as a controlled substancetbat iR\'olve and what stage is it at? 

A~l - Health Canada considers several factors in determining whether regulation of a substance 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 
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Health Canada recently concluded its assessment of Salvia divinorum and salvin orin A against 
the aforementioned factors and proposes to include both substances in Schedule III to the CDSA. 
The first step in the process of regulating a substance under the CDSA is the publication of a 
Notice to Interested Parties (NOl) in Canada Gazette. Part I. XIHll?iIIltJlt@atiell oftl,e Sr:tftlia 

. An comments 
received will be considered during the preparation of a regulatory proposal. There will be 
additional opportunities for comment as the federal regulatory process progresses. 

-The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their unknown 
effects. The scheduling of Salvia divinorum and salvinorin A will also eliminate the current 
perception that these substances are a safe alternative to other illegal drugs. 

92 - Are Salvia divinorum and/or salvinorin A controlled internationally'! How are these 
substances regulated in other countries? 

A2 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

The move to include Salvia divino/'um and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark. Finland. 
Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also placed controls 
on the import andior sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have implemented laws restricting their use. sale and/or distribution. 

93 - Is there any research on the use of Salvia divinorum in Canada? uumumuu ~~ ______ ~~ ___ ~ __ -----j Formatted: Font: Italic 

A3 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, 1.6% of Canadians aged 15 years and older have reported using Salvia divinorum 
at least once in their lifetime, and that youth aged 15-24 were much more likely to have used it 
than adults aged 25 years and older. The results from the Canadian 2008-2009 Youth Smoking 
Survey also show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students reported 
using this substance in the past year. 
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Health Canada recently concluded its assessment of Salvia divino rum and s vinorin A against 
e aforementioned factors and proposes to include both substances in Sc edule III to the CDSA. 
e regulation of these products will reduce the potential risks to the h lth and safety of 

Ca adians associated with their ready availability, with their increas use and .their unknown 
effe ts. The scheduling of Salvia divinorum and salvinorin A will so eliminate the current 
perc tion that these substances are a safe alternative to other ill al drugs. 

'! How are these 

their use sale and/or distribution. 

e Canadian A hoi and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, 1. Yo of Canadians age 15 years and older have reported using Salvia divinorum 
at least once i their lifetime, and that uth aged 15-24 were much more likely to have used it 
than adults ged 25 years and older. The esults from the Canadian 2008-2009 Youth Smoking 
Survey a 0 show that 5% of 15 year olds ve used Salvia divinorum in the past year. The 2009 
Ontar' Student Drug Use and Health Surve (OSDUHS) indicated that 5.4% of Ontario 
stu nts in grades 7-12 reported ever using Sa 'a divinorum and 4.4% of these students reported 
us g this substance in the past year. 

AJ4. - Health Canada proposes 
to the CDSA. Further to the egulation of these substances under the CDSA, the following 

I activiti~ be .. unless authorized by regulation: possession, trafficking, possession 
~ purpose of trafficking, importation, exportation, possession for the purpose of 

/" exportation, and production (or cultivation). Law enforcement agencies will tkc:f1 be able to take 
action against suspected illegal activities involving these substances. It\..Q;.)o 

.A-c:. ~rt:'~ (' .. j} J " <--..D, ' . 
.=l!! ~iltlIlFiI .. , aaSah!i~!i~~1p a plant with hallucinogenic propertie !rmeets the Y'" . 

definition of a natural health product under the Natural Health Products R gulations (NHPR) 
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~~~ hQ.aJ,~ ......... . 
I when marketed as a hallucinogen. The unautflofiZ3ed sale of ~ unauthorized ~ducts NQ.e ~ Cl~, 

_.,.WQtajpj];ij!j SOOda divinontm ?mt/i:lMlJWIil:ln~ ~ may be subject to compliance and enforcement " ~ ~ )-V\-~ 
action under the Food and Drugs Act. tJ:..f../ eN I . ...l ..... 

Q4~ - What will Health Canada do if it finds products containing Salvia divinorum on the 
market? 

A4,i - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, law 
enforcement will be able to take appropriate action in response to suspected illegal activities with 
these substances. 

Gv~ t~~{K1 
- I~, S. divinorum products that are not in compliance with the Natural Health 

Products Regulations may be subject to compliance and enforcement action by Health Canada. 
Complaints about the illegal sale of drugs containing Salvia divinorum and/or salvinorin A can 
be referred to the Health Products and Food Branch Inspectorate at 1-800-267-9675. 

06 - .Has Health Canada issued any kind of warning to Canadians about Salvia divinorum'! 

A6 - Health Canada is developing an.lt's}o.llrl-JeL7lt~(il1ir)eH'd:~01lt§a1viL~r;livi110rumto help 
inform the general public about the risks associated with the use of this plant. 

/fpreSSel/ on whether Hea/th Canada ha,., i~'sued (J:'iY kind of warning IfJ Canadians 

A Health Canada is developing an It's Your l4oo1-th article. ... ofl ... ili:t~tb)tfwitl-divineRI-fI'I-te 
help inform the general public about the risks associated with the lise of this plant. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERI ODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

.:~:OPSIS - SOMMAIRE ~ 

Date: January 18,2011 

Classification HECS PROTECTED - SESG-
: PROTEGlt // 

/' 

ia interest in Salvi . Inorum is recurrent. Questions around this substance generally focus 
on its legality. Re Iy, a number of media reports have commented on a YouTube video which 

/ ~portedly sh s the young celebrity Miley Cyrus smoking Salvia divinorum. -He!itMr4 iallad»-
>("">urveillance ndicates that ~ubstance is being used by adolescents and young adults for its 

hallucinogenic properties, .-{fIere have also been several reports from scientific '8IiJQ A:iiJ8ie 
sources indicating that Salvia divinorum has the potential for abuse. l' ~ 
ANTICIPATED QUESTION - QUESTION PREVUE pt;:!: ft> 
English: 

What is Health Canada doing to protect young Canadians from the potential ~ 
adverse effects associated with the use of Salvia divinorum? ' .! .~; c~·~ 

a:iles mesures Sante Canada prend-il pour proteger les jeunes canadi~ 
les effets indesirables possibles lies a I'utilisation de la Salvia divinorum? ~ c"-

~' ....... 
-fo ~I- / 
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English: 

• Health Canada is proposing to regulate Salvia under the 
Controlled Drugs and Substances Act in order to protect the 
health and safety of Canadians, particularly youth. 

• Health Canada has published a Notice to Interested Parties 
in Canada Gazette, Part I, to give Canadians the 
opportunity to provide comments on~ proposal to 
regulate Salvia. "'1t1 

• The regulation of Salvia will make possession, trafficking, 
importation, exportation, and production illegal unless 
authorized by regulation. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Sa/via divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
clivinorum include: Sally D, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
]Iso promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Both the plant S. divinorum and its main active ingredient salvinorin A are known to have physical and mental 
dffects which are orten described as unpleasant, including: 

t hallucinations 
:II dysphoria (feeling anxious, depressed or restless) 
,. out-of-body experiences 
II uncontrollable laughter 
• loss of consciousness 
:. short-term memory loss 
~ lack of physical coordination 
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.. slurred speech and awkward sentence patterns 

Recent surveys indicate that Canadian youth are trying this substance which could be dangerous to their health. 
Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of 
Canadians aged 15 years and older have reported using Salvia divinorum at least once in their lifetime, and that 
youth aged 15-24 were much more likely to have used it than adults aged 25 years and older. The results from 
the Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have! used Salvia divinorum 
in the past year. The 2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of 
Ontario students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students reported using 
this substance in the past year. 

International Control of S. divinorum 
Neither Salvia divinorum nor its main active ingredient salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are signatories to these Conventions. The move to include Salvia divinorum 
and salvinorin A in Schedule III to the CDSA is consistent with actions taken by several countries (e.g. Australia, 
Belgium, Denmark, Finland, Germany, Italy, Japan, Norway, South Korea, Spain and SWE~den) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have also implemented laws restricting their use, sale and/or distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substanc,e under the Controlled 
Drugs and Substances Act (CDSA) is warranted, namely: 

• International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

• Legitimate uses of the substance (i.e. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and its main active in~~redient salvinorin A 
against the aforementioned factors and now proposes to include both substances in Scheldule III to the CDSA. 

The regulation of Salvia divinorum will allow law enforcement to take action against illegal activities involving this 
substance. The possession, trafficking, importation, exportation and production of Salvia divinorum and 
salvinorin A will be illegal unless authorized by regulation. 

The plant Salvia divinorum is not currently regulated under the Controlled Drugs and Substances Act (CDSA) ane 
therefore the plant is not considered to be "banned" nor are activities with it considered tQi be illegal in Canada. 
However, as Salvia divinorum is a plant with hallucinogenic properties when consumed by humans, it meets the 
definition of a natural health product (NHP) under the Natural Health Products Regulations when marketed as a 
hallucinogen. To date, Health Canada has not licensed for sale any natural health product which contains Salvia 
divino rum as an ingredient. The sale of unauthorized natural health products containing Salvia divinorum or its 
active ingredient salvinorin A may be subject to compliance and enforcement action by H~~alth Canada under the 
Food and Drugs Act . 

I ATTACHMENTS I PIECE(S)-JOINTE(S) 
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Contact/Personne ressource : Tel. no./No de tel. Approved by! Approuve par Tel. no./No. de tel. 
Denis 
ArsenaultIHC-SC!GC!CA 

Alternatel 
Secondaire: 
Jocelyn Kula 

Date PreparedlPrepare Ie : 

Prepared bylPrepare par: 

OfficelBureau : 

Date Contact Signed! 
Signature de la personne 
ressource: 

D.G. Verificationl 
Verification par Ie D.E. 

Date D.G. Verified! 
Date verifie par Ie D.E. : 

Programme: 

613-957-6828 Paul Glover, ADM 
(HECS!SESC) 

Mobile! Title! 
Cellula ire: 613-296-4239 litre: 
Telephone! 
Telephone: 613-952-2177 

Mobile! 
Cellulaire: 613-797-2103 

2010-09-07 

Stephanie Chandler Phone! No de tel. : 

CSTD - Office of Controlled Substances 

Cathy Sabiston 

Controlled Substances and Tobacco Directorate 

ADM Approved! Approbation Paul Glover 
par Ie SMA: (946-6701) 

Branch! Direction generale : HECS!SESC 

Department! Ministere : Health Canada! Sante Canada 

946-6701 

Mobilel 
peiliulaire: 

613-946-0124 
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DRAFTV.9 

DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition of Salvia divinorum and salvin orin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its main active 
ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 
Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divino rum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. 1 Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, and that youth aged 15-24 
were much more likely to have used it than adults aged 25 years and older. The results from the 
Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. 
divinorum in the past year. Moreover, the 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% of these students reported using this substance in the past year. Given its 
llnk-ncnxrn pffpf't<;: ~nrl nh~rrrI~f'"\,,o;""'l1 ";",,;\,,r;", t" "thor ""h"t" ... "oC' ; ... "J"~,,,~ ;.., C'"h",~"I~ TTT .. ~ 

------.-- .' concerned that the ready availability and use of S. divino rum po-sesa- risk to the health and safety~"~"-----
of Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divino rum 
and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(1O): 1634-9. 
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Including these substances within Sche Ie III to the CDSA would prohibit: possession, 
trafficking, possession for the purpos of trafficking, importation, exportation, possession for the 
purpose of exportation, and produc on (or cultivation). The regulation of S. divinorum and 
salvinorin A under the CDSA wil enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its main active 
ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 
Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs.! Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, and that youth aged 15-24 
were much more likely to have used it than adults aged 25 years and older. The resullts from the 
Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. 
divinorum in the past year. Moreover, the 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% of these students reported using this substance in the past year. Given its 
unknown effects and pharmacological similarity to other substances included in Schedule III to 
- - - - -- - - - -- -- - - _. 

-- ., ---. -- -- A;' . __ 

Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(lO):1634-9. 
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Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The regulation of S. divinorum and 
salvinorin A under the CDSA will also enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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Alors que la S. divinorum et la salvinorine A ne sont actuellement comprises dans aucune des 
Conventions de l'ONU sur Ie controle des drogues, de nombreux pays ont choisi de n6glementer 
une de ces substances, ou les deux, comme substance designee. L' Australie, la Belgique, Ie 
Danemark, la Finlande, I' Allemagne, I'ltalie, Ie Japon, la Coree du Sud, l'Espagne et la Suede 
ont tous etabli des controles sur les importations ou la vente, ou les deux, de S. divinorum etlou 
de salvinorine A. Certains Etats americains ont aussi mis en oeuvre des lois restreignant son 
utilisation, sa vente etlou sa distribution. 

Le fait d'ajouter ces substances a l'annexe III de la LRCDAS en interdirait la possession, Ie 
commerce, la possession aux fins de commerce, I' importation, I' exportation, la POss(~ssion aux 
fins d'exportation et la production (ou la culture). La reglementation de la S. divinorum et de la 
salvinorine A conformement a la LRCDAS permettrait egalement aux organismes d'application 
de la loi de prendre des mesures contre les activites illicites presumees liees a ces substances. 

Etant donne que cette mesure ne vise pas a interferer avec l'utilisation et la disponibiilite de la S. 
divinorum etlou de la salvinorine A a des fins medicales, scientifiques ou industriell(~s legitimes, 
Sante Canada sollicite de l'information aux parties interessees sur les possibilites de ces types 
d'utilisation au Canada. L'information re9ue en reponse a cet avis sera determinante dans la 
redaction d'un reglement approprie conformement a la LRCDAS. 

La publication de cet avis entame une periode de commentaires de 30 jours. Il y aura des 
occasions supplementaires de fournir des commentaires au fur et a mesure que progr'esse Ie 
processus de reglementation federal. 

Si vous etes interesse par ce processus ou que vous avez des commentaires sur cette proposition, 
veuillez communiquer avec Stephanie Chandler de la Division de la politique reglementaire, du 
Bureau des substances controlees, situe au: 3503D, 123, rue Slater, Ottawa (Ontario), Canada, 
KIA IB9, par telecopieur au (613) 946-4224 ou par courriel au 
OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date ________________ _ 

Cathy A. Sabiston 
Directrice generale 
Direction des substances controlees et de la lutte au 
tabagisme 
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MINISTERE DE LA SANTE 

LOI REGLEMENTANT CERTAINES DROGUES ET AUTRES SUBSTANCES 

Avis awe parties interessees - Proposition concernant I 'ajout de Salvia divinorum et de 
salvinorine A a I'annexe III de la Loi n5glementant certaines drogues et autres substances 

Cet avis informe les parties interessees de la possibilite de commenter la proposition de Sante 
Canada d'ajouter la plante Salvia divinorurn (s. divinorurn) et son principal ingredient actif, la 
salvinorine A, a l' annexe III de la Loi reglernentant certaines drogues et autres substances 
(LRCDAS). Les parties interessees ont aussi l'occasion d'ajouter leur nom pour toutt~ 
consultation future. 

S. divinorurn est une espece de sauge appartenant a la famille des menthes. Generalement, ses 
feuilles sont machees ou fumees pour obtenir des effets psychotropes. Alors qu'une incertitude 
subsiste quant aux risques pour la sante decoulant de la consommation de S. divinorurn, les effets 
de cette consommation sont connus pour etre brefs et comprennent des hallucinations, une 
dysphorie, des experiences extra-corporel, l'inconscience et une perte de memo ire a court terme. 
Les effets, qui varient d'une personne a l'autre, sont egalement souvent decrits comme 
deplaisants. Ni la S. divinorurn ni la salvinorine A ne sont actuellement incluses dans les annexes 
de la LRCDAS. 

Des rapports ont recemment ete publies, indiquant que des adolescents et des jeunes adultes 
canadiens consomment de la S. divinorurn pour sa capacite a produire des hallucinations. S. 
divinorurn est largement vantee comme un hallucinogene "legal" sur Internet et a aussi ete 
signalee comme l'un des produits a base d'herbes medicinales les plus courants utilises comme 
option alternative aux drogues illicites. 1 Les conclusions tin5es de l' Enquete de surveillance 
canadienne de la consornrnation d'alcool et de drogues (ESCCAD) revelent que, en 2009, 1,6 % 
des Canadiens ages de 15 ans ou plus ont declare avoir consomme de la S. divinorurn au moins 
une fois dans leur vie, et que les jeunes ages de 15 a 24 ans etaient beaucoup plus nombreux a en 
avoir consomme que les adultes ages de 25 ans ou plus. Les resultats de l' Enquete sur fe 

. - - - - - - . 

fa consornrnation de drogues et fa sante des eieves de I 'Ontario (SCDSEO) de 2009 indique que 
5,4 % des eleves de l'Ontario des classes scolaires 7 a 12 ont declare avoir deja consomme de la 
S. divinorurn et que 4,4 % de ces eleves ont indique avoir consomme cette substance: au cours de 
la derniere annee. Etant donne ses effets inconnus, ainsi que sa similarite pharmacologique avec 
d'autres substances comprises dans l'annexe III de la LRCDAS, comme l'acide lysergique 
diethylamide (LSD) et la psilocybine, Sante Canada craint que la disponibilite immediate et la 
consommation de S. divinorurn ne po sent un risque pour la sante et la securite des Canadiens, en 
particulier pour celles des jeunes. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. Oct 2005, vol. 39, noolO, pp. 1634-1639. 
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Alors que la S. divinorum et la salvinorine A ne sont actuellement comprises dans aucune des 
Conventions de l'ONU sur Ie controle des drogues, de nombreux pays ont choisi de reglementer 
une de ces substances, ou les deux, comme substance designee. L' Australie, la Belgique, Ie 
Danemark, la Finlande, l' Allemagne, l'Italie, Ie Japon, la Coree du Sud, l'Espagne et la Suede 
ont tous etabli des controles sur les importations ou la vente, ou les deux, de S. divinorum etlou 
de salvinorine A. Certains Etats americains ont aussi mis en oeuvre des lois restreignant son 
utilisation, sa vente etlou sa distribution. 

Le fait d'ajouter ces substances a l'annexe III de la LRCDAS en interdirait la possession, Ie 
commerce, la possession aux fins de commerce, l'importation, l'exportation, la POss(~ssion aux 
fins d'exportation et la production (ou la culture). La reglementation de la S. divinorum et de la 
salvinorine A conformement a la LRCDAS permettrait egalement aux organismes d'application 
de la loi de prendre des mesures c~ntre les activites illicites presumees liees a ces substances. 

Etant donne que cette me sure ne vise pas a interferer avec I 'utilisation et la disponibilite de la S. 
divinorum etlou de la salvinorine A a des fins medicales, scientifiques ou industriell(~s legitimes, 
Sante Canada sollicite de l'information aux parties interessees sur les possibilites de ces types 
d'utilisation au Canada. L'information reyue en reponse a cet avis sera determinante dans la 
redaction d'un reglement approprie conformement a la LRCDAS. 

La publication de cet avis entame une periode de commentaires de 30 jours. II y aura des 
occasions supplementaires de fournir des commentaires au fur et a me sure que progresse Ie 
processus de reglementation federal. 

Si vous etes interesse par ce processus ou que vous avez des commentaires sur cette proposition, 
veuillez communiquer avec Stephanie Chandler de la Division de la politique reglementaire, du 
Bureau des substances controlees, situe au: 3503D, 123, rue Slater, Ottawa (Ontario), Canada, 
KIA IB9, par teIecopieur au (613) 946-4224 ou par courriel au 
OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Directrice generale 
Direction des substances controlees et de la lutte au 
tabagisme 
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Fw: Revised salvia products 
Jocelyn Kula to: stephanie.szick, CSTD-DGO 
Cc: Stephanie Chandler, Denis Arsenault 

Approved for OCS ..... 
JK 

2011-01-1903:28 PM 

Stephanie C- pis send updated docs to Christine for her use in preparing NR. Note that Catlhy has not 
approved of course ..... . 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-01-19 03:26 PM ----

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
CSTD-OCS-DO, Denis ArsenauIUHC-SC/GC/CA@HWC 
2011-01-1903:06 PM 
Revised salvia products 

Please see the revised media lines, NOI and QP Note (available here: Q)) 

Salvia Media Lines_Jan 19 2011.doc DRAFT Salvia NOI_Jan 19.wpd 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Issue 

Media Lines 
Salvia divinorum 

'[here is .9_ng~~~_g_ ~~_4~~ _~n~e~~s( ~~g_~~~~H~g ~"~~ ~~~iJ_~~Hi~ <;,f ~~?'!fq_ 4!'!f'!'?~~ J~_ Ca~,,:da i!~ _~,!~~l __ j' 
as ~Cal1adia~surv~jllance .. data sugge.stiIlg that Salvi(J. dlvif/()rum .is .beingu~ed. by adolescent~ ~(} 
young adults specifically for its hallucinogenic properties. Health Canada has concluded that 
Salvia divinorum and its main active ingredient salvinorin A should be regulated under the 
Controlled Drugs and Substances Act (CDSA) in order to protect the health and safety of 
Canadians, particularly youth. 

Key Messages: 

• Health Canadajsl'roposing to reglliate ~oth Salvi(jljivinortlrn. and its -'!lain acti v.e .. 
ingredient salvinorin Aunder Schedule III to the Controlled Drugs and Substances Act 
(CDSA)..in orde.r to p~otect the health ·a~d safetY. ~f Cana<iia:n~, Pll~ic~i~ly y~uih::· . 
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Gazette, Part I on January 29".201 1.:.:Ih.eJ-IOI isJn!~n.d~(}t<?J~!ye. Cal1(l.di?:ns the __ 

Schedule III to the CDSA will I 
reduce the potential health and I 
safety risks associated with the 
ready availability, increased use opportunity to provide comments on its proposal to regulate Salvia divino rum and 

salvinorin A as controlled substances". 

The inclusion of Salvia divinorum and salvinorin A in Schedule III to the CDSA will T_ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _______ " _ __ _ _ _ _ _ __ _ _ _ _____________________ " __________________ ~ _ _ _ _ _ _ _ _ _ _ _ __ 

make possession, trafticking, importation, exportation, and production (or cultivation) 
illegal unless authorized by regulation. 

Supplementary Messages: 

• Canadians should not use products containing Salvia divinorum and/or salvinorin A 
because very little is known about these substances and their potential effects on the brain 
an<\~ody,. . 

and unknown effects ofthese 
substances. Further to the 
regulation of these substances 
under the CDSA, the following 
activities would be prohibited 
unless authorized by regulation: 
possession, trafficking, possession 
for the purposes of traffickir::/1f 
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considered to be "banned", nor are activities with it considered to be illegal in Canada. Il ... / 

H.,o~ever, a~§<.JIl'ia.ciivinof~l!!ni)s al?~an.t .vvith .hallllc}nogeni~.l?r()Rertiesuvv!tel1 cOl1s.ull1e.~ .. 
by humans, it meets the detinition of a natural health product (NHP) under the Natural 
Health Products Regulations. w~~l1m~keteci as ah.~Jlllcin(}gel1''' ... 

___ .To date,)Iealth Canada hasnot authorized for sale any natural health products which 
contain Salvia divinorum as an ingredient. The sale of unauthorized natural health 
products containing Salvia divinorum or its active ingredient salvinorin A may be subject 
to compliance and enforcement action by Health Canada under the Food and Drugs Act. 
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Questions and Answers: 

.Q.L~.Wh~.~ is involved inlegulating Salvia divinorum as a controlled substancy~~t~.It~~._. __ 
stage is it at? 

1\l.-:JI~altl1.~~acla.(;()n.si4~r.s.sey~ra.lXa(;to.~s.!!,!d.~tt!~~rli~i!,!g.~ht!~ht!r.~(!g.ula.~~o.~()fa..~tlb.s~<=~ ..... 
under the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
• International requirements and trends in international control; 

Chemical and pharmacological similarity to other substances already regulated under the 
CDSA; 

• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 

Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A against 
the aforementioned factors and proposes to include both substances in Schedule III to the CDSA. 
The first step in the process of regulating a substance under the CDSA is the publication of a 
Notice to Interested Parties (NOn in Canada Gazette, Part I. Any comments received will be 
considered during the preparation of a regulatory proposal. There will be additional 
opportunities for comment as the federal regulatory process progresses. 

.Th(! regtlla.ti()!'!()(th.~st!I'ro.dll~ts. ~illl'ecltlC~th.eI'0~e!'!tiaI ti!i~ .to tl1~health an<l. !iafety .0K ..... . 
Canadians associated with their ready availability, with their increased use and their unknown 
effects. The scheduling of Salvia divinorum and salvinorin A will also eliminate the current 
perception that these substances are a safe alternative to other illegal drugs. 

'f __ .. _. ______ .__ _ __ .__ _ ____ ._ _______ __ ________ _. __ _ 

02 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are these 
substances regulated in other countries? 

A2 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any 
of the countries (including Canada) that are signatories to these Conventions. 

The move to include Salvia divinonlm and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium. Denmark. Finland. 
Germany, Italy, Japan. Norway, South Korea, Spain and Sweden) that have also placed controls 
on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have implemented laws restricting their use, sale and/or distribution. 

03 - Is there any research on the use of Salvia divinorum in Canada? . 
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Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-tenn memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 
• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 

5.4% of students (grades 7-12) ever used Salvia divinorum; and 
the use of Salvia divinorum was significantly higher in males than in females (6.2% vs. 
2.3%) in 2009. 

Prepared by: Stephanie Chandler and Denis Arsenault, OCS, CSTD 

Input by: Lisa Mackay IYHlPACCB, Suzanne Desjardins HECSB/ODARS, Hanan 
Abramovici HECSB/ODARS, Bruna Brands HECSB/ODARS, Jocelyn Kula, HECSB/OCS, 
Robin Maries HPFBINHPD, Maggie Graham HPFBINHPD, Stephanie Collins HPFBINHPD, 
Mano Murty HPFBIMHPD, Robert Leitch HPFBIMHPD, Shahid Perwaiz HPFBIMHPD, Collin 
Pinto, HPFB/HPFBI 

Approved by: 
Robin Maries, Director, Bureau of Clinical Trials, NHPD (pending) 
Lindsay Blaney, Director, Policy and Regulatory Affairs, NHPD (pending) 
Duc Yu, Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, MHPD (pending) 
Kim Dayman-Rutkas, Director, HPFBI (pending) 
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Chris Turner, DG, MHPD (pending) 
Nancy Richards, DG, NHPD (pending) 
Diana Dowthwaite, DG, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Jean Tessier, Senior Media Relations, PACCB (pending) 
Warren Braun, Director, Strategic Communications, PACCB (pending) 
Peter Yendall, Director, Public Affairs, PACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 
Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, PACCB (pending) 
DMO (pending) 
MO (pending) 
PCO (pending) 
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Page 1: [1] Deleted STCHANDL 2011-01-14 10:2!!J:OO AM 

The inclusion of Salvia divino rum and salvinorin A in Schedule III to the CDSA will 
reduce the potential health and safety risks associated with the ready availability, 
increased use and unknown effects of these substances. Further to the regulation 
of these substances under the CDSA, the following activities would be prohibited 
unless authorized by regulation: possession, trafficking, possession for the: 
purposes of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). 

Page 1: [2] Deleted STCHANDL 2011-01-1410:30:00 AM 

Health Canada will inform stakeholders of its proposal by publishing a Notice to 
Interested Parties (NOI) in Canada Gazette, Part I. The NOI will provide: 
stakeholders and other interested parties with the opportunity to provide 
comments on the proposal to regulate Salvia divino rum and salvinorin A as 
controlled substances. 
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Nevertheless, when specifically marketed for its hallucinogenic properties, Salvia 
divinorum meets the definition of a natural health product under the Natural 
Health Products Regulations. 
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Re: Fw: Revised salvia products Gil 
Stephanie Szick to: Jocelyn Kula 
Cc: CSTD-DGO, Denis Arsenault, Stephanie Chandler 

Ok, so will pull the media lines. 

2011··01-1904:26 PM 

I have some v. minor comments on the lines - can I leave the hard copy in your inbox here for pick-up?? 

Stephanie Szick 
Director General's Office / Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) / 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada / Sante Canada 
Tel/Tel: (613) 948-8651 

Jocelyn Kula Stephanie C has shared with her and advised th ... 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Stephanie SzicklHC-SC/GC/CA@HWC 

2011-01-19 04:22:57 PM 

Cc: 
Date: 

CSTD-DGO, Denis ArsenauIVHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-01-1904:22 PM 

Subject: Re: Fw: Revised salvia products 

Stephanie C has shared with her and advised that not approved by Cathy ...... so that she can do her own 
thing ..... 
no word back from Martina yet 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Szick Have these media lines come through Christine ... 2011-01-1903:39:31 PM 

From: 
To: 
Cc: 
Date: 
Subject 

Stephanie SzicklHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
CSTD-DGO, Denis ArsenauIVHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-01-1903:39 PM 
Re: Fw: Revised salvia products 

Have these media lines come through Christine R -- i.e. she is aware we are providing to Cathy? Or would 
she prefer to do so per usual comms process? 

Jocelyn Kula 

hom: 
To: 
Cc: 
Date: 
Subject: 

Approved for OCS ..... JK 

Jocelyn Kula/HC-SC/GC/CA 
stephanie.szick@hc-sc.gc.ca, CSTD-DGO 

2011-01-19 03:28:56 PM 

Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenauIVHC-SC/GC/CA@HWC 
2011-01-1903:28 PM 
Fw: Revised salvia products 
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_______________________________ . _____ ~_A_ .. ".·A .• · ...... 

Approved for OCS ..... 
JK 

Stephanie C- pis send updated docs to Christine for her use in preparing NR. Note that Cathy has not 
approved of course ..... . 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-01-19 03:26 PM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
CSTD-OCS-DO, Denis ArsenauIUHC-SC/GC/CA@HWC 
2011-01-19 03:06 PM 
Revised salvia products 

Please see the revised media lines, NOI and OP Note (available here: ~) 

[attachment "Salvia Media Lines_Jan 19 2011.doc" deleted by Stephanie SZicklHC-SC!GC!CA) 
[attachment "DRAFT Salvia NOI_Jan 19.wpd" deleted by Stephanie SzicklHC-SC!GC!CA) 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances contr6h~es 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Re: Salvia Media Lines ~ 
Christine Roush to: Stephanie Chandler 2011-01-19 04:49 PM 
Cc: Denis Arsenault, Jocelyn Kula, Nicole Prentice 

This message has been replied to. 

Thanks Stephanie - we have communication contacts in both RCMP, Justice and Public Safety and I will 
give them all a head's up about this announcement. I will send the MLs to Suzanne Desjardins now for her 
approval, and also start the approvals in HPFB too. The clean version is below. 

Salvia MLs_Jan 19(3LENG.doc 

Christine Roush 
Senior Communications Advisorl 

Stephanie Chandler Hi Christine, Here are the revised media lines ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-01-1903:39:45 PM 

Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Nicole 
Prentice/HC-SC/GC/CA@HWC 

Date: 2011-01-1903:39 PM 
Subject: Re: Salvia Media Lines 

Hi Christine, 

Here are the revised media lines approved by Jocelyn. 
[attachment "Salvia Media Lines_Jan 19 2011.doc" deleted by Christine Roush/HC-SC/GC/CA] 

In addition, here is the most recent draft of the NOI. Please note neither the MLs or the NOI have been 
approved by DGO. 

[attachment "DRAFT Salvia NOI_Jan 19.wpd" deleted by Christine Roush/HC-SC/GC/CA] 

OCS has a list of stakeholders who will be notified that the NOI has been posted. However, contacts from 
the RCMP or Justice who would benefit from having a heads up prior to the posting would most likely be 
from their respective communication departments, in which I do not have any contacts. Do you or or your 
group have any contacts in these areas? 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Christine Roush 
Stephanie Chandler 
Christine Roush 
Stephanie Chandler 

HPFB will need to approve the lines and we can .. . 
Hi Christine, We will work on that question, ho .. . 

Hi Stephanie, I have reviewed the MLs and mad .. . 
Hi Christine, With regards to our earlier conver .. . 

2011-01-1805:07:42 PM 
2011-01-1804:58:22 PM 
2011-01-1803:36:37 PM 
2011-01-1802:53:10 PM 

002366 



DRAFT 
19/0112011 

Media Lines 
Salvia divinorum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be regulated under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. 

Key Messages: 

• Health Canada is proposing to regulate both Salvia divinorum and its main active 
ingredient salvinorin A under Schedule III to the Controlled Drugs and 
Substances Act (CDSA) in order to protect the health and safety of Canadians, 
particularly youth. 

• As a first step, Health Canada published a Notice to Interested Parties (NOI) in 
Canada Gazette, Part I on January 29,2011. The NOI is intended to give 
Canadians the opportunity to provide comments on its proposal to regulate Salvia 
divinorum and salvinorin A as controlled substances. 

• The inclusion of Salvia divinorum and salvinorin A in Schedule III to the CDSA 
will make possession, trafficking, importation, exportation, and production (or 
cultivation) illegal unless authorized by regulation. 

Supplementary Messages: 

• Canadians should not use products containing Salvia divinorum and/or salvinorin 
A because very little is known about these substances and their potential effects 
on the brain and body. 

• The plant Salvia divinorum is not regulated under the CDSA and therefore it is 
not considered to be "banned", nor are activities with it considered to be illegal in 
Canada. 

• However, as Salvia divinorum is a plant with hallucinogenic properties when 
consumed by humans, it meets the definition of a natural health product (NHP) 
under the Natural Health Products Regulations when marketed as a hallucinogen. 

• To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 
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DRAFT 
19/0112011 

natural health products containing Salvia divinorum or its active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act. 

Questions and Answers: 

Ql - What is involved in regulating Salvia divinorum as a controlled substance and 
what stage is it at? 

Al - Health Canada considers several factors in determining whether regulation of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated 

under the CDSA; 
• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against the aforementioned factors and proposes to include both substances in Schedule 
III to the CDSA. The first step in the process of regulating a substance under the CDSA 
is the publication of a Notice to Interested Parties (NOI) in Canada Gazette, Part 1. Any 
comments received will be considered during the preparation of a regulatory proposal. 
There will be additional opportunities for comment as the federal regulatory process 
progresses. 

The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current perception that these substances are a safe alternative to other illegal 
drugs. 

Q2 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are 
these substances regulated in other countries? 

A2 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these 
Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
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Finland, Gennany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some 
individual U.S. states have implemented laws restricting their use, sale and/or 
distribution. 

Q3 - Is there any research on the use of Salvia divinorum in Canada? 

A3 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, 1.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, and that youth aged 15-24 were much 
more likely to have used it than adults aged 25 years and older. The results from the 
Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used 
Salvia divinorum in the past year. The 2009 Ontario Student Drug Use and Health 
Survey (OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever 
using Salvia divinorum and 4.4% of these students reported using this substance in the 
past year. 

Q4 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it illegal? 

A4 - Health Canada proposes to include Salvia divinorum and salvinorin A under 
Schedule III to the CDSA. Further to the regulation of these substances under the CDSA, 
the following activities will be illegal unless authorized by regulation: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession 
for the purpose of exportation, and production (or cultivation). Law enforcement 
agencies will also be able to take action against suspected illegal activities involving 
these substances. 

As a plant with hallucinogenic properties, however, Salvia divinorum meets the definition 
of a natural health product under the Natural Health Products Regulations (NHPR) when 
marketed as a hallucinogen. To date, Health Canada has not authorized for sale any 
natural health products which contain Salvia divinorum as an ingredient. The sale of 
unauthorized natural health products may be subject to compliance and enforcement 
action under the Food and Drugs Act. 

Q5 - What will Health Canada do if it finds products containing Salvia divino rum 
on the market? 

AS - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Currently however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
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DRAFT 
19/0112011 

action by Health Canada. Complaints about the unauthorized sale of drugs containing 
Salvia divinorum and/or salvinorin A can be referred to the Health Products and Food 
Branch Inspectorate at 1-800-267-9675. 

Q6 - Has Health Canada issued any kind of warning to Canadians about Salvia 
divinorum? 

A6 - Health Canada has developed an It's Your Health article about Salvia divinorum to 
help inform the general public about the risks associated with the use of this plant. The 
article can be found on the Health Canada website at: 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed 
or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. Salvia divinorum is widely advertised and promoted on the 
Internet and sold in various alternative lifestyle stores as a "legal" alternative to street 
drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 

• the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
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• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• the use of Salvia divinorum was significantly higher in males than in females 

(6.2% vs. 2.3%) in 2009. 

Prepared by: Stephanie Chandler and Denis Arsenault, OCS, CSTD 
Reviewed and revised by: Christine Roush, Senior Communications 
Advisor, HECS, Communications 

Input by: Lisa Mackay IYHIP ACCB, 

Approved by: 

Suzanne Desjardins HECSB/ODARS, 
Hanan Abramovici HECSB/ODARS, 
Bruna Brands HECSB/ODARS, 
Jocelyn Kula, HECSB/OCS, 
Robin Marles HPFBINHPD, 
Maggie Graham HPFBINHPD, 
Stephanie Collins HPFBINHPD, 
Mano Murty HPFB/MHPD, 
Robert Leitch HPFB/MHPD, 
Shahid Perwaiz HPFB/MHPD, 
Collin Pinto, HPFBIHPFBI 

Robin MarIes, Director, Bureau of Clinical Trials, NHPD (pending) 
Lindsay Blaney, Director, Policy and Regulatory Affairs, NHPD (pending) 
Due Vu, Director, Marketed Biologics, Biotechnology and Natural Health 

Products Bureau, MHPD (pending) 
Kim Dayman-Rutkas, Director, HPFBI (pending) 
Jocelyn Kula, AlDirector, OCS, CSTD, HECS (Approved Jan 19,2011) 
Suzanne Desjardins, Director, ODARS, CSTD, HECS (Pending) 
Cathy Sabiston, DG, CSTD, HECS (pending) 
Chris Turner, DG, MHPD (pending) 
Nancy Richards, DG, NHPD (pending) 
Diana Dowthwaite, DG, HPFBI (pending) 
Ken Polk, Communications Executive, HPFB (pending) 
Jean Tessier, Senior Media Relations, PACCB (pending) 
Warren Braun, Director, Strategic Communications, PACCB (pending) 
Peter Yendall, Director, Public Affairs, P ACCB (pending) 
HECS Legal (pending) 
HPFB Legal (pending) 
Paul Glover, ADM, HECSB (pending) 
Meena Ballantyne, ADM, HPFB (pending) 
Anne Lamar, ADM, P ACCB (pending) 
DMO (pending) 
MO (pending) 
PCO (pending) 
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Re: Salvia Announcement Ql 
Cathy A Sabiston to: Dave Stephens 

Christine Roush, Denis Arsenault, Jocelyn Kula, Nicole Prentice, Stephanie 
Chandler, Stephanie Szick, Jesse Arnup-Blondin 

Sounds good 
Dave Stephens 

----- Original Message ----
From: Dave Stephens 
Sent: 2011-01-19 03:06 PM EST 
To: Cathy A Sabiston 

2011-01-19 03:07 PM 

Cc: Christine Roush; Denis Arsenault; Jocelyn Kula; Nicole Prentice; 
Stephanie Chandler; Stephanie Szick; Jesse Arnup-Blondin 

Subject: Re: Salvia Announcement 
FYI: I have sent a note to DGO Comms, asking them to remind MO that this is just the first step in a very 
long process....... We'll need lots of Q's and A's to explain timelines going forward, ifthis event does take 
place. 

Dave Stephens 
Senior Communications Executive-Gestionnaire Principal des Communications HECSB/DGSCSE 
6th Floor, Room 6-033, 269 Laurier Ave. W., Ottawa, ON 
Tel: (613) 946-8107 
Cell: (613) 859-3581 

Cathy A Sabiston We shld also get the it's your health finalized an ... 2011-01-1903:03:17 PM 

From: Cathy A Sabiston/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC 
Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC, Stephanie 

Chandler/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC, Dave 
Stephens/HC-SC/GC/CA@HWC 

Date: 2011-01-1903:03 PM 
Subject: Re: Salvia Announcement 

We shld also get the it's your health finalized and posted on launch day. Cas 

Christine Roush 

----- Original Message ----
From: Christine Roush 
Sent: 2011-01-19 02:59 PM EST 
To: Jocelyn Kula 
Cc: Denis Arsenault; Nicole Prentice; Stephanie Chandler; Stephanie Szick; 

Cathy A Sabiston; Dave Stephens 
Subject: Re: Salvia Announcement 

Hi Jocelyn 
We've been told that the Minister's office wants to do an event for the posting of the NOI for Salvia. We 
told MO the posting was going to happen on Friday, January 28th. I sent you yesterday the revised MLs, 
and am waiting on Stephanie C to get back with a complete answer to Q1. We have started drafting the 
News Release, and I can send you the first draft tomorrow am. I imagine there will be an MBU request for 
a teleconf at some point to discuss venue, partners, etc. 

Christine Roush 
Senior Communications Advisorl 
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Conseillere principale en communications 
Public Affairs, Consultation and Communications Branchl 
Direction gemerale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

Stephanie Chandler 
Christine Roush 
Stephanie Chandler 

Hi Christine, We will work on that question, ho .. . 
Hi Stephanie, I have reviewed the MLs and mad .. . 

Hi Christine, With regards to our earlier conver. .. 

2011-01-1804:58:22 PM 
2011-01-18 03:36:37 PM 
2011-01-1802:53:10 PM 
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Re: Salvia Announcement Gb 
Cathy A Sabiston to: Christine Roush, Jocelyn Kula 
{'." Denis Arsenault, Nicole Prentice, Stephanie Chandler, Stephanie Szick, Dave 
',\.. Stephens, Suzanne Desjardins 

"""*""~""~~""-"""" 

Thx Christine. 

I think rapb and suzanne's group shlkd be involved in thinking thru "event" 
Christine Roush 

----- Original Message ----
From: Christine Roush 
Sent: 2011-01-19 02:59 PM EST 
To: Jocelyn Kula 

2011-01-1903:02 PM 

ec: Denis Arsenault; Nicole Prentice; Stephanie Chandler; Stephanie Szick; 
Cathy A Sabiston; Dave Stephens 

Subject: Re: Salvia Announcement 
Hi Jocelyn 
We've been told that the Minister's office wants to do an event for the posting of the NOI for Salvia. We 
told MO the posting was going to happen on Friday, January 28th. I sent you yesterday the revised MLs, 
and am waiting on Stephanie C to get back with a complete answer to Q1. We have started drafting the 
News Release, and I can send you the first draft tomorrow am. I imagine there will be an MBU request for 
a teleconf at some point to discuss venue, partners, etc. 

Christine Roush 
Senior Communications Advisor/ 
ConseillE~re principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

Stephanie Chandler 
Christine Roush 
Stephanie Chandler 

Hi Christine, We will work on that question, ho .. . 
Hi Stephanie, I have reviewed the MLs and mad .. . 

Hi Christine, With regards to our earlier conver .. . 

2011-01-18 04:58:22 PM 
2011-01-18 03:36:37 PM 

2011-01-1802:53: 1 0 PM 
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Salvia divinorum 

Issue 

Salvia divinorum (s. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria 
pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are 
using S. divinorum for its ability to produce hallucinations. Certain websites are also 
promoting the use of S. divinorum as a "legal" alternative to street drugs. As o~ ________ -------{>=De=leted __ : _____ ~ 

20 1 J._l-:I.e~ttI1C:t\I)~~a_ h~~ _ ~()~ _a~th{)ri~_~~ _ f()r _ s~l~ !~I1)' p_ro_~~c_ts _ ~_<?_n~~~fli)1_s. ~. __ 4.t'!!'!()t:H11J.: __________ ----{ __ De_leted __ : _0 _____ -' 

Health Canada recommends that you avoid using this plant because very little is known 
about the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. 

Health Canada is proposing to regulate both S. divinorum and its main active ingredient I 
salvinorin A under Schedule III to the Controlled Drugs and Substances Act (CDSA) in I 
order to protect the health and safety of Canadians, particularly youth. 
~_________________________________________________________________________________________________________ _ ___________ L_-------{'-De_I_eted---:: ,'--___ ~ 
Risks Associated with the Use of Salvia divinorum v 

S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

• hallucinations 
dysphoria (feeling anxious, depressed or restless) 

• out-of-body experiences 
• uncontrollable laughter 

loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

the potency of the product 
how much is used 
the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 
how it is taken, for example, whether the product is chewed, swallowed or 
smoked 
the user's mood and expectations 
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While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 

• how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage 
how it interacts with other substances, including other drugs, natural health 
products and alcohol 
the potential of S. divinorum to produce physical dependence and/or addicti0l(j 

Minimizing Your Risk 

(HallUcinOgenS like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use.\Just because a drug is plant-based or 
"natural", does not mean that it is safe. J 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divinorum 

In Canada 
Neither S. divinorum nor salvinorin A are currently regulated under the Controlled Drugs 
and Substances Act (CDSA). However, after reviewing the available information 
regarding these substances, Health Canada is proposing to add S. divinorum and its main Ui'{ 
active ingredient, salvinorin A, to Schedule III to the CDSA.L __ m ____ u __ umuum_mu_um ___ j)'?! 

iiiii! 

As§:_4!y.~1'!_C!!:l!_'!l_!~_~_R~~m_~i_~h_h~!!~cj~~g~~~~_R~'?,P_~!!~~~_~h~~_~_'?~~~_11?-~~_~X_~~~_~~~-'_J~ ____ N! 
meets the definition of a natural health product <NHP) under the Natural Health Products if 
Regulations when marketed as a hallucinogen. As of __ ~Q_lj:~H~~)~~j:;::~~~~:h.~:::]! 
not authorized for sale any natural health products which contain§.,..4!:':!~()!!i.'!l_~S_~~um_uj 
ingredient. The sale of unauthorized natural health products containing§:_4~y_~nl?!:l!!!!_~~ __ u) 
its active ingredient salvinorin A may be subject to compliance and enforcement action 
by Health Canada under the EI?(;}(1..q!!"p!1J.gS._4:'?~:Lu_um __ m_u_um ___ mum ___ um __ m ____ m 

'Iil-othe-.=-Couiltrle-g--------------------------------------------------------------------------------------------i~~-U-----": 

Several countries including but not limited to Australia, Belgium, Germany, Italy,~Japan, 
~ have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 
In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
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degrees, while others have placed restrictions on distribution. For e*amtHe,Tn some states -r;t 42-'1" ""1/ liP) 

it is illegal for S. divinorum to be sold to anyone under the age of 18. ) 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009. 1.6% of Canadians aged 15 years and older have reported using S. 
divinorum at least once in their lifetime. and that youth aged 15-24 were much more 
likely to have used it than adults aged 25 years and older. The results from the Canadian 
2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. 
divinorum in the past year. The 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% of these students reported using this substance in the past year .. f'<?r

h 

___ ------

more information on these surveys, see the Need More Info section below. 

Health Canada's Role 

I Health Caflada will cQAtit:n'I\~_c_'?H~~~_~~_~~~~~~I __ ~~ft!t)'J!lf()!!ll!iH~I)_!:eg~r:d.i_ng§. __ h_h ____ _ 

/:' dil!.i!!orum and will continue te eonsult with key stakeholders mcludmg health offieials iA .. 
\ i' t· ~"r other countries and law enfocceweAt sffieittls here M home. IIealth Canada will also 
/ ~ J v'? continue to move forward with its proposal to include S. divinorum and salvinorin A 

\ ;. '" "i) under Schedule III of the CDSA according to the Canadian regulatory process. The first .. 
/) \\(. step of this process was the issuance ofth.e No.tice 1~}rI:~e!.e_~t?_cf.f_q~~~f!~_(~91}tg_~_c;he.~I.* ________ _ 

~L ~ L:t~{.J these substances un?er the CDS!\. _~n_~_he._~I1~e~1l~,JI~~!!h_~~n(~~~9\V~!I_c_on~!~ue,~g_~~':l.l_tO!_-.- ___ _ 
.-\ -.\" the sale of unauthonzed health products, mcludmg those that contam S. dlVlnorum or Its \. --

K1''r' -t- main active ingredient salvinorin A, and will take appropriate action when the department \ .. \ 'I \ 'L becomes aware of any unauthorized health products that may pose a risk to Canadians. \,,'" 
~ It I .f~ll\ 

,1''- Need More Info? 

• 
M"u.-\L'4V--~ 

Complaints about the U~l sale of drugs containing S. divinorum can be made to 
the Health Products and Food Branch Inspectorate at: http://www.hc
sc.gc.ca/dhp-mps/compli-conform/prob-report-
rapport! gui_ 44_ consumer _ consommateur _ cp-pc-eng. php 
Tel: 1-800-267-9675. 

You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 
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Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.caJdhp
mps/medeff/index-eng.php 
CaB toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 070lC 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at : http://www.hc
sc.gc.caldhp-mps/medeff/report-declarationlar-eijorm-eng.php 

F or information about the Government of Canada's Anti-Drug Strategy. go to: 
www.nationalantidrugstrategy.gc.cal 
The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager. at: www.hc-sc.gc.calhc-ps/pubs/adp
apdltalk-aborder/index -eng. php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.html 

• Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/youth-jeunes/facts
faits/index-eng.php 

Information on natural health products and the Natural Health Products 
Regulations can be found at: www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calindex.cfm?section=5&page=288 
The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://www.hc-sc.gc.calhc-ps/ drugs-droguesl stat/index -eng. php 
The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.netINews_eventslNewsJeleases_and_media _advisories_and _ b 
ackgrounders/osduhs2009 _advisory .html 

Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divinorum and Salvinorin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 
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U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8lhallucinogens/hallucinogens.pdf 

• For additional articles on health and safety issues go to the It's Your Health web 
section at: www.heaIthcanada.gc.ca/iyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2010 

Catalogue# 
ISBN# 

Version/date: Draft 17. September 8, 2010. 
PACCB IYH - Lisa Mackay: 613-954-0105 - Lisa.Mackay@hc-sc,gc,ca 
Comments from: HECSB - CSTD (OCS&ODARS) & HPFB - NHPD, MHPD & HPFBI 

Contacts: HECSB: Jocelyn Kula, Stephanie Chandler, Suzanne Desjardin, Denis 
Arsenault, Hanan Abramovici, Bruna Brands 
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Salvia divinorum 

Issue 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria 
pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recently there have been reports suggesting that Canadian teens and young adults are 
using S. divinorum for its ability to produce hallucinations. Certain websites are also 
promoting the use of S. divinorum as a "legal" alternative to street drugs. As o~ ________ -------{~De_leted __ : _____ --< 
20 11._ H~~l~~ __ ~~_l).~~~. h~~ .11()t _~llth()rize~ J()r _ ~~l~ __ ~IlY P~0<lllc_ts _ C_om~!Il!n_R ~~ _~~~i!?~rH~ ~ _________ .... -{ Deleted: 0 ~ 

-- 'C ~.~~.\~/ 
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. /-

) Canadian surveillance data and scientific reports have indicated that S. divinorum 1l~~_~~_~ ___ -------{ Formatted: Font: Not Italic 

potential for abuse. As a result. Health Canada is proposing to regulate both S. divinorum 
and its main active ingredient salvinorin A under Schedule III to the Controlled Drugs 
and Substances Act (CDSA) in order to protect the health and safety of Canadians, 
particularly youth. 

y ____ . ___ .. ________________________________________ . __________________________________________________________________________ . _________ --' { Deleted: ~ 
Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
• uncontrollable laughter 
• loss of consciousness 

short-term memory loss 
• lack of physical coordination 

slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

the potency of the product 
how much is used 
the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 
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• how it is taken, for example, whether the product is chewed, swallowed or 
smoked 
the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 

• how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage 

• how it interacts with other substances, including other drugs, natural health 
products and alcohol 
the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

~allucinogens like S, divinorum work by modifying fUnctions in the brain. Healtij 
Canada recommends that you avoid using S. divinorum because very little is known abouC 
the effects it may have on your body and/or brain functions. 1)1ere is also no way tq 
predict how it will affect you with each use. Just because a drug is plant-based oli : 
"natural", does not mean that it is safej I ! -.------. --.------. ------- -----------------------------. -----. -------

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divinorum 

~mJJl!!!illt!~!Q1ill@Q!!M&!~~vrnn!ffiL!J~Jlli!Q~~~~~ _____ ;, 
divinorum as an ingredient. The sale of unauthorized natural health products containing :! 
§:_~!~i'!_orJ-!'!1:_~r_j!s_!l~_~i~~_!~gt;~_4~~~~_~~lv}_n~~i~_A_lll_~X_~_~_~_':l~j~~~_~~_~()I)~l?~j~~c~a~~ __________ j i 
enforcement action by Health Canada under the.E~l!4J!!!~P!.~lgs.A~t._L_m_u __ u_u __ u_u ____ ! 

't' __________________________________________________________________ • ______ . ______ . ___ . ______ . ___ • __ . ___ . __ . ___ . ______ . ___________ _ 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Jta1X and 
)al'_a~-'l~\,~ pl!lc~~ _ c_o~tr~l!i _()~_ !he __ illlP()rt_ ~~<Y ~r_ !ial~oXS: _ ~iv)no!:1-!'!1: ~n_<y~r_ !i~i~i~~r!t1 A~:::::: --
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In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various ~ 

-!l. (' ..e -r"t'1' ) 
degrees, while others have placed restrictions on distribution. MM= exa.,""""l some states) ~ 
it is illegal for S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that. in 2009, 1.6% of Canadians aged 15 years and older have reported using S. 
divinorum at least once in their lifetime, and that youth aged 15-24 were much more 
likely to have used it than adults aged 25 years and older. The results from the Canadian 
2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. 
divinorum in the past year. The 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% of these students reported using this substance in the past year ... f()r _____ ,,"'" 
more information on these surveys, see the Need More Info section below. 

Need More Info? 

) iJ 1/I-u-»1 R S'i \ 
.,)',.. 

-yDil) 

I • Complaints about the'!;'-l?-~~th_oltz~~ __ ~~J_e_()r~rtI~_c_'?n.~~in_ing§. __ cliv!ll~rum can be 
made to the Health Products and Food Branch Inspectorate at: http://www.hc
sc.gc.ca/dhp-mps/compli-conform/prob-report-
rapport/ gui_ 44 _consumer _ consommateur _ cp-pc-eng.php 
Tel: 1-800-267-9675. 
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• You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 
Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.caldhp
mps/medeff/index-eng.php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEfJect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at : http://www.hc
sc.gc.caldhp-mps/medeff/report-declarationiar-eiJorm-eng.php 

• For information about the Government of Canada's Anti-Drug Strategy. go to: 
www.nationalantidrugstrategy.gc.ca/ 
The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp
apd/talk -aborder/index -eng.php 

• What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.html 
Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/youth-jeunes/facts
faits/index-eng.php 

• Information on natural health products and the Natural Health Products 
Regulations can be found at: www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calindex.cfm?section=5&page=288 

• The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://www.hc-sc.gc.ca/hc-ps/ drugs-drogues/ stat/index-eng. php 
The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.netlNews_eventslNews_releases_and_media _advisories_and _ b 
ackgrounders/osduhs2009 _advisory .html 

Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divinorum and Salvinorin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 
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U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8/hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.caliyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
OHer Majesty the Queen in Right of Canada, represented by the Minister of Health, 2010 

Catalogue# 
ISBN# 

Version/date: Draft 17. September 8, 2010. 
PACCB IYH - Lisa Mackay: 613-954-0105 - Lisa.Mackay@hc-sc,gc,ca 
Comments from: HECSB - CSTD (OCS&ODARS) & HPFB - NHPD, MHPD & HPFBI 

Contacts: HECSB: Jocelyn Kula, Stephanie Chandler, Suzanne Desjardin, Denis 
Arsenault, Hanan Abramovici, Bruna Brands 
HECSB comms: Christine Roush, Bronwyn Cline 
HPFB-NHPD: Valerie Hurry, Robin Maries, Maggie Graham, Stephanie 
Collins 
HPFB-MHPD: Scott Jordan, Robert-Leitch, Mano Murty, Shahid Perwaiz 
HPFBI : Collin Pinto 
HPFB comms: Elizabeth Keeping, Blossom Leung 
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Hi all, 

Salvia IYH 
Nicole Prentice to· Jocelyn Kula, Denis Arsenault, Stephanie 

. Chandler 
Cc: Christine Roush, CSTD-OCS-DO 

2011-01-1904:29 PM 

Since the Minister's office now wants to have an event on Jan 28 for the publication of the NOI for Salvia, 
Cathy has asked that we push along the IYH. It will need to be posted to the website with the news 
release on Jan 28, probably early morning depending on the time of the event. This leaves us a week to 
update, share with HPFB, get all approvals and get translated, so we will need your input asap. 

This is the latest version I have on hand of the IYH. Can you and your team please take a look at the 
content and provide input asap (Jan 20 COB or by noon Jan 21 at the latest). 

Thanks in advance and sorry for the short time line. 
Nicole 

IYH Salvia divinorum_v18 clean Oct 1.doc 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERI ODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: January 19,2011 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young celebrity Miley Cyrus smoking Salvia divinorum. Canadian 
surveillance data indicates that this substance is being used by adolescents and young adults for 
its hallucinogenic properties, and there have also been several reports from scientific sources 
indicating that Salvia divinorum has the potential for abuse. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect young Canadians from the potential 
adverse effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les jeunes Canadiens contre 
les effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada is proposing to regulate Salvia under the 
Controlf.9d Drugs and SUbstances Act in order to protect the 
health and safety of Canadians, particularly youth. 

• Health Canada has published a Notice to Interested Parties 
in Canada Gazette, Part I, to give Canadians the 
opportunity to provide comments on its proposal to regulate 
Salvia. 

• The regulation of Salvia will make possession, trafficking, 
importation, exportation, and production illegal unless 
authorized by regulation. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Sa/via divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum include: Sally D, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Both the plant S. divinorum and its main active ingredient salvinorin A are known to have physical and mental 
effects which are often described as unpleasant, including: 
• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
.. lack of physical coordination 
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• slurred speech and awkward sentence patterns 

Recent surveys indicate that Canadian youth are trying this sUbstance which could be dangerous to their health. 
Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of 
Canadians aged 15 years and older have reported using Salvia divinorum at least once in their lifetime, and that 
youth aged 15-24 were much more likely to have used it than adults aged 25 years and older. The results from 
the Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used Salvia divinorum 
in the past year. The 2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of 
Ontario students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students reported using 
this substance in the past year. 

International Control of S. divinorum 
Neither Salvia divinorum nor its main active ingredient salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are signatories to these Conventions. The move to include Salvia divinorum 
and salvinorin A in Schedule III to the CDSA is consistent with actions taken by several countries (e.g. Australia, 
Belgium, Denmark, Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum andlor salvinorin A. Some individual U.S. states 
have also implemented laws restricting their use, sale and/or distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under the Controlled 
Drugs and Substances Act (CDSA) is warranted, namely: 

• International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

• Legitimate uses of the sUbstance (Le. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in Schedule III to the CDSA. 

The regulation of Salvia divinorum will allow law enforcement to take action against illegal activities involving this 
substance. The possession, trafficking, importation, exportation and production of Salvia divinorum and 
salvinorin A will be illegal unless authorized by regulation. 

The plant Sa/via divinorum is not currently regulated under the Controlled Drugs and Substances Act (CDSA) ar 
therefore the plant is not considered to be "banned" nor are activities with it considered to be illegal in Canada. 
However, as Salvia divinorum is a plant with hallucinogenic properties when consumed by humans, it meets the 
definition of a natural health product (NHP) under the Natural Health Products Regulations when marketed as a 
hallucinogen. To date, Health Canada has not licensed for sale any natural health product which contains Salvia 
divinorum as an ingredient. The sale of unauthorized natural health products containing Salvia divinorum or its 
active ingredient salvinorin A may be subject to compliance and enforcement action by Health Canada under the 
Food and Drugs Act . 

I A IT ACHMENTS I PIECE(S)-JOINTE(S) 
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Contact/Personne ressource : Tel. no.lNo de tel. Approved byl Approuve par Tel. no.lNo. de tel. 
Denis 
ArsenaultfHC-SC/GC/CA 

Alternate! 
Secondaire: 
~ocelyn Kula 

Date PreparedlPrepare Ie : 

Prepared bylPrepare par: 

OfficelBureau : 

Date Contact Signedl 
Signature de la personne 
ressource: 

D.G. Verification! 
Verification par Ie D.E. 

Date D.G. Verifiedl 
Date verifie par Ie D.E. : 

Programme: 

613-957-6828 Paul Glover, ADM 
(HECS/SESC) 

Mobile! [ritle! 
~ellulaire: 613-296-4239 [Titre: 
Telephone! 
jT'elephone: 613-952-2177 

Mobilel 
~ellulaire: 613-797-2103 

2010-09-07 

Stephanie Chandler Phonel No de tel. : 

CSTD - Office of Controlled Substances 

Cathy Sabiston 

Controlled Substances and Tobacco Directorate 

ADM Approvedl Approbation Paul Glover 
parle SMA: (946-6701) 

Branchl Direction generale : HECS/SESC 

Department! Ministere : Health Canada I Sante Canada 

946-6701 

Mobile! 
~ellulaire: 

613-946-0124 
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Dear Sir/Madam: 

The purpose of this email is to advise you that a Notice of Intent 
regarding the following substances was published in the Canada Gazette, Part I (CGI) on 

January 29, 2011: ,":- j :rf""'y' 
• Salvia divinorum 
• Salvinorin A 

The electronic version of the NOI is available at the following website: 
http://canadagazette.gc.ca/pages xx-xx in PDF format (pages xxxx-xxxx in Canada Gazette, 
Part I). 

, .:\ \ 0<) "(,71")',. \ 

This NOI i~ Health Canada's~(to include Salvia divinorum and salvinorin A in 
Schedule III to the Controlled Drugs and Substances Act (CDSA). In particular, Health Canada 
is seeking further information from stakeholders as to whether these substances have any 
legitimate industrial, scientific or medical uses in Canada. Information received in response to 
this notice will be instrumental in determining appr~m,riate sca@GHliHg l!lff88f the cpS A 

-,,=---' ; --"',/<-1... \Q.. \P!7 r/v\~d >-
If you are interested in this process or wish to provide us with information for our consideration 
please do so by February 28, 20 11. You may send your comments to Stephanie Chandler, 
Regulatory Policy Division, Office of Controlled Substances, Address Locator: 3503D, 123 
Slater St., Ottawa, Ontario, Canada KIA IB9, by fax at (613) 946-4224 or by email to 
OCS _Policy _and_Regulatory _Affairs@hc-sc.gc.ca. 

PLEASE FORWARD THIS EMAIL TO OTHERS WHO MAY BE INTERESTED. 

Should this notification have reached you in error, it would be appreciated if you could please 
forward it to the appropriate person in your organization and ask that person to inform us of this 
by sending an e-mail to:OCSPolicyandRegulatoryAffairs@hc-sc.gc.ca. 

Thank you, 

Regulatory Policy Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Healthy Environments and Consumer Safety Branch 
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Address Locator: 3503D 
Ottawa ON KIA OK9 

J osee Boisvert 
AlManager, Editing Services 
Canada Gazette Directorate 
GovenunentofCanada 
350 Albert Street, 5th Floor 
Ottawa, Ontario 
KIA OS5 

Dear Ms. Boisvert: 

11-xxxxxx -xxx 

Re: Notice to Interested Parties - Proposal re&:ardin&: the addition of Salvia divinorum ~~ 
and salvin orin A to Schedule III to the Controlled Drurs and Substances Act 
(CDSA). 

Please find enclosed, in both official languages, the foIl . g documents: 

• two hard copies of a Notice to In sted Parties regarding these substances; 
• electronic copies of the notice, nglish and French versions in two separate files; 

and 
• a signed and completed "Request for Insertion" form. 

We ask that the notice be published in Canada Gazette, Part I, on January 29,2011. The 
departmental contact for this notice is Stephanie Chandler, who can be reached at 613-946-0124. 

Attachments 

Yours sincerely, 

Jocelyn Kula 
AlDirector 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 
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Re: Salvia Media Lines Cir 
Christine Roush to: Stephanie Chandler 
Cc: Nicole Prentice 

Thanks Stephanie. 

Christine Roush 
Senior Communications Advisor! 

Stephanie Chandler Thanks! FYI The revised IYH is currently with ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Thanks! 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
Nicole Prentice/HC-SC/GC/CA@HWC 
2011-01-2009:24 AM 
Re: Salvia Media Lines 

2011-01-2009:58 AM 

2011-01-2009:24:41 AM 

FYI The revised IYH is currently with Denis for review. Will forward once Jocelyn has approved. 

Stephanie 

Christine Roush 
Stephanie Chandler 
Christine Roush 
Stephanie Chandler 
Christine Roush 
Stephanie Chandler 

Thanks Stephanie - we have communication co .. . 
Hi Christine, Here are the revised media lines .. . 

HPFB will need to approve the lines and we can .. . 
Hi Christine, We will work on that question, ho .. . 

Hi Stephanie, I have reviewed the MLs and mad .. . 
Hi Christine, With regards to our earlier conver .. . 

2011-01-1904:49:12 PM 
2011-01-1903:39:45 PM 
2011-01-1805:07:42 PM 
2011-01-1804:58:22 PM 
2011-01-1803:36:37 PM 
2011-01-1802:53:10 PM 
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Re: Draft email to stakeholders re: Salvia NOI ~ 
Jocelyn Kula to: Stephanie Chandler 
Cc:: CSTD-OCS-DO, Denis Arsenault 

This message has been forwarded. 

2011-01-2010:17 AM 

looks good to me; assume is very like what we have done in the past.. .. will forward on to Christine Roush 
and Stephanie Szick as an FYI 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Chandler Hi Jocelyn, I have drafted the following email t... 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC, CSTD-OCS-DO 
2011-01-2009:28 AM 
Draft email to stakeholders re: Salvia NOI 

2011-01-2009:28:14 AM 

I have drafted the following email to send to our stakeholders through SIMS once the NOI is posted. 
Denis has approved. 

For your review. 

ii1 
Stakeholder notification of NOI Jan 192011 EN.wpd 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Dear Sir/Madam: 

The purpose of this email is to advise you that a Notice of Intent to Interested Parties (NOI) 
regarding the following substances was published in the Canada Gazette, Part I (CGI) on 
January 29,2011: 

• Salvia divinorum 
• Salvinorin A 

The electronic version ofthe NOI is available at the following website: 
http://canadagazette.gc.ca/pages xx-xx in PDF format (pages xxxx-xxxx in Canada Gazette, 
Part I). 

This NOI outlines Health Canada's proposal to include Salvia divinorum and salvinorin A in 
Schedule III to the Controlled Drugs and Substances Act (CDSA). In particular, Health Canada 
is seeking further information from stakeholders as to whether these substances have any 
legitimate industrial, scientific or medical uses in Canada. Information received in response to 
this notice will be instrumental in determining appropriate regulatory controls. 

If you are interested in this process or wish to provide us with information for our consideration 
please do so by February 28,2011. You may send your comments to Stephanie Chandler, 
Regulatory Policy Division, Office of Controlled Substances, Address Locator: 3503D, 123 
Slater St., Ottawa, Ontario, Canada KIA IB9, by fax at (613) 946-4224 or by email to 
OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

PLEASE FORWARD THIS EMAIL TO OTHERS WHO MAY BE INTERESTED. 

Should this notification have reached you in error, it would be appreciated if you could please 
fOlWard it to the appropriate person in your organization and ask that person to inform us of this 
by sending an e-mail to:OCSPolicyandRegulatoaAffairs@hc-sc.gc.ca. 

Thank you, 

Regulatory Policy Division 
Office of Controlled Substances 
Drug Strategy and Controlled Substances Directorate 
Healthy Environments and Consumer Safety Branch 
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for the file 

Jocelyn Kula 

Fw: Issues Mgmt Table - Salvia 
Jocelyn Kula to: Stephanie Chandler 

Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances contr61ees 

2011-01-2010:26 AM 

Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-01-2010:26 AM ----

From: Stephanie SzicklHC-SC!GC/CA 
To: Cathy A Sabiston/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC 
Date: 2011-01-1203:34 PM 
Subject: Fw: Issues Mgmt Table - Salvia 

--------------~----------------------------------------------------------------
hi both, 
Per below -- Ruth can proceed to send her memo to PMO. 

Jocelyn - will you let Ruth know .... and, any luck yet on getting a copy? 

Thanks, 
Stephanie 

----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2011-01-12 03:32 PM -----

From: 
To: 
Date: 

Jesse Arnup-Blondin/HC-SC/GC/CA 
Stephanie SzicklHC-SC/GC/CA@HWC 
2011-01-1203:23 PM 

Subject: Re: Issues Mgmt Table - Salvia cc,w,_~~, _______ ......;::;..... ______________________________ _ 

Paul mentioned this when Cathy was here, but he is fine with PCO sending to PMO - he says that is their 
call, and we don't need to check with MO. 

Stephanie Szick Well, that's good news. Thanks for checking Jes ... 

From: 
To: 
Date: 
Subject: 

Stephanie SzicklHC-SC/GC/CA 
Jesse Arnup-Blondin/HC-SC/GC/CA@HWC 
2011-01-1212:16 PM 
Re: Issues Mgmt Table - Salvia 

Well, that's good news. Thanks for checking Jesse. 

That approach makes sense. Let us know how it goes. 

I'll flag to Cathy and Jocelyn. 

Jesse Arnup-Blondin Turns out - it has gone to MO. It just wasn't ro ... 

2011-01-1212:16:51 PM 

2011-01-1211:58:14AM 
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for the file 

Jocelyn Kula 

Fw: Note for peo re salvia 
Jocelyn Kula to: Stephanie Chandler 

Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 

2011-01-20 10:27 AM 

Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-01-2010:27 AM ----

From: 
To: 
Cc: 
Date: 
Subject: 

hi Jocelyn, 

Stephanie SzicklHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Cathy A Sabiston/HC-SC/GC/CA@HWC, CSTO-OGO 
2011-01-0503:00 PM 
Note for PCO re salvia 

Following up on the trail below --- Paul approved the Salvia note with v. minor edits, and this morning 
DMO gave nod for us to share that version of the note with Ruth in PCO. For quick grab, I've attached 
here the Paul approved version of the note from MECS. 

Further to Ruth's emails last week and your conversation with her, please send this briefing note to Ruth, 
with a cc to Cathy. 

Thanks very much! 

ftl 
10-127340-194REVINMBUJAN5.wpd 

Stephanie Szick 

Director General's Office I Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) / 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada I Sante Canada 
Tell Tel: (613) 948-8651 

----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2011-01-05 02:31 PM -----

Fmm: 
To: 
Date: 
Subject: 

Jesse Arnup-Blondin/HC-SC/GC/CA 
stephanie.szick@hc-sc.gc.ca 
2011-01-0511:18AM 
Fw: Note for PCO re salvia 

Just spoke to DMO - okay to share with PCO. 
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Thanks! 

----- Forwarded by Jesse Arnup-Blondin/HC-SC/GC/CA on 2011-01-05 11 :18 AM -----

From: Jesse Arnup-Blondin/HC-SC/GC/CA 

To: Stephanie SzicklHC-SC/GC/CA@HWC 

Date: 2011-01-0511:00AM 

Subject: Re: Note for PCO re salvia 

The revised document would be in MECS. DMO is looking at it right now - it would be preferable to wait 
until they have had a chance to review before we send to peo just in case there are any show-stoppers. 
Will advise later this afternoon. 

From: Stephanie SzicklHC-SC/GC/CA 

To: Jesse Arnup-Blondin/HC-SC/GC/CA@HWC 

Date: 2011-01-0S10:16AM 

Subject: Re: Note for PCO re salvia 

hi Jesse 

Hope you had a relaxing holiday! 

Back at it today. 

What were the changes ... can you send that version? 

Also, Cathy wondering if we could send to Ruth now .... with caveat it's in approvals. We provided her with 
the lAS last week. I will send you an email now re: summary of Jocelyn's conversation with Ruth ... 

From: Jesse Arnup-Blondin/HC-SC/GC/CA 

To: stephanie.szick@hc-sc.gc.ca 

Date: 2011-01-04 01 :09 PM 

Subject: Note for PCO re salvia 
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Paul signed off on the note today with a few minor edits. Once it arrives in MO (that is, once it has been 
OM approved), CSTO can send that version to PCO. 

Let me know if there are any questions - I know there was a bit of confusion last week about the best 
process for this. 

Jesse 
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10-127340-194 

BRIEFING NOTE TO THE MINISTER'S OFFICE 

Regulatory Status of Salvia divinorum in Canada 

ISSUE: 

To provide information regarding the regulatory status of Salvia divino rum in Canada. 

BACKGROUND: 

Salvia divinorum is a species of sage belonging to the mint family. While uncertainty 
remains surrounding the health risks of the plant Salvia divinorum and its main active 
ingredient salvinorin A, physical and mental effects are reported to include hallucinations, 
out-of-body experiences, uncontrollable laughter, short-term memory loss, and loss of 
conSCIOusness. 

Media interest surrounding Salvia divinorum is recurrent. Questions regarding this 
substance generally focus on its legality. Recently, a number of media reports have 
commented on a Y ouTube video which reportedly shows a young Hollywood celebrity 
smoking Salvia divinorum. There have also been several reports from scientific and 
media sources indicating that Salvia divino rum has the potential for abuse, and is being 
used by adolescents and young adults for its hallucinogenic properties. 

CURRENT STATUS: 

Results from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that 1.6% of Canadians aged 15 years and older reported having used Salvia 
divinorum at least once in their lifetime, and that youth aged 15 to 24 were much more 
likely to have used it than adults aged 25 years and older. Among respondents aged 
15 years and older, 0.2% reported having used Salvia divinorum in the past year, 
compared to 0.7% having reported using other illicit hallucinogens such as lysergic acid 
diethylamide (LSD) and phencyclidine (PCP). In addition, the results from the 2008-2009 
Youth Smoking Survey also show that 5% of 15-year-olds have used Salvia divinorum in 
the past 12 months, compared to 6.9% who indicated that they had used other 
hallucinogens in the last 12 months. Moreover, the 2009 Ontario Student Drug Use and 
Health Survey (OSDUHS) 

.. .12 
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indicated that 5.4% of Ontario students in grades 7-12 reported ever using Salvia 
divinorum and 4.4% of those students reported using this substance in the past year. By 
way of comparison, only 2.4% of students reported using LSD in their lifetime while 
6.3% of students reported using other hallucinogens (not including LSD or 
phencyclidine). 

Neither Salvia divinorum nor its active ingredient salvinorin A are listed under the United 
Nations Drug Control Conventions. As a result, they do not have to be regulated as 
controlled substances in any of the countries (including Canada) that are signatories to 
these conventions. Several countries, e.g. Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, South Korea, Spain and Sweden, as well as some individual 
American States, have however placed controls on the import and/or sale of Salvia 
divinorum and/or salvinorin A. 

At present, the plant Salvia divino rum is not regulated under the Controlled Drugs and 
Substances Act (CDSA) and therefore the plant is not considered to be "banned," nor are 
activities with it considered to be illegal in Canada. Nevertheless, when specifically 
marketed for its hallucinogenic properties, Salvia divinorum meets the definition of a 
natural health product under the Natural Health Products Regulations. Health Canada 
has not authorized for sale any natural health products containing Salvia divino rum or 
salvinorin A as an ingredient. However, to date most Salvia divinorum products 
consumed for recreational purposes appear to be sold as "incense." 

While the sale of unauthorized natural health products containing Salvia divinorum or its 
active ingredient salvinorin A may be subject to compliance and enforcement action by 
Health Canada under the Food and Drugs Act (FDA), the penalties applicable to 
incidences of unauthorized sale under the FDA are very low and would likely not deter a 
retailer from continuing to market unauthorized products. 

It is because of this and the surveillance data indicating that there is an interest in Salvia 
divino rum among youth that the Department is now proposing to add Salvia divinorum 
and salvinorin A to Schedule III to the CDSA. This action will reduce the potential 
health and safety risks associated with the ready availability, increased use and unknown 
effects of these substances and will thus protect the health and safety of Canadians, 
particularly youth. The Issue Analysis Summary included in Appendix A summarizes the 
scheduling assessment on Salvia divinorum. 

. . ./3 
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MECS #10-127340-194 

Branch Head: Paul Glover, ADM, HECSB 
Telephone: 613-946-6701 

Attachment 
Appendix A - Draft Issue Analysis Summary 

Deputy Minister's Office 
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Re: Salvia Media Lines ~ 
Christine Roush to: Stephanie Chandler 2011-01-2002:34 PM 
Cc: Denis Arsenault, Jocelyn Kula, Nicole Prentice 

Stephanie, 
Here is the first draft of the news release for your review and comments. Please let me know at your 
soonest if you have any changes. 

thx. 

Christine Roush 
Senior Communications Advisor/ 

Stephanie Chandler Hi Christine, Here are the revised media lines ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-01-1903:39:45 PM 

Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Nicole 
Prentice/HC-SC/GC/CA@HWC 

Date: 2011-01-19 03:39 PM 
Subject: Re: Salvia Media Lines 

Hi Christine, 

Here are the revised media lines approved by Jocelyn. 

l!!j~'1 
3 

Salvia Media Lines_Jan 19 2011.doc 

In addition, here is the most recent draft of the NOI. Please note neither the MLs or the NOI have been 
approved by DGO. 

8.l 
DRAFT Salvia NOUan 19.wpd 

OCS has a list of stakeholders who will be notified that the NOI has been posted. However, contacts from 
the RCMP or Justice who would benefit from having a heads up prior to the posting would most likely be 
from their respective communication departments, in which I do not have any contacts. Do you or or your 
group have any contacts in these areas? 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
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Health Canada 20lO-XX 

The Government of Canada Proposes to Regulate Salvia Divinorum and 
Salvinorin A as Controlled Substances 

January 28, 2011 
For immediate release 

OTTAWA - Today, the Honourable Leona Aglukkaq, Minister of Health released a 
Notice to Interested Parties, also known as a Notice ofIntent, in the Canada Gazette, Part 
I, on the proposal to regulate Salvia divinorum and salvinorin A, known as Salvia, as 
controlled substances. 

This notice will provide interested stakeholders with the opportunity to comment on 
Health Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its main 
active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA). 

"After reviewing available information and reports that suggest this substance has the 
potential for abuse, especially among young people, we are taking these steps to protect 
the health and safety of Canadians, particularly youth, from the potentially harmful 
effects of this substance," said Minister Aglukkaq. "The use of this substance is a serious 
concern for all Canadians because not enough is known about the long-term effects of 
Salvia divinorum," added Aglukkaq. 

Including these substances within the Controlled Drugs and Substances Act will make I 
possession, trafficking, importation, exportation, and production (or cultivation) illegal 
unless authorized by regulation. Also, the regulation of S. divinorum and salvinorin A 
under the CDSA will enable law enforcement agencies to take action against suspected 
illegal activities involving these substances. 

~he Notice to 
29, 2011. lntf~rested' 
2011. L ___________ --
For more inf<?rmation on Salvia divinorum, please visit: It's Your Health - Salvia 
divinorum: ~ _________________________________________________________________________________________________________ _ 
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from previous enquiries. - -

Coiriiri~nt [112]: For 
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this is !he end of public coinme~lt. ,\.' 

Comment [h3]: Weblink- ,
:-OCS,.,Pl~se,advjse,.whether,thjs ' 
winb~;R,8~ted next week.,_, ' 



Media Enquiries: 
Health Canada 
(613) 957-2983 

Jenny Van Alstyne 
Office of the Honourable Leona Aglukkaq 
Federal Minister of Health 
(613) 957-0200 

Public Enquiries: 
(613) 957-2991 
1-866 225-0709 

-30-

Egalement disponible en fram;:ais 

Health Canada news releases are available on the Internet at 
www.healthcanada.gc.ca/media 

1+1 Government 
of Canada 

Gouvernement 
duCanada Canada 
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Salvia divino rum is a species of sage belonging to the mint family. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by the 
Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's attention 
some years ago. Salvia divinorum is widely advertised and promoted on the Internet and sold in 
various alternative lifestyle stores as a "legal" alternative to street drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
2.6% of students (grades 7-10) reported having used Salvia divinorum in the past year; 
7.0% of students (grades 10-12) reported having used Salvia divinorum in the past year; 
and. 
5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that: 
1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); and 
the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while only 
0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published by the 
Centre for Addiction and Mental Health (CAMH) indicate that: 

4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
5.4% of students (grades 7-12) ever used Salvia divinorum; and 
the use of Salvia divinorum was significantly higher in males than in females (6.2% vs. 
2.3%) in 2009. 

Prepared by: Stephanie Chandler and Denis Arsenault, OCS, CSTD 

Input by: Lisa Mackay IYHlPACCB, Suzanne Desjardins HECSB/ODARS, Hanan 
Abramovici HECSB/ODARS, Bruna Brands HECSB/ODARS, Jocelyn Kula, HECSB/OCS, 
Robin MarIes HPFBINHPD, Maggie Graham HPFBINHPD, Stephanie Collins HPFBINHPD, 
Mano Murty HPFBIMHPD, Robert Leitch HPFB/MHPD, Shahid Perwaiz HPFB/MHPD, Collin 
Pinto, HPFB/HPFBI 

Approved by: 
Robin MarIes, Director, Bureau of Clinical Trials, NHPD (pending) 
Lindsay Blaney, Director, Policy and Regulatory Affairs, NHPD (pending) 
Duc Vu, Director, Marketed Biologics, Biotechnology and Natural Health Products 

Bureau, MHPD (pending) 
Kim Dayman-Rutkas, Director, HPFBI (pending) 
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The inclusion of Salvia divinorum and salvinorin A in Schedule III to the CDSA will 

reduce the potential health and safety risks associated with the ready availability, 
increased use and unknown effects of these substances. Further to the regulation 
of these substances under theCDSA, the following activities would be prohibited 
unless authorized by regulation: possession, trafficking, possession for the 
purposes of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). 
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Nevertheless, when specifically marketed for its hallucinogenic properties, Salvia 
divinorum meets the definition of a natural health product under the Natural 
Health Products Regulations. 
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DRAFTV.9 

DEP ARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its main active 
ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 
Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs.! Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, and that youth aged 15-24 
were much more likely to have used it than adults aged 25 years and older. The results from the 
Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. 
divinorum in the past year. Moreover, the 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% of these students reported using this substance in the past year. Given its 
unknown effects and pharmacological similarity to other substances included in Schedule III to 
the CDSA such as lysergic acid diethylamide (LSD) and psilocybin, Health Canada is concerned 
that the ready availability and use of S. divinorum poses a risk to the health and safety of 
Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The regulation of S. divinorum and 
salvinorin A under the CDSA will also enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication ofthis notice begins a 30-day comment period. There 'will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Dme ________________ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 

002413 



Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Christine Roush HPFB will need to approve the lines and we can ... 

From: Christine Roush/HC-SC/GC/CA 
To: Stephanie Chandler/HC-SC/GC/CA@HWC 

2011-01-18 05:07:42 PM 

Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Nicole 
Prentice/HC-SC/GC/CA@HWC 

Date: 2011-01-1805:07 PM 
Re: Salvia Media Lines Subject: 

-'""'-------------------------------------"-,~-.... ,~,. 

HPFB will need to approve the lines and we can get the names for you. Please advise if you will be 
notifying your partners - RCMP, Justice. 

Christine Roush 
Senior Communications Advisorl 

Stephanie Chandler 
Christine Roush 
Stephanie Chandler 

Hi Christine, We will work on that question, ho .. . 
Hi Stephanie, I have reviewed the MLs and mad .. . 

Hi Christine, With regards to our earlier conver. .. 

2011-01-18 04:58:22 PM 
2011-01-1803:36:37 PM 
2011-01-1802:53:10 PM 

002414 



Health Canada 20lO-XX 

The Government of Canada Proposes to Regulate Salvia Divinorum and 
Salvinorin A as Controlled Substances 

January 28, 2011 
For immediate release 

OTT A W A - Today, the Honourable Leona Aglukkaq, Minister of Health released a 
Notice to Interested Parties, also known as a Notice of Intent, in the Canada Gazette, Part 
I, on the proposal to regulate ~a divinorum)and salvinorin A, known as Salvia, as 
controlled substances. 

This notice will provide interested stakeholders with the opportunity to comment on 
Health Canada's proposal to add the plant Salvia divinorum (S divinorum) and its main 
active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA). 

"After reviewing available information and reports that suggest this substance has the 
potential for abuse, especially among young people, we are taking these steps to protect 
the health and safety of Canadians, particularly youth, from the potentially harmful 
effects of this substance," said Minister Aglukkaq. "The use of this substance is a serious 
concern for all Canadians because not enough is known about the long-term effects of 
(Salvia divinOi1i®" added Aglukkaq. r::::::-. f;('...-t'" 

Including these substances within the Controlled Drugs and Substances Act will make 
possession, trafficking, importation, exportation, and production (or cultivation) illegal 
unless authorized by regulation. Also, the regulation of S divinorum and salvinorin A 
under the CDSA will enable law enforcement agencies to take action against suspected 
illegal activities involving these substances. 

The Notice to Interested Parties will be published in Canada Gazette, Part I, on January 
29,2011. Interested parties are encouraged to submit comments before ;February y, 
2011.1.. . ...... . . ... . .. .. . ... .... ~~ .. . 

For more information on Salvia divinorum, please visit: It's Your Health - Salvia 
divinorum: xxx! . .. 
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Media Enquiries: 
Health Canada 
(613) 957-2983 

Jenny Van Alstyne 
Office of the Honourable Leona Aglukkaq 
Federal Minister of Health 
(613) 957-0200 

Public Enquiries: 
(613) 957-2991 
1-866 225-0709 

-30-

Egalement disponible en franqais 

Health Canada news releases are available on the Internet at 
www.heaithcanada.gc.ca/media 

1+1 Government 
of Canada 

Gouvernement 
duCanada Canada 
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The Government of Canada Proposes to Regulate Salvia Divinorum an 
Salvinorin A as Controlled Substances 

January 28, 2011 
For immediate release VJ 
OTT A W A - Today, the Honourable Leona Aglukkaq, Minister of Health released a 
Notice to Interested Parties....alse-knev .. flltS a t~etiee 6fkl~ the Canada Gazett4J~~rt_// 
~o~~r~~~e~r~~~:~~~~~~gulate§~Mq_ti!~in_q!:~nt_~~d_~al~i!!~ri~_~JJ~~~!!~_~aJyi<l!_~ ________________ ,-Fo_rma_tted __ : _Fo_nt_:_Ita_l_ic __ ~ 

This notice wiIl provide interested stakeholders with the opportunity to comment on 
Health Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its main 
active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA). 

"After reviewing.ra!!~dJ_~!! _~~0'i!m~_nc:~_ .cI~~_ <l~<l_~<::_i~~tifIc: r~p~rt~ _~h_at_~_ugg~~ql1i_~ _ U U U _ U u ___ - - - { Deleted: available information 

substance has the potential for abuse, especially among young people, we are taking these 
steps to protect the health and safety ofCanadianSJfro_01Jh(!p~ti!~~iaJJy,~~_~_(t}L~f(~c:~~,~L_------
this substance," said Minister Aglukkaq. "The use of this substance is~oncertiL ___ ------1r all.~~Dadi~ns ¥<::-~f~f Y'!_~fX_ !i!!I~'ti_~_~<?_,:,,~_~_b~!1ttheJ~~g-:t~!:01 eJfe<::_tr;~ §a'-,,-!~_ ----------, ____ _ 
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uu

-," 

illegal activities involving these substances. 

Formatted: Font: limes New 
Roman, 12 pt 

Formatted: Font: Italic 

Formatted: Font: limes New 
Roman, 12 pt 

Deleted: Also, t 
/The Notice to Interested Parties will be published in Canada Gazette, Part I, on January 
~29, 2019 Interested parties are encouraged to submit comments/before February 2~________ -- Deleted: 7 

2011.1 ,~: J~;.I'JO(f. 

For more information on Salvia divinorum, please visit: It's Your Health - Salvia 
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Media Enquiries: 
Health Canada 
(613) 957-2983 

Jenny VanAlstyne 
Office of the Honourable Leona Aglukkaq 
Federal Minister of Health 
(613) 957-0200 

Public Enquiries: 
(613) 957-2991 
1-866 225-0709 
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Fw: For HPFB Approvals: Salvia MLs 
Jocelyn Kula to: Stephanie Chandler, Denis Arsenault 2011-01-20 12:49 PM 

,,~"-~~,~.~.-~,~.---.~ .. "-, 

FYI, and I am going to confirm with Cathy that we definitely still need to do the IYH at the same 
time ..... don't stop working on revisions though .... just in case 
: ) 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-01-2012:48 PM -----

From: Christine Roush/HC-SC/GC/CA 
To: 
Cc: 

Date: 

lisa MacKay/HC-SC/GC/CA@HWC, Elizabeth Keeping/HC-SC/GC/CA@HWC 
Nicole Prentice/HC-SC/GC/CA@HWC, David Gotlieb/HC-SC/GC/CA@HWC, Jaimie 
Banks/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC 
2011-01-2012:47 PM 

Subject: Re: For HPFB Approvals: Salvia MLs 

Lisa/Elizabeth, 
Could you please hold off on circulating versions of the It's Your Health article for review and approvals 
until further notice. My client is reassessing the need to publish the article at this time - and if the decision 
is taken to publish it, then the Office of Controlled Substances will need to revise the article to ensure it is 
in line with the Notice of Intent. 

Thank you all for your continued patience with this issue. 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelITel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

Lisa MacKay Hi Beth, I'm sure there will be changes from OC ... 

From: Lisa MacKay/HC-SC/GC/CA 
To: Elizabeth Keeping/HC-SC/GC/CA@HWC 

2011-01-2012:00:59 PM 

Cc: Nicole Prentice/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, David 
Gotlieb/HC-SC/GC/CA@HWC, Jaimie Banks/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

Date: 2011-01-2012:00 PM 
Subject: Re: For HPFB Approvals: Salvia MLs 
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Hi Beth, 

I'm sure there will be changes from OCS so you may want to wait to hear from Nicole before getting formal 
approval. 

Thanks 

Lisa 

Elizabeth Keeping I just sent along the version to NHPD that Lisa s ... 

From: 
To: 

Elizabeth Keeping/HC-SC/GC/CA 
Nicole Prentice/HC-SC/GC/CA@HWC 

2011-01-20 11 :36:02 AM 

Cc: Lisa MacKay/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, David 
Gotlieb/HC-SC/GC/CA@HWC, Jaimie Banks/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

Date: 2011-01-2011 :36 AM 
Subject: Re: For HPFB Approvals: Salvia MLs 

I just sent along the version to NHPD that Lisa shared a few minutes ago. 

Is there a different version that we should be working on? 

B 

Nicole Prentice Thanks Lisa. FYI - I have a version with my pro ... 2011-01-20 11 :35:42 AM 

From: Nicole Prentice/HC-SC/GC/CA 
To: Lisa MacKay/HC-SC/GC/CA@HWC 
Cc: Christine Roush/HC-SC/GC/CA@HWC, Elizabeth Keeping/HC-SC/GC/CA@HWC, David 

Gotlieb/HC-SC/GC/CA@HWC, Jaimie Banks/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

Date: 2011-01-2011 :35 AM 
Subject: Re: For HPFB Approvals: Salvia MLs 

Thanks Lisa. 

FYI - I have a version with my program right now, so I will share it with HPFB once it comes out of the 
Director's office so we can get concurrent approvals. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

Lisa MacKay Hello all, I need full approvals of the IYH article ... 2011-01-20 11:27:20AM 

From: Lisa MacKay/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC 
Cc: Elizabeth Keeping/HC-SC/GC/CA@HWC, David Gotlieb/HC-SC/GC/CA@HWC, Nicole 
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Prentice/HC-SC/GC/CA@HWC, Jaimie Banks/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

Date: 2011-01-2011:27 AM 
Subject: Re: For HPFB Approvals: Salvia MLs 

Hello all, 

I need full approvals of the IYH article by end of day Friday at the latest. All the same people need to 
approve the IYH at HECSB and HPFB and I also need time for translation, revision and formatting. I will 
need all approvals (HECSB and HPFB) completed by Wednesday morning at the very latest in order to 
complete this and even at that this will be a huge push to get it done. It's too bad that it wasn't ready to go 
earlier in case something like this came up. 

Here is the latest version I have, t assume there have been additional changes made ... 
[attachment "IYH Salvia divinorum_v20 Oct2010.doc" deleted by Nicole Prentice/HC-SC/GC/CA] 

Thanks 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Consumer Information Bureau / Bureau d'information aux consommateurs 
Marketing and Communications Services Directorate/Direction des services de marketing et de 
communications 
Public Affairs, Consultation and Communications Branch/ Direction generate des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Lisa_Mackay@hc-sc.gc.caa 

Christine Roush Si'nce there is a long list of people who need to s ... 2011-01-1905:16:37 PM 

From: Christine Roush/HC-SC/GC/CA 
To: Elizabeth Keeping/HC-SC/GC/CA@HWC 
Cc: David Gotlieb/HC-SC/GC/CA@HWC, Lisa MacKay/HC-SC/GC/CA@HWC, Nicole 

Prentice/HC-SC/GC/CA@HWC 
Date: 2011-01-1905:16 PM 
Subject: For HPFB Approvals: Salvia MLs 

Since there is a long list of people who need to see and approve the Salvia MLs from HPFB, could you 
please start the review and approval process. Jocelyn Kula, AlDirector of the Office of Controlled 
Substances has signed off on these lines. I am continuing to move them through CSTD approvals. Ideally, 
we would need full approvals of the lines by Monday, Jan 24, the latest. 

Thanks, 

[attachment "Salvia MLs_Jan 19(3LENG.doc" deleted by Nicole Prentice/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branchl 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelITel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 
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Fw: Shooting Suspect Had Been Known to Use Potent, and Legal, 
Hallucinogen 

FYI 

Suzanne Desj'ardins to Hanan Abramovici, Denis Arsenault, 
, Jocelyn Kula, Stephanie Chandler 

"<-.« ..• ~-~.< ... -~,.".< 

----- Forwarded by Suzanne Oesjardins/HC-SC/GC/CA on 2011-01-20 04:33 PM -----

From: 
To: 
Date: 

Mark Latendresse/HC-SC/GC/CA 
Suzanne Oesjardins/HC-SC/GC/CA@HWC 
2011-01-1811 :09 AM 

2011-01-2004:34 PM 

Subject: Shooting Suspect Had Been Known to Use Potent, and Legal, Hallucinogen 

Hi Suzanne, 

I read this story in the NY times this morning on the bus regarding salvia. Not sure if it is of interest to 
your group, but considering the high profile of the Arizona shooting it may raise more awareness around 
salvia. 

Thanks, 
Mark 

http://www.nytimes.com/2011/01/18/us/18salvia.html? _r=1 &ref=us 

Mark Latendresse, M.A. 
Senior Epidemiologist Bio-Statistician 
Controlled Substances and Tobacco Directorate 
Healthy Environments and Consumer Safety Branch 
Health Canada 

6th Floor, Room B642, AL 35060 
MacDonald Building, 123 Slater, Ottawa, ON K1A OK9 
PH: 613-948-8965 
FX: 613-952-4622 
email: mark.latendresse@hc-sc.gc.ca 
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]ucson Shooting Suspect Was Known to Use Hallucinogen Salv{iE~L ~Times~e~i1P3s 

:"hls ,":opy is for your personal, noncommercial use only" You can order presentation-ready copies for distribution to your 
':::('00(1CS, clients or customers here or use the "Reprints" tool that appears next to any article. Visit www.nytreprints.com for 
:;;If''"lf.i1eS dnci additional inforrnation. Order a repnnt of this article now. 

January 17, 2011 

Shooting Suspect Had Been Known to Use Potent, 
and Legal, Hallucinogen 
'y A. G. SULZBERGER and JENNIFER MEDINA 

TUCSON - No one has suggested that his use of a hallucinogenic herb or any other drugs contributed to Jared L. 

Loughner's apparent mental unraveling that culminated with his being charged in a devastating outburst of violence here. 

Yet it is striking how closely the typical effects of smoking the herb, Salvia divinorum - which federal drug officials warn 

can closely mimic psychosis - matched Mr. Loughner's own comments about how he saw the world, like his often-repeated 

assertion that he spent most of his waking hours in a dream world that he had learned to control. 

Salvia is a potent but legal drug marketed with promises of producing a transcendental spiritual journey; out-of-body 

experiences, existence in multiple realities, the revelation of secret knowledge and, according to one online seller, 

"permanent mind-altering change in perception." 

Mr. Loughner, 22, was at one point a frequent user of the plant, also known as diviner's sage, which he began smoking while 

in high school during a time in which he was also experimenting with marijuana, hallucinogenic mushrooms and other 

drugs, according to friends. Mental health professionals warn that drug use can both aggravate and mask the onset of 

mental illness. 

"He always had it on him," said George Osler IV, whose son, Zach, was good friends with Mr. Loughner in high school. It is 

unclear when Mr. Loughner last used the drug. 

It remains unclear what, if any, role salvia played in shaping Mr. Loughner's views. But the shootings have once again 

drawn attention to a drug that - for little more than the cost of a pack of cigarettes and without the hassle of showing a 

driver's license - a growing number of young people here and throughout much of the country are legally buying and using. 

"It's a draw for adventure seekers - the people who are attracted to the sort of bun gee-jumping attempt in 

psychopharmacology," said Matthew W. Johnson, a professor of behavioral pharmacology at Johns Hopkins University 

medical school, who has studied the effect of the drug on humans. "They are looking for that sort of thing as a part of their 

belief system. Sometimes they are extremely compelled by what they are experiencing." 
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Tucson Shooting Suspect Was Known to Use Hallucinogen Salvia 

A perennial in the mint family related to the ornamental plant popular with gardeners, Salvia divinorum is native to Mexico 

and has historically been used by Mazatec shamans in religious rituals, where the large green leaves are chewed or made 

into a tea. (Some researchers have said the herb holds promise for developing new medicine to control pain and treat drug 

addiction.) 

Smoked, the effect is shorter and more intense, typically lasting just a few minutes. 

People who have smoked the herb say the experience is often unpleasant, and many never use it again. The powerful effects 

have been documented in thousands of online videos documenting experiences on the drug - including a recent video of 

the teenage music and television star Miley Cyrus laughing hysterically and babbling nonsensically after smoking the drug. 

Nearly 6 percent of high school seniors and college students reported using the drug in the previous year, a higher 

percentage than used Ecstasy or cocaine and more than twice as much as LSD, according to a federal survey released in 

2009· 

"It pretty much puts you in a different world," said Casey Hazelton, 19, describing his own experience with the drug while 

visiting a local smoke shop that sells packets of the herb. "It's like you're dreaming if you're awake." 

Nationwide, poison centers treated 117 Salvia divino rum exposures in 2010, up from 81 the year before. 

Salvia's growing popularity has led nearly half the states to ban or restrict the sale of the herb, which is often treated with 

concentrated extract of the active chemical to make it more powerful. The push coincides with recent efforts by states 

around the country to outlaw a number of other legal drugs that often sit alongside salvia on the shelves that use chemical 

additives to mimic the effects of illegal drugs like marijuana. 

"It's an issue that the states are increasingly paying attention to," said Alison Lawrence, policy specialist for the National 

Conference of State Legislatures. 

In Arizona, however, salvia and other synthetic drugs like Spice and K2 can legally be sold to anyone, including minors, and 

are available at smoke shops, liquor stores and even grocery stores. The drug is also widely sold on the Internet with more 

potent versions accompanied by warnings like "reality is ripped to shreds." 

Eric Meyer, a doctor and member of the Arizona Legislature, has introduced bills each of the past two years to restrict the 

sale of salvia to those 21 and older (three states, including California, have age restrictions). Both years the bill died without 

coming to a final vote. Mr. Meyer said he planned to introduce the legislation again next week, with the hope that the 

increased attention would allow the bill to go forward. 

"It's a first step to get some control over the drug," he said. 

002424 



l~;:3 
.Tucson Shooting Suspect Was Known to Use Hallucinogen Salvja'~:' 

The Drug Enforcement Agency has listed salvia as a drug of concern and is considering classifying it as a Schedule I drug, 

like LSD or marijuana, according to the National Institutes of Health. 

Michael Luo contributed reporting. 
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Re: Fw: Draft email to stakeholders re: Salvia NOI Qa 
Lisa Marie NG to: Stephanie Chandler 

Denis Arsenault, Isabel.Shanahan 

Please find the translated document attached. 

Lisa Marie Ng 

Clerk 

Regulatory Policy Division 
Office of Controlled Substances 

Controlled Substances and Tobacco Directorate 

Healthy Environments and Consumer Safety Branch 

Health Canada 

Tel: 613-960-6069 
lisa.marie.ng@hc-sc.gc.ca 

Stephanie Chandler Hi Lisa Marie, Could you please get this transl... 

From: 
To: 
Cc: 
Date: 
Subject: 

Stephanie Chandler/HC-SC/GC/CA 
Lisa Marie NG/HC-SC/GC/CA@HWC 
Denis ArsenauIVHC-SC/GC/CA@HWC 
2011-01-2010:21 AM 
Fw: Draft email to stakeholders re: Salvia NOI 

2011-01-2004:01 PM 

2011-01-20 10:21 :46 AM 

--~,--,-------------------------------------------

Hi Lisa Marie, 

Could you please get this translated for us? Document is attached at the bottom of email thread. Won't 
need it until next week (Thurs Jan 27th) so we can go through the translation bureau. 

Thanks! 

Steph 

I '''''HUfalV-'-Y "-V-II(:;Y-"':ii Y i~jVilT"'Urv'-~T\1iT,:.-.::--.-c:r-"'UI flrq-Utfl-egTt:l J f~llraln'---------"-----=-------'----- " .. --.---------.---

Office of Controlled Substances! Bureau des substances contr6h~es 
Healthy Environments and Consumer Safety Branch! Direction gemerale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-01-2010:19 AM -----

From: 
To: 
Cc: 
Date: 

Jocelyn Kula/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
CSTD-OCS-DO, Denis ArsenauIVHC-SC/GC/CA@HWC 
2011-01-2010:17 AM 
Re: Draft email to stakeholders re: Salvia NOI 
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Madame, Monsieur, 

Le present courriel a pour but de vous informer qu'un Avis d'intention aux parties interessees 
concernant les substances ci-dessous a ete publie dans la Partie I de la Gazette du Canada, Ie 
29 janvier 2011: 

• Salvia divinorum (sauge des devins) 
• Salvinorine A 

La version electronique de l' Avis d'intention est disponible a l'adresse Internet 
www.gazette.gc.ca. pages xx-:xx ,en format PDF (pages xxxx:.xxx~ dans la partie I de la Gazette 
du Canada). 

Cet avis d'intention decrit la proposition de Sante Canada qui consiste a inclure la Salvia 
divinorum (sauge des devins) et la salvinorine A dans I' annexe TIl de la Loi reglementant 
certaines drogues et autres substances. Sante Canada cherche precisement a obtenir plus 
d'information de la part des intervenants afin de determiner si ces substances ont une utilite 
legitime sur les plans industriel, scientifique ou medical au Canada. Les renseignements qui 
seront obtenus permettront de prendre des mesures reglementaires appropriees. 

Si vous desirez participer a ce processus ou tout simplement nous fournir de l'information, 
veuillez communiquer avec nous d'ici Ie 28 fevrier 2011. Vous pouvez envoyer vos 
commentaires par la poste a Stephanie Chandler, Division de la politique reglementaire, Bureau 
des substances contr6lees, indice de l'adresse : 3503D, 123 rue Slater, Ottawa, Ontario, Canada 
KIA 1B9, par telecopieur, au 613-946-4224, ou par courriel a 
OCS_Policy_and_Regulatory_Affairs@hc-sc.gc.ca. 

VEUILLEZ TRANSFERER LE PRESENT COURRIEL AUX PERSONNES QUI 
POURRAIENT ETRE INTERESSEES. 

Si vous avez re9u cet avis par erreur, nous vous saurions gre de Ie transferer a la personne 
concernee de votre organisation et de lui demander de nous en informer par courriel a : 
OCS Policy and Regulatory Affairs@hc-sc.gc.ca. 

Merci. 

Division de la politique reglementaire 
Bureau des substances contr6lees 
Direction de la strategie antidrogue et des substances contr6lees 
Direction generale de la sante environnementale et de la securite des consommateurs 
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looks good to me; assume is very like what we have done in the past....will forward on to Christine Roush 
and Stephanie Szick as an FYI 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Chandler Hi Jocelyn, I have drafted the following email t... 2011-01-2009:28:14 AM 
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Re: Salvia Event is on ~ 
Jocelyn Kula to: Christine Roush 

r Dave Stephens, Cathy A Sabiston, Stephanie Szick, Denis Arsenault, Stephanie 
v. Chandler 

Hi Christine, 

2011-01-2005:43 PM 

Thanks for the intel and well, I guess we wait to hear exactly what kind of event they have in mind. 

Re publication of the NOI, it is certainly no trouble to wait. CGI is published every Saturday and the cut off 
for submission of items is 6 business days before publication. Ergo, if we were to look at Feb 5, we would 
have to submit content by COB on January 29. 

In the meantime, I will review the NR tonight (Stephanie and Denis have suggested some changes) and 
we will keep working on the IYH just in case. 

Cathy- we have been consulting Suzanne on docs as you know but I will now make sure she is in the loop 
about an event as depending on what MO wants, she may be able to help with content from the 
surveillance community. 

Jocelyn 

Sent by blackberry 

Jocelyn Kula 
N Directorl Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr6lh~es 

Christine Roush 

----- Original Message ----
From: Christine Roush 
Sent: 2011-01-20 05:21 PM EST 
To: Jocelyn Kula 
Cc: Dave Stephens; Cathy A Sabiston; Stephanie Szick; Denis Arsenault; 

Stephanie Chandleri Dave Stephens 
Subject: Salvia Event is on 

Hi Jocelyn, 
We have heard that it has been confirmed by MO that they would like an event the first week of February 
regarding the proposal to schedule Salvia. They also said that they do not want the NOI to be published 
next week. Could you please let us know when the next earliest date would be for publishing the NOI to 
Canada Gazette I? MO would prefer the publishing to happen after the event. Our DG, Comms has asked 
MO to schedule a planning meeting as soon as possible. I hope this helps to clarify things a bit. 

Christine Roush 
Senior Communications Advisorl 

Dave Stephens and MO is now calling PMO for confirmation Da ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Dave Stephens/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Christine Roush/HC-SC/GC/CA@HWC 
2011-01-2004:11 PM 
Re: Fw: Salvia Announcement 

2011-01-2004:11:28 PM 

--------------------------------------------------------------------------
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and MO is now calling PMO for confirmation 

Dave Stephens 
Senior Communications Executive-Gestionnaire Principal des Communications HECSB/DGSCSE 
6th Floor, Room 6-033, 269 Laurier Ave. W., Ottawa, ON 
Tel: (613) 946-8107 
Cell: (613) 859-3581 

Jocelyn Kula great thanks ___________ Jo ... 2011-01-2004:02:07 PM 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Dave Stephens/HC-SC/GC/CA@HWC 
Cc: Christine Roush/HC-SC/GC/CA@HWC 
Date: 2011-01-2004:02 PM 
Subject: Re: Fw: Salvia Announcement 
-...:.--------------------------------,~~'¢-, .. -.... 
great thanks 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Di3ve Stephens DGO Comms is calling Tim right now to explain ... 2011-01-2003:47:30 PM 

From: Dave Stephens/HC-SC/GC/CA 
To: Dave Stephens/HC-SC/GC/CA@HWC 
Cc: Christine Roush/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC 
Date: 2011-01-2003:47 PM 
Subject: Re: Fw: Salvia Announcement 
-~---------------------------------,--.-."'., .. 

DGO Comms is calling Tim right now to explain that they need to decide right away. Instructing us to hold 
off on submitting the NOI for publication is an option, but we will try to explain once again the issues 
around an event. 

Dave Stephens 
Senior Communications Executive-Gestionnaire Principal des Communications HECSB/DGSCSE 
6th Floor, Room 6-033,269 Laurier Ave. W., Ottawa, ON 
Tel: (613) 946-8107 
Cell: (613) 859-3581 

Dave Stephens Christine, Jocelyn: Though I wouldn't bet any m ... 2011-01-2003:01 :29 PM 

From: Dave Stephens/HC-SC/GC/CA 
To: 
Date: 

Christine Roush/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC 
2011-01-2003:01 PM 
Re: Fw: Salvia Announcement Subject: _...;.... ________________________________ ~_ .. ___ w .... _ •• "'., ••.. , •••. 

Christine, Jocelyn: 

Though I wouldn't bet any money on this, what I think has happened is that MO has received instructions 
from the Centre in the past 24 hours or so telling them there should be an event. Everyone in MO may 
not be aware of this. 
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We have passed on the various considerations, first and foremost the likelihood that the NOI will attract 
media attention if it's posted on Jan 28-29 .... so if there's going to be an event, it'll have to be on the 28th or 
sooner. ... or publication would have to be delayed. 

Dave 

Dave Stephens 
Senior Communications Executive-Gestionnaire Principal des Communications HECSB/DGSCSE 
6th Floor, Room 6-033, 269 Laurier Ave. W., Ottawa, ON 
Tel: (613) 946-8107 
Cell: (613) 859-3581 

Christine Roush FYI - see Jocelyn's note below. I guess we wait... 

From: 
To: 
Date: 
Subject: 

Christine Roush/HC-SC/GC/CA 
Dave Stephens/HC-SC/GC/CA@HWC 
2011-01-2002:51 PM 
Fw: Salvia Announcement 

2011-01-2002:51:14 PM 

FYI - see Jocelyn's note below. I guess we wait until Tim gets back to DG,Comms about this? 

Christine Roush 
Senior Communications Advisor/ 

From: 
To: 
Date: 
Subject: 

Jocelyn Kula/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
2011-01-2002:47 PM 
Re: Salvia Announcement 

I talked to Martina in MO (only because she used to work for me so I know her- I will get in trouble if you 
share this info) .... 1 was actually trying to clarify something on the med mari side, and she raised salvia 
(cause she was on the file at one pOint when she was here), and shared that her view was that Scott Thad 
only talked about an NR, not an evenL .. she was going to clarify with Tim and make sure word got down 
(hence my reference to hopefully you have heard ..... ). 

At the end of the day, it just seems to be extraordinary that we would organize an event regarding what, as 
Dave pointed out, is the beginning of a long long process ...... . 

Please don't make a fuss about this .... if your instructions are to start plans for an event, so be it, just let us 
know what you need from us. That said, wasn't Dave going to ask about whether an event made sense 
yesterday anyways?? 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Could you please tell me who you heard this fro ... 2011-01-2002:37:19 PM 
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From: 
To: 
Cc: 
Date: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Dave Stephens/HC-SC/GC/CA@HWC 
2011-01-2002:37 PM 
Re: Salvia Announcement Subject: _...;... ___________________________________ w~'W~W""""'~W"'"" 

Could you please tell me who you heard this from - the "no event" for Salvia. We have not heard this 
through the Comms channel. 

Christine Roush 
Senior Communications Advisor! 

Jocelyn Kula Hopefully you have heard through channels that... 

From: 
To: 
Date: 
Subject: 

Jocelyn Kula/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
2011-01-2010:37 AM 
Re: Salvia Announcement 

Hopefully you have heard through channels that there is no event, just the NR. 
Any chance we will see a draft today? 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 

2011-01-2010:37:04 AM 

Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Hi Jocelyn We've been told that the Minister's of ... 

From: 
To: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2011-01-1902:59:21 PM 

Cc: 

Date: 

Denis ArsenaultlHC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC, Cathy A 
Sabiston/HC-SC/GC/CA@HWC, Dave Stephens/HC-SC/GC/CA@HWC 
2011-01-1902:59 PM 
Re: Salvia Announcement Subject: _""'--___________________________________ ~_''''w,,''w'' 

Hi Jocelyn 
We've been told that the Minister's office wants to do an event for the posting of the NOI for Salvia. We 
told MO the posting was going to happen on Friday, January 28th. I sent you yesterday the revised MLs, 
and am waiting on Stephanie C to get back with a complete answer to Q1. We have started drafting the 
News Release, and I can send you the first draft tomorrow am. I imagine there will be an MBU request for 
a teleconf at some point to discuss venue, partners, etc. 

Christine Roush 
Senior Communications Advisor! 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch! 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelITel: (613) 954-0712/Cell: (613) 219-7194 
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Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

Stephanie Chandler 
Christine Roush 
Stephanie Chandler 

Hi Christine, We will work on that question, ho .. . 
Hi Stephanie, I have reviewed the MLs and mad .. . 

Hi Christine, With regards to our earlier conver .. . 

2011-01-1804:58:22 PM 
2011-01-1803:36:37 PM 
2011-01-1802:53:10 PM 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

5..r'Z-~N'4Lr;S 
~"S.~O(\'S' 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its main active 
ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 
Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Jo{-l" t,.J i 

•• • ~)j' I ,J} c/.)...~ [.1., 
Recently there have been reports suggestmg that CanadIan teens and young adults are usmg S. ;, UJ

f
(l}l I~ • 

divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal;/ ,·f.tj. 3 '/,,) Wl 

hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal I 

products used as an alternative to illicit drugs. l Results from the Canadian Alcohol apc{Drug ,~ 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians age~15 years and f ~ t,,.( 
older reported having used S. divinorum at least once in their lifetime, ~t {outh aged 15-24 ! ()11.:;'f1r)'rf..(j. 
were ml:leli mere likely to htt.e tlseel it thaB-aduhs aged 25. ~aFs-antl eleler. The results from the ; I fll- / 
Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S.f, I 
divinorum in the past year. Moreover, the 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. . 
divinorum and 4.4% of these students reported using this substance in the past year. Given its ~C(JJ).:5R/ ,+J 
unkHtYND::effi",'i aRd.-tmar-JDasolegieal similafity'i8 other substances included in Schedule III to rpSL(~,ct(th;rt. 
the CDSA such as lysergic acid diethylamide (LSD) and psilocybin, Health Canada is concerned ert~c;t:S 
that the ready availability and use of S. divinorum poses a risk to the health and safety of '( ~ 't. :)' /') -

d· . I I h ·f ~~ ."t.£.r Cana lans, partlCU ar y yout . 7 ' t 
-('~,r>.s.~. 0 r ' 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The regulation of S. divinorum and 
salvinorin A under the CDSA will also enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERIODE DE 
QUESTIONS 

SUBJECT-SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: January 20,2011 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young celebrity Miley Cyrus smoking Salvia divinorum. Canadian 
surveillance data indicates that this substance is being used by adolescents and young adults for 
its hallucinogenic properties, and there have also been several reports from scientific sources 
indicating that Salvia divinorum has ti:re"'potential for abuse. 

a 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect young Canadians from the potential 
adverse effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les jeunes Canadiens contre 
les effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 7 
• Health Canada is proposing to regulate Salvia in order to 

protect the health and safety of Canadians, particularly 
youth. 

• Health Canada has published a Notice to Interested Parties 
in Canada Gazette, Part I, to give Canadians the 
opportunity to provide comments on its proposal to regulate 
Salvia. &\ ~ v'" hD(~fVV"' , /' o~ \ i/l"ViC (IA {Vl 

• The regulation of Salvia will make possession, trafficking, 
importation, exportation, and production illegal unless 
authorized by regulation. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum inciude: Sally D, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
31so promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Both the plant S. divinorum and its main active ingredient salvinorin A are known to have physical and mental 
effects which are often described as unpleasant, including: 
• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
.. out-of-bodyexperiences 
.. uncontrollable laughter 
• loss of consciousness 
I short-term memory loss 
) lack of physical coordination 
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• slurred speech and awkward sentence patterns 
i 

Recent surveys indicate that Canadian youth are trying this substance which could be dangerous to their health. 
R~sults from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of 
qanadians aged 15 years and older have reported using Salvia divinorum at least once in their lifetime, i~t 
:Youth aged 15-24 weFe-ffit.tcl'f'tnere4ikely tN.Ve !!sed it tb,an.ad.u!ts-aged 25 ye.r:s afld-otder. The results from 
the Canadian 2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used Salvia divinorum 
in the past year. The 2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of 
Ontario students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students reported using 
this substance in the past year. 

International Control of S. divinorum 
Neither Salvia divinorum nor its main active ingredient salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are signatories to these Conventions. The move to include Salvia divinorum 
and salvinorin A in Schedule III to the CDSA is consistent with actions taken by several countries (e.g. Australia, 
Belgium, Denmark, Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have also implemented laws restricting their use, sale and/or distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under the Control/ed 
Drugs and Substances Act (CDSA) is warranted, namely: 

• International requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

• Legitimate uses of the substance (i.e. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in Schedule III to the CDSA. 

The regulation of Salvia divinorum will allow law enforcement to take action against illegal activities involving this 
substance. The possession, trafficking, importation, exportation and production of Salvia divinorum and 
salvinorin A will be illegal unless authorized by regulation. 

The plant Sa/via divinorum is not currently regulated under the Controlled Drugs and Substances Act (CDSA) anc 
therefore the plant is not considered to be "banned" nor are activities with it considered to be illegal in Canada. 
However, as Salvia divinorum is a plant with hallucinogenic properties when consumed by humans, it meets the 
definition of a natural health product (NHP) under the Natural Health Products Regulations when marketed as a 
hallucinogen. To date, Health Canada has not licensed for sale any natural health product which contains Salvia 
divinorum as an ingredient. The sale of unauthorized natural health products containing Salvia divinorum or its 
active ingredient salvinorin A may be subject to compliance and enforcement action by Health Canada under the 
Food and Drugs Act . 

I ATTACHMENTS I PIECE(S)-JOINTE(S) 
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ContactiPersonne ressource : 
Denis 
ArsenaultlHC-SC/GC/CA 

~Iternatel 
Secondaire: 

~ocelyn Kula 

Date PreparedlPrepare Ie : 

Prepared bylPrepare par: 

OfficelBureau : 

Date Contact Signed! 
Signature de la personne 
ressource: 

D.G. Verification! 
Verification par Ie D.E. 

Date D.G. Verified! 
Date veri fie par Ie D.E. : 

Programme: 

Tel. no.lNo de tel. Approved by/ Approuve par Tel. no.lNo. de tel. 
613-957-6828 Paul Glover, ADM 946-6701 

(HECS/SESC) 
Mobilel Titlel Mobilel 
!Cellulaire: 613-296-4239 Titre: Cellulaire: 
rr elephonel 
[relephone: 613-952-2177 

Mobilel 
!Cellulaire: 613-797-2103 

2010-09-07 

Stephanie Chandler Phone/ No de tel. : 613-946-0124 

CSTn - Office of Controlled Substances 

o Contact Signed - Signe 

Cathy Sabiston o D.G. Approved I Approuve D.E. 

Controlled Substances and Tobacco Directorate 

ADM Approved! Approbation Paul Glover 
par Ie SMA: (946-6701) 

Branch! Direction generale : HECS/SESC 

Department! Ministere : Health Canada / Sante Canada 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERI ODE DE 
QUESTIONS 

SUBJECT .. SUJET 

English: 

DRUGS .. SALVIA DIVINORUM 
Francais: 

DROGUES .. SALVIA DIVINORUM 

SYNOPSIS .. SOMMAIRE 

English: 

Date: January 20, 2011 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young celebrity Miley Cyrus smoking Salvia divinorum. Canadian 
surveillance data indicates that this substance is being used by adolescents and young adults for 
its hallucinogenic properties, and there have also been several reports from scientific sources 
indicating that Salvia divinorum has a potential for abuse. 

ANTICIPATED QUESTION .. QUESTION PREVUE 
English: 

What is Health Canada doing to protect young Canadians from the potential 
adverse effects associated with the use of Salvia divinorum? 
Francais: 

Quelles. mesures Sante Canada prend-il pour proteger les jeunes Canadiens contre 
les effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

eHealth Canada is proposing to regulate Salvia in order to 
protect the health and safety of Canadians, particularly 
youth. 

• Health Canada has published a Notice to Interested Parties 
in Canada Gazette, Part I, to give Canadians the 
opportunity to provide comments on its proposal to regulate 
Salvia. 

• The regulation of Salvia will make possession, trafficking, 
importation, exportation, and production illegal unless 
authorized by regulation. 

Fran9ais: 

BACKGROUND-CONTEXTE 
English: 

BACKGROUND/CONTEXTE 
Sa/via divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum include: Sally 0, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Both the plant S. divinorum and its main active ingredient salvinorin A are known to have physical and mental 
effects which are often described as unpleasant, including: 
.. hallucinations 
.. dysphoria (feeling anxious, depressed or restless) 
• out-of-bodyexperiences 
• uncontrollable laughter 
.. loss of consciousness 
.. short-term memory loss 
~ lack of physical coordination 
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• slurred speech and awkward sentence patterns 

Recent surveys indicate that Canadian youth are trying this substance which could be dangerous to their health. 
Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of 
Canadians aged 15 years and older have reported using Salvia divinorum at least once in their lifetime, with a 
much higher rate of use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth 
Smoking Survey also show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 
reported ever using Salvia divinorum and 4.4% of these students reported using this substance in the past year. 

I nternational Control of S. divinorum 
Neither Salvia divinorum nor its main active ingredient salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are signatories to these Conventions. The move to include Salvia divinorum 
and salvinorin A in Schedule III to the CDSA is consistent with actions taken by several countries (e.g. Australia, 
Belgium, Denmark, Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Sa/via divinorum and/or salvinorin A. Some individual U.S. states 
have also implemented laws restricting their use, sale and/or distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under the Controlled 
Drugs and Substances Act (CDSA) is warranted, namely: 

• international requirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

• Legitimate uses of the substance (Le. therapeutic, scientific, industrial or: commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in Schedule III to the CDSA. 

The regulation of Salvia divinorum will allow law enforcement to take action against illegal activities involving this 
substance. The possession, trafficking, importation, exportation and production of Salvia divinorum and 
salvinorin A will be illegal unless authorized by regulation. 

The plant Salvia divinorum is not currently regulated under the Control/ed Drugs and Substances Act (CDSA) anc 
therefore the plant is not considered to be "banned" nor are activities with it considered to be illegal in Canada. 
However, as Salvia divinorum is a plant with hallucinogenic properties when consumed by humans, it meets the 
definition of a natural health product (NHP) under the Natural Health Products Regulations when marketed as a 
hallucinogen. To date, Health Canada has not licensed for sale any natural health product which contains Sa/via 
divinorum as an ingredient. The sale of unauthorized natural health products containing Salvia divinorum or its 
active ingredient salvinorin A may be subject to compliance and enforcement action by Health Canada under the 
Food and Drugs Act . 

I ATTACHMENTS I PII~CE(S).JOINTE(S) 
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ContactiPersonne ressource : 
Denis 
ArsenaultIHC-SC/GC/CA 

Alternate! 
Secondaire: 
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Prepared bylPrepare par: 
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Date Contact Signed! 
Signature de la personne 
ressource: 
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Verification par Ie D.E. 

Date D.G. Verified! 
Date verifie par Ie D.E. : 

Programme: 
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613-957-6828 Paul Glover, ADM 946-6701 

(HECS/SESC) 
Mobile! tritle! Mobile! 
Cellula ire: 613-296-4239 tritre: Cellulaire: 
Telephone! 
Telephone: 613-952-2177 

Mobile! 
Cellulaire: 613-797-2103 
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Stephanie Chandler Phone! No de tel. : 613-946-0124 

CSTD - Office of Controlled Substances 
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Cathy Sabiston o D.G; Approved / Approuve D.E; 

Controlled Substances and Tobacco Directorate 
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par Ie SMA: 

Paul Glover 
(946-6701) 

Branch! Direction generale : HECS!SESC 
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Fw: Salvia Event is on 
Jocelyn Kula to: Denis Arsenault, Stephanie Chandler 2011-01-21 10:13 AM 

stay tuned ...... and this means hold off on NOI package until further notice ..... . 
(and am looking at IYH right now) 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-01-21 10:12 AM ----

Fmm: 
To: 
Date: 

Martina VoreI/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
2011-01-21 08:59 AM 

Subject: Re: Salvia Event is on 

Should have mentioned that I'll let comms know. Thanks. 
Martina Vorel 

----- Original Message ----
From: Martina Vorel 
Sent: 2011-01-21 08:58 AM EST 
To: Jocelyn Kula 
Subject: Re: Salvia Event is on 

Hi Jocelyn, 

An event will be needed. MO advised that comms should contact Tim for direction. 

Thanks. 
Jocelyn Kula 

----- Original Message ----
From: Jocelyn Kula 
Sent: 2011-01-20 07:59 PM EST 
To: Martina Vorel 

- -....... -.. --;;; -""' ...... -..... -•• ---" t7 .... --.. -- - ---- - ---

Jocelyn 
Sent by blackberry 

Jocelyn Kula 
N Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controllees 

Martina Vorel 

----- Original Message ----
From: Martina Vorel 
Sent: 2011-01-20 07:55 PM EST 
To: Jocelyn Kula 
Subject: Re: Salvia Event is on 
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FYI - MO advised they will discuss in the morning at our staff meeting. I will let you know for sure then. 
Martina Vorel 

----- Original Message ----
From: Martina Vorel 
Sent: 2011-01-20 07:45 PM EST 
To: Jocelyn Kula 
Subject: Re: Salvia Event is on 

Ok, thanks for this. It appears there is some confusion in MO ..... am trying to confirm things. 
Jocelyn Kula 

----- Original Message ----
From: Jocelyn Kula 

??? 

Sent: 2011-01-20 07:18 PM EST 
To: Martina Vorel 
Subject: Fw: Salvia Event is on 

Sent by blackberry 

Jocelyn Kula 
AI Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr611ees 

Christine Roush 

----- Original Message ----
From: Christine Roush 
Sent: 2011-01-20 05:21 PM EST 
To: Jocelyn Kula 
Cc: Dave Stephens; Cathy A Sabiston; Stephanie Szick; Denis Arsenault; 

Stephanie Chandler; Dave Stephens < 

Subject: Salvia Event is on 
Hi Jocelyn, 
We have heard that it has been confirmed by MO that they would like an event the first week of February 
regarding the proposal to schedule Salvia. They also said that they do not want the NOI to be published 
next week. Could you please let us know when the next earliest date would be for publishing the NOI to 
Canada Gazette I? MO would prefer the publishing to happen after the event. Our DG, Comms has asked 
MO to schedule a planning meeting as soon as possible. I hope this helps to clarify things a bit. 

Christine Roush 
Senior Communications Advisorl 

From: 
To: 
Cc: 
Date: 
Subject: 

Dave Stephens/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Christine Roush/HC-SC/GC/CA@HWC 
2011-01-2004:11 PM 
Re: Fw: Salvia Announcement 

and MO is now calling PMO for confirmation 

Dave Stephens 
Senior Communications Executive-Gestionnaire Principal des Communications HECSB/DGSCSE 
6th Floor, Room 6-033, 269 Laurier Ave. W., Ottawa, ON 
Tel: (613) 946-8107 
Cell: (613) 859-3581 
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Fw: For Approval: Salvia Media Lines 
Jocelyn Kula to: Stephanie Chandler, Denis Arsenault 2011-01-2111:37 AM 

sorry, thought you had already been copied 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-01-21 11 :37 AM -----

From: Suzanne Desjardins/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC 
Cc: Jocelyn Kula/HC-SC/GC/CA@HWC 
Date: 2011-01-2008:19 AM 
Subject: Re: For Approval: Salvia Media Lines 

------------~------------------------------------------------------------------
Hi Christine, 

The first bullet in the supplementary messages is somewhat problematic. We do know enough about 
these substances to want to control them. They are potent hallucinogens. So I would recommend the 
following changes: 
• Canadians should not use products containing Salvia divinorum and/or salvinorin A because they 
are hallucinogenic and very little is known about the long-term effects of these substances and their 
potential effects on the brain and body. 

Also, 
For A3 text similar to the highlight report should be used (as youth are not more likely to ... they report 
higher prevalence) 
A3 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 
1.6% of Canadians aged 15 years and older have reported using Salvia divinorum at least once in their 
lifetime with a much higher rate of use (7.3%) in youth youth aged 15-24. 

Thanks 

Suzanne 

Christine Roush Hi Suzanne - not sure if you were copied on my ... 

From: 
To: 
Date: 
Subject: 

Christine Roush/HC-SC/GC/CA 
Suzanne Desjardins/HC-SC/GC/CA@HWC 
2011-01-1905:11 PM 
For Approval: Salvia Media Lines 

2011-01-1905:11:28 PM 

Hi Suzanne - not sure if you were copied on my earlier email, but the MO wants to do an announcement 
around the NOI for Salvia on Jan. 28th. Jocelyn has approved the revised media lines below, so could you 
please also review and let me know if you are OK with them. We have also dusted off the It's Your Health 
article and are updating it in anticipation of posting it to the HC website for the 28th. We are also preparing 
a news release to announce the NOI, and we will share this with you when ready. 
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Thanks, 

[attachment "Salvia MLs_Jan 19(3LENG.doc" deleted by Suzanne Desjardins/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisorl 

Christine Roush/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 

From; 
To; 
Cc; Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Nicole 

Prentice/HC-SC/GC/CA@HWC 
Date: 2011-01-1904:49 PM 

Re: Salvia Media Lines Subject: _~ ______________________________________ '".uu,,' ... 

Thanks Stephanie - we have communication contacts in both RCMP, Justice and Public Safety and I will 
give them all a head's up about this announcement. I will send the MLs to Suzanne Desjardins now for her 
approval, and also start the approvals in HPFB too. The clean version is below. 

[attachment "Salvia MLs_Jan 19(3LENG.doc" deleted by Suzanne Desjardins/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisorl 

Stephanie Chandler 
Christine Roush 
Stephanie Chandler 
Christine Roush 
Stephanie Chandler 

Hi Christine, Here are the revised media lines .. . 
HPFB will need to approve the lines and we can .. . 

Hi Christine, We will work on th~t q~~stion, ho ... . 
Hi Stephanie, I have reviewed the"MLs and mad .. . 

Hi Christine, With regards to our earlier conver. .. 

2011-01-1903:39:45 PM 
2011-01-1805:07:42 PM 
2011-01-1804:58:22 PM 
2011-01-1803:36:37 PM 
2011-01-1802:53:10 PM 
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Fw: a about Salvia MLs 
Christine Roush to: Stephanie Chandler 

Nicole Prentice 
2011-01-2111:43AM 

Here are the revised MLs that are still with HPFB for approval. The lines have been approved by Jocelyn 
and Suzanne. 

Salvia MLs_Jan20(4Urevek)ENG.doc 

Christine Roush 
Senior Communications Advisor! 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch! 
Direction genera Ie des affaires pubJiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712!Celi: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail Icourriel:christine_roush@hc-sc.gc.ca 

----- Forwarded by Christine Roush/HC-SC/GC/CA on 2011-01-21 11 :42 AM -----

From: 
To: 
Date: 
Subject: 

Nicole Prentice/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
2011-01-21 10:51 AM 
Fw: Q about Salvia MLs 

~----------------------------------------------------------------------------------

FYI - Can you respond? 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
n§glementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2011-01-21 10:50 AM -----

From: 
To: 
Date: 
Subject: 

Hi Nicole, 

Stephanie Chandler/HC-SC/GC/CA 
Nicole Prentice/HC-SC/GC/CA@HWC 
2011-01-21 09:00AM 
Q about Salvia MLs 

I received some comments on the NOI from Suzanne Desjardins, and she would like us to revise some 
sentences to reflect the media lines which she approved, however I have not seen this version. Would 
you be able to send me a copy of the media lines which she has approved (only for the purposes of 
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revising the NOI)? 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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DRAFT 
1910112011 

Media Lines 
Salvia divinorum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be regulated under the Controlled Drugs and Substances Act (CDS A) in order to 
protect the health and safety of Canadians, particularly youth. 

Key Messages: 

Health Canada is proposing to regulate both Salvia divinorum and its main active 
ingredient salvinorin A under Schedule III to the Controlled Drugs and 
Substances Act (CDSA) in order to protect the health and safety of Canadians, 
particularly youth. 

As a first step, Health Canada published a Notice to Interested Parties (NO!) in 
Canada Gazette, Part I on January 29,2011. The NO! is intended to give 
Canadians the opportunity to provide comments on its proposal to regulate Salvia 
divinorum and salvinorin A as controlled substances. 

The inclusion of Salvia divinorum and salvinorin A in Schedule III to the CDSA 
will make possession, trafficking, importation, exportation, and production (or 
cultivation) illegal unless authorized by regulation. 

Supplementary Messages: 

I • 

Canadians should not use products containing Salvia divinorum and/or salvinorin 
A because they are hallucinogenic andJittle is l<I1()wn about thelong~tel1TI effects 
of these substancesPIlthe br<l:iIlaIl4boqy: .... 

The plant Salvia divinorum is not currently regulated under the CDSA and 
therefore it is not considered to be "banned", nor are activities with it considered 
to be illegal in Canada. 

However, as Salvia divinorum is a plant with hallucinogenic properties when 
consumed by humans, it would meett~e4~fiIliti()Il()fllllllturalh~aJth p~()duct 
(NHP) under the Natural Health Products Regulations when marketed as a 
hallucinogen. 

C:\WindowsITemp1notesD3FEF: I \Salvia MLs JaI120(4) (reveklENG.doc,, _________________________ _ 
Last saved by Christine Roush 

Created by Christine Roush 
;!2.LlJ) I -2 3r 
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DRAFT 
19/0112011 

To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 
natural health products containing Salvia divinorum or its active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act. 

Questions and Answers: 

Ql - What is involved in regulating Salvia divinorum as a controlled substance and 
what stage is it at? 

Al - Health Canada considers several factors in determining whether regulation ofa 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against the aforementioned factors and proposes to include both substances in Schedule 
III to the CDSA. The first step in the process of regulating a substance under the CDSA 
is the publication of a Notice to Interested Parties (NOI) in Canada Gazette, Part I. Any 
comments received will be considered during the preparation of a regulatory proposal. 
There will be additional opportunities for comment as the federal regulatory process 
progresses. 

The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current perception that these substances are a safe alternative to other illegal 
drugs. 

Q2 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are 
these substances regulated in other countries? 

A2 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled 
substances in any of the countries (including Canada) that are signatories to these 
Conventions. 
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DRAFT 
19/0112011 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some 
individual U.S. states have implemented laws restricting their use, sale and/or 
distribution. 

Q3 - Is there any research on the use of Salvia divinorum in Canada? 

A3 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, 1.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youthjlgl;!cl.15:-.2~Il1e.t:e~':lAt.s.f!~~.t~e.~.~<lcl.iall}OO~~:2Q~?Xo~t~§,!!()kjnK~~rye)l.<lls~ .. 
show that 5% of 15 year oIds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

,Q4 - If Health Canada is awar~ of adverse effects associate<iwitll tile use of Salvia. 
divinorum, why isn't it illegal? 

A4 - Health Canada proposes to include Salvia divinorum and salvinorin A under 
Schedule III to the CDS A. Further to the regulation of these substances under the CDSA, 
the following activities will be illegal unless authorized by regulation: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession 
for the purpose of exportation, and production (or cultivation). Law enforcement 
agencies will also be able to take action against suspected illegal activities involving 
these substances. 

As a plant with hallucinogenic properties, however, Salvia divinorum meets the definition 
of a natural health product under the Natural Health Products Regulations (NHPR) when 
marketed as a hallucinogen. To date, Health Canada has not authorized for sale any 
natural health products which contain Salvia divinorum as an ingredient. The sale of 
unauthorized natural health products may be subject to compliance and enforcement 
action under the Food and Drugs Act. 

Q5 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 

A5 - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 
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DRAFT 
19/01/2011 

Currently however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
action by Health Canada. Complaints about the unauthorized sale of drugs containing 
Salvia divinorum and/or salvinorin A can be referred to the Health Products and Food 
Branch Inspectorate at 1-800-267-9675. 

Q6 - Has Health Canada issued any kind of warning to Canadians about Salvia 
divinorum? 

A6 - Health Canada has developed an It's Your Health article about Salvia divinorum to 
help inform the general public about the risks associated with the use of this plant. The 
article can be found on the Health Canada website at: 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed 
or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves ofthis plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

The use of Salvia divino rum as a psychotropic agent first came to Health Canada'.s 
attention some years ago. Salvia divinorum is widely advertised and promoted on the 
Internet and sold in various alternative lifestyle stores as a "legal" alternative to street 
drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 

• the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 
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Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• the use of Salvia divino rum was significantly higher in males than in females 

(6.2% vs. 2.3%) in 2009. 
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Hi Jocelyn, 

Re: Salvia MLs Ql 
Christine Roush to: Jocelyn Kula 
Cc: Dave Stephens, Denis Arsenault, Stephanie Chandler, Stephanie 

Szick 

This message has been forwarded. 

2011-01-2104:12 PM 

I have HPFB approval of the Salvia MLs and thought you might like to review quickly their comments and 
changes and let me know if you are OK with them. I gather nothing is moving forward to Cathy until we 
have more direction from MO. The draft NR is still in your shop, and we have started drafting a Ministerial 
Event Proposal. 

Cheers, 

Salvia MLs_Jan21 (4LDCYIU16h07.doc 

Christine Roush 
Senior Communications Advisorl 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branchl 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 
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Media Lines 
Salvia divinorum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be regulated under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. 

Key Messagesl: ______ _ 

• Health Canada is proposing to regulate both Salvia divinorum and its main active 
ingredient salvinorin A under Schedule III to the Controlled Drugs and 
Substances Act (CDSA). 

After reviewing available information and reports that suggest this substance has 
the potential for abuse, especially among young people, we are taking these steps 
to protect the health and safety of Canadians, particularly youth, from the 
potentially harmful effects of this substance 

Canadians should not use products containing Salvia divinorum and/or saivinorin 
A because they are hallucinogenic and little is known about the long-term effects 
of these substances on the brain and body. 

The inclusion of Salvia divinorum and salvinorin A in Schedule III to the CDSA 
will make possession, trafficking, importation, exportation, and production (or 
cultivation) illegal unless authorized by regulation. 

Supplementary Messages: 

The plant Salvia divinorum is not currently regulated under the CDSA ~nd 
therefore it is not considered to be "banned", nor are activities with it considered 
to be illegal in Canada\.___________ ____________ __ 

However, as Salvia divinorum is a plant with hallucinogenic properties when 
consumed by humans, it would meet the definition of a natural health product 
(NHP) under the Natural Health Products Regulations when marketed as a 
hallucinogen. 

To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 
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natural health products containing Salvia divinorum or its active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Questions and Answers: 

Q 1 - What is involved in regulating Salvia divinorum as a controlled substance and 
what stage is it at? 

Al - Health Canada considers several factors in determining whether regulation of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against the aforementioned factors and proposes to include both substances in Schedule 
III to the CDSA. The first step in the process of regulating a substance under the CDSA 
is the publication of a Notice to Interested Parties (N0l) in Canada Gazette, Part I. Any 
comments received will be considered during the preparation of a regulatory proposal. 
There will be additional opportunities for comment as the federal regulatory process 
progresses. 

The reguilltion of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current misconceptio~that th~_se __ stlb~ta.n~e_~ _a!e a. safealt~I11ativ~ t()_ ~th~r ________ --
illegal drugs. 

Q2 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are 
these substances regulated in other countries? 

A2 - Neither Salvia divinorum n()r salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, .there is no requirement for them to be regulate~as. _ _ 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
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Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some 
individual U.S. states have implemented laws restricting their use, sale and/or 
distribution. 

Q3 - Is there any research on the use of Salvia divinorum in Canada? 

A3 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, 1.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

Q4 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it iIIega~? ___________ _______ _ 

A4 - Health Canada proposes to include Salvia divinorum and salvinorin A under 
Schedule III to the CDSA. Further to the regulation of these substances under the CDSA, 
the following activities would be illegal unless authorized by regulation: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession 
for the purpose of exportation, and production (or cultivation). Law enforcement 
agencies would also be able to take action against suspected illegal activities involving 
these substances. 
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definition of a natural health product under the Natural Health Products Regulations 
(NHPR) when marketed as a hallucinogen. To date, Health Canada has not authorized 
for sale any natural health products which contain Salvia divinorum as an ingredient. 
The sale of unauthorized natural health products may be subject to compliance and 
enforcement action in accordance with the Food and Drugs Act and its associated 
regulations .. 

Q5 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 

AS - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Currently however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
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Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• the use of Salvia divinorum was significantly higher in males than in females 

(6.2% vs. 2.3%) in 2009. 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERI ODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

Date: January~, 2011 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young celebrity Miley Cyrus smoking Salvia divinorum. Canadian 
surveillance data indicates that this substance is being used by adolescents and young adults for 
its hallucinogenic properties, and there have also been several reports from scientific sources 
indicating that Salvia divinorum has a potential for abuse. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect young Canadians from the potential 
adverse effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les jeunes Canadiens contre 
les effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada is proposing to regulate Salvia in order to 
protect the health and safety of Canadians, particularly 
youth. 

• Health Canada has published a Notice to Interested Parties 
in Canada Gazette, Part I, to give Canadians the 
opportunity to provide comments on its proposal to regulate 
Salvia. 

• The regulation of Salvia will make possession, trafficking, 
importation, exportation, and production illegal unless 
authorized by regulation. 

Francais: 

BACKGROUND-CONTEXTE 
English: 
BACKGROUND/CONTEXTE 
Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum include: Sally 0, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Both the plant S. divinorum and its main active ingredient salvinorin A are known to have physical and mental 
effects which are often described as unpleasant, including: 
• hallucinations 
.. dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
• uncontrollable laughter 
~ loss of consciousness 
<8 short-term memory loss 
B lack of physical coordination 
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• slurred speech and awkward sentence patterns 

Recent surveys indicate that Canadian youth are trying this substance which could be dangerous to their health. 
Results from the Canadian Alcohol and Drug Use Monitoring SUIVey (CADUMS) reveal that, in 2009, 1.6% of 
Canadians aged 15 years and older have reported using Salvia divinorum at least once in their lifetime, with a 
much higher rate of use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth 
Smoking SUIVey also show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 
reported ever using Salvia divinorum and 4.4% of these students reported using this substance in the past year. 

International Control of S. divinorum 
Neither Salvia divinorum nor its main active ingredient salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are Signatories to these Conventions. The move to include Salvia divinorum 
and salvinorin A in Schedule III to the CDSA is consistent with actions taken by several countries (e.g. Australia, 
Belgium, Denmark, Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have also implemented laws restricting their use, sale and/or distribution. 

Current Situation in Canada 
Health Canada considers several factors in determining whether regulation of a substance under the Controlled 
Drugs and Substances Act (CDSA) is warranted, namely: 

• International reqUirements and trends in control and/or scheduling; 

• Chemical and pharmacological similarity to other substances already regulated under the CDSA; 

• Legitimate uses of the substance (Le. therapeutic, scientific, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 

• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of S. divinorum and its main active ingredient salvinorin A 
against the aforementioned factors and now proposes to include both substances in Schedule III to the CDSA. 

The regulation of Salvia divinorum will allow law enforcement to take action against illegal activities involving this 
substance. The possession, trafficking, importation, exportation and production of Sa/via divinorum and 
salvinorin A will be illegal unless authorized by regulation. 

The plant Salvia divinorum is not currently regulated under the Controlled Drugs and Substances Act (CDSA) anc 
therefore the plant is not considered to be "banned" nor are activities with it considered to be illegal in Canada. 
However, as Salvia divinorum is a plant with hallucinogenic properties when consumed by humans, it meets the 
definition of a natural health product (NHP) under the Natural Health Products Regulations when marketed as a 
hallucinogen. To date, Health Canada has not licensed for sale any natural health product which contains Sa/via 
divinorum as an ingredient. The sale of unauthorized natural health products containing Salvia divino rum or its 
active ingredient salvinorin A may be subject to compliance and enforcement action by Health Canada under the 
Food and Drugs Act . 

I ATTACHMENTS I PIECE(S)-JOINTE(S) 
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Salvia divinorum 

Issue 

Salvia divinorum (s. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally 0, Lady Sally, Maria pastora, ska Maria 
pastora, ska pastora, diviner's sage, magic mint, ,Puff, incense sreciaI, and salvia. 

~a.A J tJrvL-i.{)..tur....u.- &...tVA- ;1o...CiJ uJ-tA ~ 
Recen1l\?&&truo&1 =11 i q::ct to Stt~gC9till!l ikllt Canadian teens and oun 
using S. divinorum for its ability to produce hallucinations. ertain websites are also 
promoting the use of S. divinorum as a "legal" alternative to street drugs.[As of- _ 
201l(} Health Canada has not authorized for sale any products containing S. divinorumJ~ 

Lut-h ~~. 

both S. divinorum and its main active in edie 
Controlled Dru s and Substances Act CD 
Canadians, particularly youth. 

;; ff5tJ-~ /R.is Ir~ 
-:c...U;-... Risks Associated with the Use of Salvia divinorum 

t6 tv., s. divinorum is known to have both physical and mental effects. The effects of s. 
~tI.Wn ~ divinorum, which vary from person to person, are often described as unpleasant and may 
~ include the following: 

~~ ~h' tJ 11 hallucinations 

I 
tZR.' ~' I dysphoria (feeling anxious, depressed or restless) 

() I out-of-bodyexperiences 
c> uncontrollable laughter 

5" loss of consciousness 
O.~(~· short-term memory loss 
Ir - "h' --, . 

1 • lack of physical coordination 
~ slurred speech and awkward sentence patterns 

~f) There is no way to predict what effect this substance may have on you. In addition, the 
~fe.tJ..A1 effects may differ from one use to the next, depending on factors such as: 

oJ) the potency of the product 
how much is used 

'J\.,~ 
~~1t4j 

the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 

~ 
~I.... t< 
~'( ~Ler{ /-;>. 
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how it is taken, for example, whether the product is chewed, swallowed or 
smoked 
the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage 
how it interacts with other substances, including other drugs, natural health 
products and alcohol 
the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divinorum 

In Canada 

... [ Formatted: Font: Italic J 
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Canada has not authorized for sale any natural health products which containiS': __ u_muu_u_/ Formatted: Font: Italic 
divinorum as an ingredient. The sale of unauthorized natural health products containing '-----------' 
g. _ c/ivinorul11 . ()f itsa<;tive_ il1grediel1t salvill()rill Ama); be subject to cOll1pliaIlcl;! _and ___ _ 
enforcement action by Health Canada under the E.p()4an.cfPrug~Act.HHHHHH 

W 'h;)lJ~lm: S. divinorum~lvinorin A a~tlY regulated under the 
Controlled Dru sand Substances Act CDSA . : 

Healt Canada is S. divinorum 
and it iA "7th T irgf2fai'lJ2t salvinorin A, to Schedule III to the CDSA. Because of 
!1'!ririts hallucinogenic properties, products containing S. di';linorblln or salvinorin A meet 
the definition ofa Natural Health Product (NHP) in accordance with the }latu-ral Health 
P-rod-ucts Regulatiol1s and the definition of a drug under the Feod atfd Drugs Act. It is 
illegal to sell drugs or NHPs in Canada, unless they Rave been reyie'lled and authorized 
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fOr sale by Health Canada. In the case ofNHPs, they need to be labelled with one of the 
fo 11 O'.'Iing: 
eEl N EiturElI Predtlet 1>~ timber (NPN): or 
"llll Exemption NtlRlber (EN); or 
eEl Drug IdeRtifieutioR Number l/omeopEitnie MedieiRe Number (DIN 11M). 

authorized by Health Canada fOr sale. The sale of unauthorized drugs artd NHPs is illegal, 
and may be subject to compliance and enfOrcement actions by the Department. 

Neither S. di' .. il9EJr'I+.'Il nor sal'l'inorin /\ are currently regulated under the 
Controlled Drugs and Substances Act (CDS A). Health Canada is currently considering 
the available information to determine whether regulation as a controlled substance is 
warranted. 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, ItatyItaly 
and ,Japan~. have placed controls on the import and/or sale of S. divinorum and/or 

o.JJ.. salvinorin A. 
~Q.Le..- '"7In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 

V Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution. For example, iIn some 
states, for example, jt is illegal for S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survev (CADUMS) reveal 
that, in 2009, 1.6% of Canadians aged 15 years and older have reported using S. 
divinorum at least once in their lifetime, and that youth aged 15-24 were much more 
likely to have used it than adults aged 25 years and older. The results from the Canadian 
2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. 
divinorum in the past year. The 2009 Ontario Student Drug Use and Health Survey 
(OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported ever using S. 
divinorum and 4.4% of these students reported using this substance in the past 
~Results from the Ctmaditm Alcohol and Drug Use }.foRi/oring Sur..,,·e)' (C lDUMS) 
reveal that, in 2009, less than 2% of Canadians age 15 and older reported having used S. 
dMnorum at least once in their lifetime. Youth, ages 15 21 "."ere much more likely to 
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e S. divinorum and salvinorin A . . As a first ste in 

~j • proces~uf lCgalatilig these E!Me~!uK_Health Canada issued a Notice lo!nJ(!r(!,~·t(!c!u 
Parties (NOl) on January 29, 20 11.Qt!t!Ii: inn its prQ!,! 'Ii 1 tB scliCdalc these 2'lub2'ltttlleeso 

This '.viII assist in derennining Health Canada's future approach to 
decision making regarding the regulation ofS. dh4nol'ltIH in Canada. In the interim, 
~e~lt? Canada alse-will c?ntinu~s.to monito~ the s~le o~un~uthori.zed heal~h p~oducts, *~ 

a iII I I 9 It ,~that contam S. dzvmorum or Its mam acttve mgredlent salvmorm A. _ ..... ~ 
will take appropriate action ecomet aware of any unauthorized 
health products that may pose a risk to Canadians. ~ l cL:t r-
Need More Info? 

I • Complaints about the H-legat-unallthorized sale of drugs containing S. divinorum 
can be made to the Health Products and Food Branch Inspectorate at: 
http://www.hc-sc.gc.caldhp-mps/compli-conform/prob-report-
rapport/gui _ 44 _consumer _ consommateur _ cp-pc-eng.php 
Tel: 1-800-267-9675. 

You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 
Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.ca/dhp
mps/medeff/index -eng. php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at : http://www.hc-
sc.gc.ca/dhp-mps/medeff/report-dec\aration/ar-eiJorm- . p 

For information about the Government ofC 
www.nationalantidrugstrategy.gc.ca/ 

(la's Anti-Drug Strategy. go to: 
I-

NJ)~ 
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The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager, at: www.hc-sc.gc.caJhc-ps/pubs/adp
apd/talk -aborder/i ndex -eng. php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy. gc .caJparents/pubs/talking-aborder/talking
aborder.html 
Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/youth-jeunes/facts
faits/index-eng. php 

Information on natural health products and the Natural Health Products 
Regulations can be found at: www.hc-sc.gc.caJdhp-mps/prodnatur/index-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
http://www.yss. uwaterloo.caJindex.cfm?section=5&page=288 

• The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://www.hc-sc.gc.calhc-psi drugs-droguesl stat/index -eng. php 
The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.netlNews _ eventslNews _releases_and _media_advisories _and _ b 
ackgrounders/osduhs2009 _advisory.html 

Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divinorum and Salvinorin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviadlsalviad.htm 
U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8/hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.caJiyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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Salvia divinorum 

Issue 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria 
pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recent Canadian surveillance data indicate§.th(l!_~~l1a4i~~te~~~_l!l_1l4J:·<?_':l.l1g_~~_uJ~~_~r.<? _____ h_------
using S. divinorum for its ability to produce hallucinations. Scientific reports also 
suggest that it has the potential for abuse. Certain websites are also promoting the use of 
S. divinorum as a "legal" alternative to street drugs. 

Deleted: Iy there have been 
reports suggesting 

Canadians should not use products containingA':_4!)I!!1()r!!~_~!1~~~_~~!v:i_~<?_ltll_A_~_~~~':l~~hh_-------{ Formatted: Font: Italic 

they are hallucinogenic and little is known about the long-term effects of these substances 
on the brain and body. There is also no way to predict how it will affect you with each 
use,, ________ h ________________________________________ hh ______________________________________________________ h __________ h_ 
t______________________________________ _____________________________ _________ _________ _________ _ _____________________ , 

In light of this infonnation, Health Canada is proposing to regulate both S. divinorum and \"" 
its main active ingredient salvinorin A under Schedule III to the Controlled Drugs and 
Substances Act (CDSA) in order to protect the health and safety of Canadians, 
particularly youth. 

Risks Associated with the Use of Salvia divinorum 

. S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 

uncontrollable laughter 
• loss of consciousness 

short-term memory loss 
lack of physical coordination 

• slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

• the potency of the product 
how much is used 
the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 
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• how it is taken, for example, whether the product is chewed, swallowed or 
smoked 
the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 

• how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage 

• how it interacts with other substances, including other drugs, natural health 
products and alcohol 
the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divinorum 

f:i::;' ? 
fiii/it 
f:i!,'/ f 

iii!!:! 
In Canada un 
1!:n1f~~~~Jit~e~~~~lt~~~~~!~ii:~f~~~it~~~;Jr~~h~~~)~:J~~fi~i~~~;!:ll:J?th:j/!! I 
Products Regulations when marketed as a hallucinogen. As of .. 2011, Health !ii! 
Canada has not authorized for sale any natural health products which c-ontain§;::::::::::::::::> 
divinorum as an ingredient. The sale of unauthorized natural health products containing 
§:_~ty-~nf?!:t/-,!!_~~_H~ __ ~~~~y_e_j~gre~J~~~_~~~yJ~~~J~_A}'~~X_~_I:?_~_~!Jj~~~_~~_~OI~~Q!!§l:I.1:'?~_~~~ __________ Ji 
enforcement action by Health Canada under theE~~('--a~J?!,y:g,~A~~. _______________________________ j 

While S. divinorum and salvinorin A are not currently regulated under the Controlled 
Drugs and Substances Act (CDSA), Health Canada is now developing a regulatory 
proposal that would add S. divinorum and salvinorin A to Schedule III to the CDSA~ _______ , 

.- - -" - - - - - - - - - - - - -- - -~ - - ~ -.~ - -- - --- - - - - - - - -- -- - - - - - - - - - - - - - - - - - -- - - - - - - - ---- - - - -- - - - - - - -- -- - -- - - - - - - - - - -- - - - - - - - - -- - ~ - - - - - -- - -- -- - - - j' 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany,Jt~I)"_~~~_m __ _ 
)~paI1~a\l~pl_ac.e~_c_o~tr()~~_o~the_iI~p~~_~n_d(~r~al~of_$: _~Mn_o!:u_1rl_§l:~ld(~r~a~\li~~ri~_~. __ " 

\> 
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In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution.J~_~~~_~_~~_~t~s,Jqt~x_~!!!R~S. ____ ----- Deleted: For example, i 

it is illegal for S. divinorum to be sold to anyone under the age of 18. - Deleted: it 
~----------------~ 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, 1.6% of Canadians aged 15 years and older have reported using S. 
divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in youth 
aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also show 
that 5% of 15 year olds have used S. divinorum in the past year. The 2009 Ontario 
Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students 
in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported using 

~~7a ss~~~::~c~e~~:.e past year "J o_~ _~<?~e i!'!f~!!!l~t_~<?_~_~!'! _~h_es_e_s_u~~r~~ _ s~~ __ t~~ N~~(! Mo~_e; ~'t'" 

~ l?f:s '1--5 

.~ 
"f:l 

,j (),- ~ .~~ 
J~_I_i_gh~_~f!he_h~~I_t_~_~~~_~':lK~!Y_~!~_~~_':l~~~ci_at~~ _~!~h_!h~ __ l!~_e_~f~. __ d(vi~-'!!'1}'!!:fI~_~lth ___________ ---

Health Canada's Role 

Canada is taking steps to regulate S. divinorum and salvinorin A as controlled substances. 
As a first step in this process, Health Canada issued aNotice,pJf!!~.!'~~!~cl.lCl..rt!~sJtjf)~L __ 
on February 5, 201 J...J!'!_~he!!'!ter!~, __ Ij~':lJth(~!,!~d.a,,~ilLc~~~~t.'l':l~!~_~<?!,!it~rth~_~':lJ~_~f ____ ~> 
unauthorized health products._that_~<?_~~_ai~§_4!y'in(?!~,!!_~r_j!~_~~~~_a~!iy_e!!,!St:~_~j~~t __________ }> 
salvinorin A~~i1J_ t~~~_ a'pp~opriat~ _~~!~~~_.,,1h<?_l!J~_ j! _~e~~~~~~~~~ _<?K _~!'!r _u_n~tl!h<?ri_~~~ __ \\\' \ 
health products that may pose a risk to Canadians. \'\. 

Need More InfO?\:,,:\ '. " 
" 

'/,', '. " 

) 

Complaints about the .,l}~~tlt~_o~i.z~d _sale _ ~f ~~gs _ c_o!'!!!li~ing ~.divill()':1},!! __ '?!l~~\' 
made to the Health Products and Food Branch Inspectorate at: http://www.hc

\\\ 

sc.gc.ca/dhp-mps/compli-conform/prob-report
rapport/gui_ 44_ consumer _ consommateur _ cp-pc-eng.php 
Tel: 1-800-267-9675. 
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You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 
Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.caldhp
mps/medeff/index-eng.php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at : http://www.hc
sc.gc.caldhp-mps/medeffireport-declarationiar-eiJorm-eng.php 

For information about the Government of Canada's /y'ational Anti-Drug StrateKi.~ ____ /1 Formatted: Font: Bold, 
go to: www.nationalantidrugstrategy.gc.cal.-U_n_de_rl_lne ______ -. 
The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp
apdltalk-aborder/index-eng.php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.html 

• Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/youth-jeunes/facts
faits/index-eng.php 

Information on natural health products and the Natural Health Products 
Regulations can be found at: www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterioo.calindex.cfm?section=5&page=288 
The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://WWW.hC-SC.gc.CalhC-PS/drugS-drogues/stat/index-eng.PhP 
The20090ntarioStudentDrUgUSeandHealthsurvey.at: 
http://www.camh.netINews _ eventslNews Jeleases _and_media _advisories_and _ b 
ackgrounders/osduhs2009 _advisory .html 

Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divinorum and Salvinorin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 
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• U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8/hallucinogens/hallucinogens.pdf 

• For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.ca/iyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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I Health Canada 2011;XX ./ ( Deleted: 0 

The Government of Canada Proposes to Regulate Salvia Divinorum and 
Salvinorin A as Controlled Substances 

January 28, 2011 
For immediate release 

OTT A WA - Today, the HQnQurable LeQna Aglukkaq, Minister Qf Health annQunced that 
the Government of Canada intends to leguillte §al)lhl di)lirto!1l11l a[1d. ~sa.lvil1{)ri(l ~ i\" Zils9__ .. ~ •. 
knQwn as Salvia, as controlled substances .. A )'~~oti(;e toIl1tere*dPllrtie.~~ ()lItl~,!~ing He<ilth; ... ' . 
Canada's proposal will be published in Canada Gazette, Part I, on February 5, 2011. 
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Media Lines 
Salvia divinorum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be regulated under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. 

Key:MessageS: __ n ___ nnn ___ n_nnnn_n __ n ____ n __ n ___ n ___ n ____ n ___ nn ___ nnn __ nn nn ___ n __________ , 

Health Canada is proposing to regulate both Salvia divinorum and its main active 
ingredient salvinorin A under Schedule III to the Controlled Drugs and 
Substances Act (CDSA). 

After reviewing available infonnation and reports that suggest this substance has 
the potential for abuse, especially among young people, we are taking these steps 
to protect the health and safety of Canadians, particularly youth, from the 
potentially hannful effects ofthis substance 

Canadians should not use products containing Salvia divinorum and/or salvinorin 
A because they are hallucinogenic and little is known about the long-tenn effects 
of these substances on the brain and body. 

The inclusion of Salvia divinorum and salvinorin A in Schedule III to the CDSA 
will make possession, trafficking, importation, exportation, and production (or 
cultivation) illegal unless authorized by regulation. 

Supplementary Messages: 

The plant Salvia divinorum is not currently regulated under the CDSA land 
therefore it is not considered to be "banned", nor are activities with it considered 
to be illegal in Canada!. L ________________________________________________________________________ J 

However, as Salvia divinorum is a plant with hallucinogenic properties when 
consumed by humans, it would meet the definition of a natural health product 
(NHP) under the Natural Health Products Regulations when marketed as a 
hall uc inogen. 

• To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 
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natural health products containing Salvia divinorum or its active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Questions and Answers: 

Ql- What is involved in regulating Salvia divinorum as a controlled substance and 
what stage is it at? 

A I - Health Canada considers several factors in determining whether regulation of a 
substance under the Controlled Drugs and Substances Act (CDS A) is warranted. These 
include: 

International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated 

under the CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against the aforementioned factors and proposes to include both substances in Schedule 
III to the CDSA. The first step in the process of regulating a substance under the CDSA 
is the publication of a Notice to Interested Parties (N0l) in Canada Gazette, Part I. Any 
comments received will be considered during the preparation of a regulatory proposal. 
There will be additional opportunities for comment as the federal regulatory process 
progresses. 

The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current ~sconceptio~J~_at_ !h~_S~_ ~~b_~ta_I)~~_~ _ ~~e_ ~ _ s~f~ __ a~!~~at_i~~ _t<?_ !?~h~~ ______ -
illegal drugs. 

Q2 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are 
these substances regulated in other countries? 

A2 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, ~here is no requirement for them to be regulate~~~ _____________ _ 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDS A is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
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Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some 
individual U.S. states have implemented laws restricting their use, sale and/or 
distribution. 

Q3 - Is there any research on the use of Salvia divinorum in Canada? 

A3 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, 1.6% of Canadians aged IS years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged IS-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that S% of IS year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that S.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

Q4 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why ,isn't it iIIega.? 

A4 - The move to regulatt;.$al.v~~4ll:'!~()r~~_~~(LS~lyJI~~ri~_~h~~_~~~~~g~_~_~_uJ?~t_a~~~~_i_~ __ /',/ 
based on surveillance data from surveys such as the.Canadian Alcohol and Drug Use ,/ / 
Monitoring Survey (CADUMS),Lq_~!h§,!!~~~,!g§~~~V:!Y~~):~~~:~h~Q~r~~!~:S)~4.~~!:::::~,,;:',-, 
Dru Use and Health Surve OSDUHS which onl became available in 20 I 0 

I f"NL 0 ,0 

J~ _t~~ _ i~~~~ill1J_ a.s Salvia divinorum is ~J~la~~_ ~i~l111(lllll~j~~ge~!~ j>!~~~i~s~ ju~eml)' ____ , 
meets the definition of a natural health product under the Natural Health Products \ 
Regulations (NHPR) when marketed as a hallucinogen. To date, Health Canada has not \ 
authorized for sale any natural health products which contain Salvia divinorum as an : ... 
ingredient. The sale of unauthorized natural health products may be subject to \\ 
compliance and enforcement action in accordance with the Food and Drugs Act Jl~~Jt~hhh:(\ 
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AS - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Currently however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
action by Health Canada. For more information on how to submit a consumer complaint 
about the unauthorized sale of drugs containing Salvia divinorum and/or salvinorin A. 
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visit: www.hc-sc.gc.ca/dhp-mps/compli-conform/prob-report
rapport/gui 44 consumer consommateur cp-pc-eng.php. 

Q6 - Has Health Canada issued any kind of warning to Canadians about Salvia 
divinorum? 

A6 - Health Canada has developed an It's Your Health article about Salvia divinorum to 
help infonn the general public about the risks associated with the use of this plant. The 
article can be found on the Health Canada website la~:",_""""""_,, 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed 
or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
tenn memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. Salvia divinorum is widely advertised and promoted on the 
Internet and sold in various alternative lifestyle stores as a "legal" alternative to street 
drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students IS years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 

• the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
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• 5.4% of students (grades 7-12) ever used Sa/via divinorum; and 
• the use of Salvia divinorum was significantly higher in males than in females 

(6.2% vs. 2.3%) in 2009. 
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Media Lines 
Salvia divinorum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be regulated under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. 

Key :MessageS:....... . .... ! Comment [D1]: Suggest to add ............................ _ .. __ ... _. __ ...... -........................ _. __ .. __ .................... -:, I a line about why th~re is a risk to 

• 
___ l the health of Canadians. Abuse 

Health Canada is proposing to regulate both Salvia divinorum and its main active \, potential? Addiction? 

ingredient salvinorin A under Schedule III to the Controlled Drugs and Comment [52]: ocs feels that 
Substances Act (CDSA). the second bullet addresses this. 

Could possibly reword first two 

• After reviewing available information and reports that suggest this substance has 
the potential for abuse, especially among young people, we are taking these steps 
to protect the health and safety of Canadians, particularly youth, from the 
potentially harmful effects of this substance 

Canadians should not use products containing Salvia divinorum and/or salvinorin 
A because they are hallucinogenic and little is known about the long-term effects 
of these substances on the brain and body. 

The inclusion of Salvia divinorum and salvinorin A in Schedule III to the CDSA 
will make possession, trafficking, importation, exportation, and production (or 
cultivation) illegal unless authorized by regulation. 

Supplementary Messages: 

The plant Salvia divinorum is not currently regulated under the CDSA ~nd 
therefore it is not considered to be "banned", nor are activities with it considered 

to be illegal in Canad~.J_.___ .......... _ ............ _ .................................... _ ...... . 

However, as Salvia divinorum is a plant with hallucinogenic properties when 
consumed by humans, it would meet the definition of a natural health product 
(NHP) under the Natural Health Products Regulations when marketed as a 
hallucinogen. 

To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 
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natural health products containing Salvia divinorum or its active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Questions and Answers: 

Q 1 - What is involved in regulating Salvia divinorum as a controlled substance and 
what stage is it at? 

Al - Health Canada considers several factors in determining whether regulation of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• International requirements and trends in international control; 

Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 

• Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against the aforementioned factors and proposes to include both substances in Schedule 
III to the CDSA. The first step in the process of regulating a substance under the CDSA 
is the publication of a Notice to Interested Parties (NOI) in Canada Gazette, Part I. Any 
comments received will be considered during the preparation of a regulatory proposal. 
There will be additional opportunities for comment as the federal regulatory process 
progresses. 

The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current ~isconceptiOlh~_~~_ !h~_s~ __ ~!l~_s!8:~~~~ _ 8:r~_~ _~<lf~ _~~!~~~tj:v~ _~~ __ o~h~~ _______ ----- l ~::=:i~~1: Replace with 

ill ega} drugs. -

Q2 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are 
these substances regulated in other countries? 

A2 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug .... 
Control Conventions; as a result, ~here is no requirement for them to be regulated! ~~ __________ /------
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
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Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some 
individual U.S. states have implemented laws restricting their use, sale and/or 
distribution. 

Q3 -Is there any research on the use of Salvia divinorum in Canada? 

A3 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, 1.6% of Canadians aged IS years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged IS-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that S% of IS year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that S.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

Q4 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it iIIega~? 

A4 - The move to regulate:,§al):~~_4jx!~~~~'!J __ ~!'!~_~<l:~~·tnQrj~_~ __ ~~_C:Q!,!~~~!!e_~_~_l:1~~_~~~~~~}_~ __ /':<,< 
based on surveillance data from surveys such as the.C;;~'!:.q4!f:!'!:./.llcgh9J~rz.4J2!-,,!g.!!~f! ________ /::/ 
Monitoring Survey (CADUMS),L'!_l!!~_~'!J!!~~'!:.g;§_l!!.V~yJY~~l~~~_~_~t!Prz!~!j!!_~!1f.4.f!'!:.! _____ / ,/ 
Drug Use and Health Survey (OSDUHS) which only became available in 201O'r _______________ /' 

I~ _~~!! _ j~~~!il!lJ_~.s Salvia divinorum is '\J~~~~~_ \Xi_~~ __ h~ll~ci~()g~~l~ P_~<?P!!rtJt!~~ _ti.F_u!l:emJ)' ____ _ 
meets the definition of a natural health product under the Natural Health Products \ 
Regulations (NHPR) when marketed as a hallucinogen. To date, Health Canada has not \ .. 
authorized for sale any natural health products which contain Salvia divinorum as an i·\ 
ingredient. The sale of unauthorized natural health products may be subject to '::,,\ 
compliance and enforcement action in accordance with the Food and Drugs Act .~~U~~______ '::::: . .'\ 
associated regulations \. "::', \. 'r __________________________________________________________________________________________________ \,\., \\ 
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r Q5 - What will Health Canada do if it finds products containing Salvia divinorum ...... ::\ 
...... \\" i Field Code Changed 

on the market? '. " '.'. 

AS - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Currently however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
action by Health Canada. For more information on how to submit a consumer complaint 
about the unauthorized sale of drugs containing Salvia divinorum and/or salvinorin A, 
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visit: www.hc-sc.gc.ca/dhp-mps/compli-conform/prob-report
rapport/gui 44 consumer consommateur cp-pc-eng.php. 

Q6 - Has Health Canada issued any kind of warning to Canadians about Salvia 
divinorum? 

A6 - Health Canada has developed an It's Your Health article about Salvia divinorum to 
help inform the general public about the risks associated with the use of this plant. The 
article can be found on the Health Canada website a¢ __ 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed 
or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used tmditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. Salvia divinorum is widely advertised and promoted on the 
Internet and sold in various alternative lifestyle stores as a "legal" alternative to street 
drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• ·2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 

• the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
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• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• the use of Salvia divinorum was significantly higher in males than in females 

(6.2% vs. 2.3%) in 2009. 
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Media Lines 
Salvia divinorum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be regulated under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. 

Key Messages: 

Health Canada is proposing to regulate both Salvia divinorum and its main active 
ingredient salvinorin A under Schedule ill to the Controlled Drugs and 
Substances Act (CDSA). 

After reviewing available information and reports that suggest this substance has 
the potential for abuse, especially among young people, we are taking these steps 
to protect the health and safety of Canadians, particularly youth, from the 
potentially harmful effects ofthis substance 

Canadians should not use products containing Salvia divinorum and/or salvinorin 
A because they are hallucinogenic and little is known about the long-term effects 
of these substances on the brain and body. 

The inclusion of Salvia divinorum and salvinorin A in Schedule ill to the CDSA 
will make possession, trafficking, importation, exportation, and production (or 
cultivation) illegal unless authorized by regulation. 

Supplementary Messages: 

The plant Salvia divinorum is not currently regulated under the CDSA and 
therefore it is not considered to be "banned", nor are activities with it considered 
to be illegal in Canada. 

However, as Salvia divinorum is a plant with hallucinogenic properties when 
consumed by humans, it would meet the definition of a natural health product 
(NHP) under the Natural Health Products Regulations when marketed as a 
hallucinogen. 

To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 
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natural health products containing Salvia divinorum or its active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Questions and Answers: 

Ql- What is involved in regulating Salvia divinorum as a controlled substance and 
what stage is it at? 

Al - Health Canada considers several factors in determining whether regulation of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against the aforementioned factors and proposes to include both substances in Schedule 
III to the CDSA. The first step in the process of regUlating a substance under the CDSA 
is the publication of a Notice to Interested Parties (NOI) in Canada Gazette, Part I. Any 
comments received will be considered during the preparation of a regulatory proposal. 
There will be additional opportunities for comment as the federal regulatory process 
progresses. 

The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current misconception that these substances are a safe alternative to other 
illegal drugs. 

Q2 - Are Salvia divinorum and/or salvinorin A controlled intemationaUy? How are 
these substances regulated in other countries? 

A2 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, there is no requirement for them to be regulated as 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
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Finland, Gennany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some 
individual u.S. states have implemented laws restricting their use, sale and/or 
distribution. 

Q3 - Is there any research on the use of Salvia divinorum in Canada? 

A3 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, 1.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

Q4 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why hasn,'t it taken action until now£! 

A4 - The move to regulate~alvia divinorum and salvinorin A as controlled substances is 
further to under Schedule III to the CDSA. Further to the regulation of these substances 
under the CDSA, the following activities would be illegal unless authorized by 
regulation: possession, trafficking, possession for the purpose of trafficking, importation, 
exportation, possession for the purpose of exportation, and production (or cultivation). 
Law enforcement agencies would also be able to take action against suspected illegal 
activities involving these substances. 

However, as a plant with hallucinogenic properties, Salvia divinorum .curt:ently rneetstlte 
definition of a natural health product under the Natural Health Products Regulations 
(NHPR) when marketed as a hallucinogen. To date, Health Canada has not authorized 
for sale any natural health products which contain Salvia divinorum as an ingredient. 
The sale of unauthorized natural health products may be subject to compliance and 
enforcement action in accordance with the Food and Drugs Act and its associated 
regulations .. 

Q5 - What wiD Health Canada do if it finds products containing Salvia divinorum 
on the market? 

A5 - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Currently however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
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action by Health Canada. For more information on how to submit a consumer complaint 
about the unauthorized sale of drugs containing Salvia divinorum and/or salvinorin A, 
visit: www.hc-sc.gc.ca/dhp:mps/compli-conformlprob-report-
rapport/gui 44 consumer consommateur cp:pc-eng.php. 

Q6 - Has Health Canada issued any kind of warning to Canadians about Salvia 
divinorum? 

A6 - Health Canada has developed an It's Your Health article about Salvia divinorum to 
help inform the general public about the risks associated with the use of this plant The 
article can be found on the Health Canada website at: 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed 
or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. Salvia divinorum is widely advertised and promoted on the 
Internet and sold in various alternative lifestyle stores as a "legal" alternative to street 
drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 

• the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 
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Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• the use of Salvia divinorum was significantly higher in males than in females 

(6.2% vs. 2.3%) in 2009. 
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thank you 

Lynne Lalancette-Vranckx 

Executive Secretariat/Secretariat executif 
Policy, Planning and Integration Directorate 
Room 6-004,6th Floor, 269 Laurier Avenue W/Piece 6-004, 6ieme etage, 269 rue Laurier 0 
Ottawa, Ontario 
K1AOK9 

Address Locatorllndice de I'addresse 4906A 
Telephone 613-952-5421ITelephone: 613-952-5421 

Stephanie Szick ijusfs~w this==·~ two things'1) howlikelydoesitlook'tohave theIYH~rticie. re;:.i 

From: 
To: 

Stephanie SzicklHC-SC/GC/CA 
Nicole Prentice/HC-SC/GC/CA@HWC 

. 01/24/2C)1 1 12·:1~fLj.'1 PM 

Cc: Lynne Lalancette-VranckxlHC-SC/GC/CA@HWC, Catherine ChabotlHC-SC/GC/CA@HWC, CSTD-DGO, Dave 
Stephens/HC-SC/GC/CA@HWC, Louise Bertrand/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

Date: 01/24/201112:18PM 
Subject: Re: rather urgent please. MIR entry 

Just saw this -- - two things 

1) how likely does it look to have the IYH article ready, coded and posted in both languages on the HC website by/before Saturday, Feb. 5/11?? 

2) The NOI is done and DG-approved - it is not in development -- it is also referenced in the main box at the top, so suggest deleting it. 

Please see my changes in red in the bottom box. 

Stephanie Szick 
Director General's Office I Bureau du directeur general 
Controlled Substances and Tobacco Directorate (CSTD) I 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada I Sante Canada 
Tell Tel: (613) 948-8651 
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Nicole Prentice Hi, Comms c~a~ges.!'l.re below in blue. 2011-01-2411 :-46:04 AM 

From: Nicole Prentice/HC-SC/GC/CA 
To: Lynne Lalancette-VranckxlHC-SC/GC/CA@HWC 
Cc: Catherine ChabotlHC-SC/GC/CA@HWC, CSTD-DGO, Dave Stephens/HC-SC/GC/CA@HWC, Louise Bertrand/HC-SC/GC/CA@HWC, 

Stephanie SzicklHC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC 
Date: 2011-01-24 11 :46 AM 
Subject: Re: rather urgent please. MIR entry 

Hi, 

Comms changes are below in blue. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications reglementaires et des relations avec 
les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la consultation et des 
communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 . 
Fax: 613.948.8085 

From: Lynne Lalancette-VranckxlHC-SC/GC/CA 
To: Nicole Prentice/HC-SC/GC/CA@HWC, Dave Stephens/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC, Louise 

Bertrand/HC-SC/GC/CA@HWC, CSTD-DGO 
Cc: Catherine ChabotlHC-SC/GC/CA@HWC 
Date: 2011-01-2411 :39 AM 
Subject: rather urgent please. MIR entry 

Hello everyone, 

ADMO has asked us to include this entry back into the MIR. Please note the date chanage. Can you also double check that the 
information is still correct. 
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We would need this back as soon as possible. 

thank 
February 4, 2011 

(TBC) 
Publication of a Notice to Interested Parties, also known as a Notice of Intent (NOI), in the Canada Gazette, Part I, on 
the Proposal to Regulate Salvia divinorum and salvinorin A as Controlled Substances under the Controlled Drug and 
Substances Act - The NOI will provide stakeholders and other interested parties 30 days to provide comments, which will be 
reviewed and factored into a regulatory proposal in Spring 2011. The NOI is approved by the Director General, Controlled 
Substances and Tobacco Directorate. 

~------~---4~~ 

What Branch/Agency/Department has the lead? 

Are other Branches/Agencies involved? Yes 

Should Health Canada have any concerns? No 

Is Health Canada providing a source of funding No 
through a contribution? How much? 

Is the activity likely to capture the media's 
interest and/or is the media invited to the event? 

Yes There is ongoing media coverage regarding the availability of 
Salvia Divinorum in Canada. 

When can o expect the documentldocketlembargo/advance copy of the report? 
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What supporting documents are being 
developed (I.e. media lines, Qs & As, Memo to 
the Minister, QP Note, Briefing Note, etc)? 

Lynne Lalancette-Vranckx 

Executive Secretariat/Secretariat executif 
Policy, Planning and Integration Directorate 

Media lines, Qs&As, an IYH article?, news release and a Question Period note 
are in approvals. A Notice of Intent is in development and A speech will be 
prepared. 

Room 6-004,6th Floor, 269 Laurier Avenue W/Piece 6-004, 6ieme etage, 269 rue Laurier 0 
Ottawa, Ontario 
K1AOK9 

Address Locator/lndice de I'addresse 4906A 
Telephone 613-952-5421ITelephone: 613-952-5421 
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Re: Salvia docs G;b 
Christine Roush to: Jocelyn Kula 2011-01-2706:19 PM 
Cc: Stephanie Szick, Stephanie Chandler, Denis Arsenault 

Thanks Jocelyn - your email below is clear. I will review these doc and put them into approval on Friday. 

Have a great day off tomorrow. 
Christine 

Jocelyn Kula 

----- Original Message ----
From: Jocelyn Kula 
Sent: 2011-01-27 05:48 PM EST 
To: Christine Roush 
ec: Stephanie Szickj Stephanie Chandlerj Denis Arsenault 
Subject: Salvia docs 

Hi Christine 

Please find attached the latest version of the media lines for Salvia, which incorporate our suggested 
changes further to comments from HPFB, and our comments on the draft NR you prepared. 

[attachment "Salvia NR_Jan 27 _OCS.doc" deleted by Christine Roush/HC-SC/GC/CA] 
[attachment "Salvia MLs_Jan27 _OCS.doc" deleted by Christine Roush/HC-SC/GC/CA] 

For reference, I am attaching the OP note that we have updated in preparation for the house coming back 
into session. 

(Note Cathy has not reviewed this yet but it is consistent with the media lines and the NOt text that have 
both been discussed with Cathy informally.) 

What I don't seem to have is a copy of the updated NOI, so by copy of this message, I am asking 
Stephanie C to send it to you, as it has now been through Suzanne Desjardins' office for review. 

Lastly, I am attaching a copy of the updated IYH (text now matches the key messages in the MLs and the 
gist of the NR etc ..... ). Please feel free to put this document back into approvals (I assume with HPFB) but 
please note that under no circumstances, should progress on this document impede publication of the 
NOI. We have clarified this with Cathy. If by some chance, the IYH can be ready for posting soon after 
the announcement! NOI, so be it, but we are to plan for publication of the NOI on Sat. Feb 12. 

[attachment "IYH Salvia divinorum_v19 Jan 27.doc" deleted by Christine Roush/HC-SC/GC/CA] 

Please note that I am out of the office on annual leave tomorrow. Stephanie and Denis are around if you 
have questions however, and I am back in the office on Monday. From my perspective, the most pressing 
piece to move on is the NR and media lines, and Cathy's office knows to expect them sometime 
tomorrow. 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
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Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
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Re: Salvia Announcement Gj 
Jocelyn Kula to: Christine Roush 
Cc: Stephanie Chandler, Denis Arsenault 

well phew reo the event! 
yes, I am looking at docs right now 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des sUbstances controlees 

2011-01-2710:31 AM 

Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Jocelyn - since we have a tentative date from M ... 

From: 
To: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2011-01-27 10:24:35 AM 

Cc: 
Date: 

Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-01-2710:24 AM 

Subject: Re: Salvia Announcement 

Jocelyn - since we have a tentative date from MO for this announcement - Feb. 10th - can we get the 
products (News Release, MLs & Qs&As and It's Your Health article) moving through approvals now. We 
were told that there won't be an event, just a news release announcing the NOI. 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelITel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail Icourriel:christine_roush@hc-sc.gc.ca 

Jocelyn Kula 
Christine Roush 

Thanks Christine, Was with my french tutor, but... 

----- Original Message ----
From: Christine Roush 
Sent: 2011-01-21 04:12 PM EST 
To: Jocelyn Kula 

2011-01-21 05:47:06 PM 

Cc: Dave Stephensi Denis Arsenaulti Stephanie Chandleri Stephanie Szick 
Subject: Re: Salvia MLs 

Hi Jocelyn, 
I have HPFB approval of the Salvia MLs and thought you might like to review quickly their comments and 
changes and let me know if you are OK with them. I gather nothing is moving forward to Cathy until we 
have more direction from MO. The draft NR is still in your shop, and we have started drafting a Ministerial 
Event Proposal. 
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Cheers, 

[attachment "Salvia MLs_Jan21 (4LDCVIU16h07.doc" deleted by Jocelyn Kula/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 
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Hi Jocelyn, 

Dates of CGI Publication of Salvia NOt 
Denis Arsenault to: Jocelyn Kula 
Cc: Stephanie Chandler 

2011-01-27 01 :55 PM 

Just confirmed that the first date we could publish the salvia NOI after the event (currently proposed for 
February 10th) is Saturday, February 12th. 

To get NOI published on the 12th, we need to get the package to Canada Gazette by noon on Friday, 
February 4th. 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances contr6lees, 
Health Canada / Sante Canada 
TelITel: (613) 957-6828 
Fax / Telecopieur : (613) 946-4224 
E-MaiIiCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2011-01-27 01 :54 PM -----

From: Jocelyn Kula/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC 
Cc: 
Date: 

Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-01-2710:31 AM 

Subject: Re: Salvia Announcement 

well phew reo the event! 
yes, I am looking at docs right now 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Jocelyn - since we have a tentative date from M ... 

From: 
To: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2011-01-2710:24:35 AM 

Cc: 
Date: 

Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-01-2710:24 AM 

Subject: Re: Salvia Announcement 

Jocelyn - since we have a tentative date from MO for this announcement - Feb. 10th - can we get the 
products (News Release, MLs & Qs&As and It's Your Health article) moving through approvals now. We 
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were told that there won't be an event, just a news release announcing the NOI. 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch! 
Direction generale des affaires pub/iques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelfTel: (613) 954-0712/Cel/: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

Jocelyn Kula 
Christine Roush 

Thanks Christine, Was with my french tutor, but... 2011-01-21 05:47:06 PM 
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Re: Salvia Products for Review III 
Jocelyn Kula to: Stephanie Chandler 
Cc: Denis Arsenault 

these look great 
thanks 
will now send to Christine R 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 

2011-01-2703:38 PM 

Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Chandler Hi Jocelyn, The following Salvia docs have be ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC, CSTD-OCS-DO 
2011-01-2703:16 PM 
Salvia Products for Review 

The following Salvia docs have been revised as requested. 

2011-01-2703:16:29 PM 

IYH Salvia divinorum_v19 Jan 27.doc Salvia NR_Jan 27 _OCS.doc Salvia MLs_Jan27 _OCS.doc 

And QP Note: 111 

I have left printed copies in your office on your table. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Page 1: [1] Deleted STCHANDL 2011-01-2111:39:00 AM 

This notice will provide interested stakeholders with the opportunity to comment on 
Health Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its main 
active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA). 

Page 1: [2] Formatted STCHANDL 2011-01-203:32:00 PM 

Font: Times New Roman, 12 pt 

Page 1: [3] Formatted STCHANDL 2011-01-203:32:00 PM 

Font: Times New Roman, 12 pt 

Page 1: [4] Formatted STCHANDL 2011-01-203:32:00 PM 

Font: Times New Roman, 12 pt 

Page 1: [5] Formatted STCHANDL 2011-01-20 3:32:00 PM 

Font: Times New Roman, 12 pt 

Page 1: [6] Formatted STCHANDL 2011-01-203:32:00 PM 

Font: Times New Roman, 12 pt 

Page 1: [7] Deleted STCHANDL 2011-01-2111:40:00 AM" 

Including these substances within the 

Page 1: [8] Deleted STCHANDL 2011-01-25 11:42:00 AM 
S. divino rum and salvinorin A 

Page 1: [9] Deleted STCHANDL 2011-01-204:45:00 PM> 

The Notice to Interested Parties will be published in Canada Gazette, Part I, on January 
29,2011. 

Page 1: [10] Comment [h1] 
Standard text from previous enquiries. 

heuser 2011-01-194:06:00 PM" 

Page 1: [11] Deleted STCHANDL 2011-01-27 2:49:00 PM 

For more information on Salvia divinorum, please visit: It's Your Health - Salvia 
divinorum: XXX 
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DRAFT 
21/0112011 

Media Lines 
Salvia divinorum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be regulated under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. 

Key MessageS: 

Health Canada is proposing to regulate both Salvia divinorum and its main active 
ingredient salvinorin A under Schedule III to the Controlled Drugs and 
Substances Act (CDSA). 

After reviewing available information and reports that suggest this substance has 
the potential for abuse, especially among young people, we are taking these steps 
to protect the health and safety of Canadians, particularly youth, from the 
potentially harmful effects of this substance 

Canadians should not use products containing Salvia divinorum and/or salvinorin 
A because they are hallucinogenic and little is known about the long-term effects 
of these substances on the brain and body. 

The inclusion of Salvia divinorum and salvinorin A in Schedule II~ to the CDSA 
will make possession, trafficking, importation, exportation, and production (or 
cultivation) illegal unless authorized by regulation. 

Supplementary Messages: 

I . The plant Salvia divino rum is not currently regulated under the CDSA ~nd '" 
therefore it is not considered to be "banned", nor are activities with it considered 
to be illegal in Canada!, unless it is being soldas a hallucinogen. If this were the:' " 
case, the product would meet th~~~t1!1~H~t:l_~f~_!1a~!~Ll1t?~Hhp~<?<i~~tiliHJ>L_m_J/ 
under the Natural Health Products Regulation~ __ _ 

To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 
natural health products containing Salvia divinorum or its active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

C :\W indows\Tenlll\notcsD3FEF I 'Salvia !vi Ls Jal127 OCS.doG-_______________________________ j 
Last saved by Christine Roush 

Created by Christine Roush 
2011-01-2!\, 
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Comment [Dl]: Suggest to add 
a line about why there is a risk to 
the health of Canadians. Abuse 
potential? Addiction? 

Comment [52]: ocs feels that 
the second bullet addresses this. 
Could possibly reword f1J'St two 
bullets as follows: I) After 
reviewing available information 
and reports tbat suggest this 
substance bas the potential for 
abuse, especially aroong young 
people. Health Canada is 
proposing 10 regulate Salvia 
divlnorum and its main active 
ingredient as controlled 
substances.- 2) The Government of 
Canada is taking these steps in 
order 10 protect the health and 
safety ofCllnadians, including 
youth, from its potentially bannful 
effects.· 
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Questions and Answers: 

Ql - What is involved in regulating Salvia divino rum as a controlled substance and 
what stage is it at? 

Al - Health Canada considers several factors in determining whether regulation of a 
substance under the Controlled Drugs and Substances Act (CDS A) is warranted. These 
include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against the aforementioned factors and proposes to include both substances in Schedule 
III to the CDSA. The first step in the process of regulating a substance under the CDSA 
is the publication of a Notice to Interested Parties (N0l) in Canada Gazette, Part 1. Any 
comments received will be considered during the preparation of a regulatory proposal. 
There will be additional opportunities for comment as the federal regulatory process 
progresses. 

The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current misconception that these substances are a safe alternative to other 
illegal drugs. 

Q2 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are 
these substances regulated in other countries? 

A2 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, there is no requirement for them to be regulated as 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDS A is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some 
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individual U.S. states have implemented laws restricting their use, sale and/or 
distribution. 

Q3 - Is there any research on the use of Salvia divinorum in Canada? 

A3 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, 1.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

Q4 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why ~sn't it illega,? 

A4 - The move to regulate.§q!~~~_4ix!~~r~1n __ ~I!~_~~ly_i}?Q~~J\~~ __ ~~)ll!r~n~_~_?_l:'}?~t':l.11~_t:~_ts ___ / ./ 
based on surveillance data from surveys such as the.C' clIla_diCiII Al~oJl()r rJ.l1cJ PrzJK !Jse. .. __ . . // 
J'\t[onitoring Surver (CADUMS),'yg!!!!!_~~,!:z.()~~~~S,§!lry£Y.[Y~~)_~!I.~_5!1~£)!!!Cltj_()_:~~!~ci.e!!~ ______ />-
Drug Use and Health Surver (OSDUHS), some of which only became available in 2010,,/ . 

J!I._the_jn~~I~j}!lJ_~.s Salvia divinorum is a._pla~t_:-y:~~l?-_h-~~h~ci~~g~~~~'p!.op~!"!~~~?_i!J;_l:lP:~!ltl)! ____ _ 
meets the definition of a natural health product under the Natural Health Products \ 
Regulations (NHPR) when marketed as a hallucinogen .• 1'h~s;:tI~()rllI!~llt~ori:z~dI!~tural. \,\ 
health products may be subject to compliance and enforcement action in accordance with . ">, 
the Food and Drugs Act .and its associated regulations!r" \::.\ _. . . -" _ ........ '. -.' ........... -. . ... -... . ':.,'..\ 
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substances. Q5 - What will Health Canada do if it finds products containing Salvia divinorum 

on the market? 

AS - Once Salvia divinorum and salvinorin A are mcluded in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Currently however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
action by Health Canada. For more information on how to submit a consumer complaint 
about the unauthorized sale of drugs containing Salvia divinorum and/or salvinorin A, 
visit: www.hc-sc.gc.ca/dhp-mps/compli-conform/prob-report-
rapport/gui 44 consumer consommateur cp-pc-eng.php. 
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Q6 - Has Health Canada issued any kind of warning to Canadians about Salvia 
divinorum? 

A6 - Health Canada has developed an It's Your Health article about Salvia divino rum to 
help inform the general public about the risks associated with the use of this plant. The 
article can be found on the Health Canada website ~t 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed 
or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
tenn memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. Salvia divinorum is widely advertised and promoted on the 
Internet and sold in various alternative lifestyle stores as a "legal" alternative to street 
drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 

• the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• the use of Salvia divinorum was significantly higher in males than in females 

(6.2% vs. 2.3%) in 2009. 
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:Salvia divinoruml _____________________________________________________________________________________________________ _ 

Issue 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria 
pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Certain websites promote the use ofS. divinorum as a "legal" alternative to street dmgs. 
Recent Canadian surveillance data indicate~th.<ltGll:11<l4i<lJ.l teel1~aIl4y.()l1Ilgll~1lIts.are. 
using S. divinorum for its ability to produce hallucinations. Scientific reports also 
suggest that it has the potential for abuse. ,__ 

Canadians should not use products containing~'~Jlil'i'1()rtI111_anclJ()rs<ll"il10Till A~e~:llls~_ 
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,,------------- -----------------------------------------------------------------------------------------------------------------------
In light of this information, Health Canada is proposing to regulate both S. divillorum and 
its main active ingredient salvinorin A under Schedule III to the Controlled Drug,..,· and 
Substllnces Act (CDSA) in order to protect the health and safety of Canadians, 
particularly youth. 

,,-- -----------------------Risks Associated wit-h-th-e-Use-ofS~/~i_;,-(ji~i_;,o~u;;,---------------------------- --------------.-----------, 

S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

the potency of the product 
how much is used 
the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 
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how it is taken, for example, whether the product is chewed, swallowed or 
smoked 
the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage 
how it interacts with other substances, including other drugs, natural health 
products and alcohol 
the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divino rum work by modifying functions in the brain. Health 
Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divino rum 

Canada has not authorized for sale any natural health products which contain..:S'~ .... 
divinorum as an ingredient. The sale of unauthorized natural health products containing ;: 

§;.~l!y'~~1.0!J!J!!.~r.~r?.a~~~y.e.i~![e.di~~t.~~I,y5}1.<?rj~.1\})?,.~X.~.~.~.t!~i~l:.t.5~.~.<?!~~12!!~n.<;~.~~c! ........ .. f 
enforcement action by Health Canada under the lood. af/dPlilgs/lc.t. ' 

While S. divinorum and salvinorin A are not currently regulated under the Controlled 
Drugs and Substances Act (CDSA), Health Canada is now developing a regulatory 
proposal that would add S. divinorum and salvinorin A to Schedule III to the CDS A •. 

'f ..... 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Jtaly and 
.)apa~have placed controls on thei111P()rt and/<?rsa1t:: of S4ivinonl11'l(;lnd/()r salvinorin A 
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In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution. Jnsollle states, for ~xalnply,. ... 
it is illegal for S. divinorum to be sold to anyone under the age of 18. . 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 
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aged 15-24. The results f:rom the Canadian 2008-2009 Youth Smoking Surver also show 
that 5% of 15 year olds have used S. divinonl1n in the past year. The 2009 Ontario 
Student Drug Use and Health Survel' (OSDUHS) indicated that 5.4% of Ontario students 
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Health Canada's Role 

. In.J.i.gll~.~rtl1e.Jlea.lth.~nd.~aK~~X.Ii~.~.~.~~s~~.i~~~~.~~i~h.!h<?~~.~.~r~:· .. 4j.vi!~~~·~n'~~11~ ............... . 
particularly the risks to youth, Health Canada is taking steps to regulate S. divinorufIl and 
salvinorin A as controlled substances. As a first step in this process, Health Canada 
issued a Notice 10 [ntt?,ey~df.artif!sJJ{OI)onF~~rllary5)?O 11~. III the itlterilll~fIt!a.lth... 
Canada .will. (;ontin~e. to ~ollito~ tllt;: .. sllle.()fllilalltll()ri2:f!~ hf!a.lth pr()~llcts.tlllltcoIlt~ill $: 
divinorum or its main active ingredient salvinorin A:.Jl.~m.~~~f!..appr~I>~~a..te.~(;~!()l1 ........ J, 
,:;hould it become,. aware of anyunauthorizedhealth products that may pose arisk to ',\;. 
Canadians. \,:\ .. 

,!\,.'." 

Need More Info? \\,'.:\\ 

Complaints about the ,.t}l1autll()rizt!~sale. of clfllgs .. (;ontllillillg ~:4.ivi11:9rltfrlcaJ11Jt!.. . \\,,'" '. 
made to the Health Products and Food Branch Inspectorate at: http://www.hc- .. :.' 

" sc. gc. cal dhp-mps/ compli -conformlprob-report
rapport/gui_ 44_consumer_consommateur_cp-pc-eng.php 
Tel: 1-800-267-9675. 
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• You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 

I • 

Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.caldhp
mps/medefflindex -eng. php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffect™ 
Canada website. The Canada Vigilance Reporting FOl1n and the adverse reaction 
reporting guidelines may also be obtained via this website at : http://www.hc
sc.gc.caldhp-mps/medeftlreport-declaration/ar-ei_form-eng.php 

For information about the Government of Canada's /y'atio."ai Allti-Drul{ StrateflX . ...... . 
go to: www.nationalantidrugstrategy.gc.cal 
The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager, at: www.hc-sc.gc.ca/hc-ps/pubs/adp
apd/talk -aborder/index -eng. php 

• What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.htrnl 
Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.ca/hc-ps/drugs-drogues/youth-jeunes/facts
faits/index-eng.php 

Information on natural health products and the Natural Health Products 
Regulations can be found at: www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calindex.cfm?section=5&page=288 
The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/statlindex-eng.php 
The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.netlNews _ eventslNews _releases_and _media_advisories _and _ b 
ackgrounders/osduhs2009 _ advisory.htrnl 

Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divillorum and Salvin orin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 
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U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8ihallucinogensihallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.caliyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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QUESTION PERIOD NOTE 

NOTE POUR LA ptRIODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS· SALVIA DIVINORUM 
Francais: 

DROGUES· SALVIA DIVINORUM 

SYNOPSIS· SOMMAIRE 

English: 

Date: January 27,2011 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows the young celebrity Miley Cyrus smoking Salvia divinorum. Canadian 
surveillance data indicates that this substance is being used by adolescents and young adults for 
its hallucinogenic properties, and there have also been several reports from scientific sources 
indicating that Salvia divinorum has a potential for abuse. 

ANTICIPATED QUESTION· QUESTION PREVUE 
English: 

. What is Health Canada doing to protect young Canadians from the potential 
adverse effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-i1 pour proteger les jeunes Canadiens contre 
les effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada is proposing to regulate Salvia as a 
controlled substance in order to protect the health and safety 
of Canadians, particularly youth. 

• Health Canada has published a Notice to Interested Parties 
in Canada Gazette, Part I, to give Canadians the 
opportunity to provide comments on its proposal to regulate 
Salvia as a controlled substance. 

• The regulation of Salvia will make possession, trafficking, 
importation, exportation, and production illegal unless 
authorized by regulation. 

Francais: 

BACKGROUND-CONTEXTE 
~ 
BACKGROUND/CONTEXTE 
Sa/via divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum include: Sally 0, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Both the plant S. divinorum and its main active ingredient salvinorin A are known to have physical and mental 
effects which are often described as unpleasant, including: 
• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-bodyexperiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
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• slurred speech and awkward sentence patterns 

Recent surveys indicate that Canadian youth are trying this substance which could be dangerous to their health. 
Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of 
Canadians aged 15 years and older have reported using Salvia divinorum at least once in their lifetime, with a 
much higher rate of use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth 
Smoking Survey also show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 
reported ever using Salvia divinorum and 4.4% of these students reported using this substance in the past year. 

International Control of S. divinorum 
Neither Salvia divinorum nor its main active ingredient salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, they do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are signatories to these Conventions. The move to include Salvia divinorum 
and salvinorin A in Schedule'" to the CDSA is consistent with actions taken by several countries (e.g. Australia, 
Belgium, Denmark, Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have also implemented laws restricting their use, sale and/or distribution. 

Current Situation in Canada 
The plant Salvia divinorum is not currently regulated under the Controlled Drugs and Substances Act (CDSA) anc 
therefore the plant is not considered to be "banned" nor are activities with it considered to be illegal in Canada 
unless it is being sold as a hallucinogen. If this were the case, the product would meet the definition of a natural 
health product (NHP) under the Natural Health Products Regulations. To date, Health Canada has not licensed 
for sale any natural health product which contains Sa/via divinorum as an ingredient. The sale of unauthorized 
natural health products containing Salvia divinorum or its active ingredient salvinorin A may be subject to 
compliance and enforcement action by Health Canada under the Food and Drugs Act. 

In light of the surveillance data and scientific reports regarding its potential for abuse, Health Canada has 
determined that S. divinorum and Salvinorin A should be included in Schedule III to the CDSA. This means that 
the possession, trafficking, importation, exportation and production of Salvia divinorum and salvinorin A will be 
illegal unless authorized by regulation. The regulation of Salvia divinorum and Salvinorin A as controlled 
substances will allow law enforcement to take action against i"egal activities involving this substance. 

I ATTACHMENTS I PIECE(S)-JOINTE(S) 

ContactJPersonne ressource : Tel. no.lNo de tel. Approved byl Approuve par Tel. no.lNo. de tel. 
Denis 613-957-6828 Paul Glover, ADM 946-6701 
ArsenaultJHC-SC/GC/CA (RECS/SESC) 

Mobile! rritle/ Mobile/ 
Cellulaire: 613-296-4239 rrilre: !cellulaire: 

~Iternale! rrelephone/ 
Secondaire: n-elephone: 613-952-2177 
Jocelyn Kula 

Mobile! 

!Cellulaire: 613-797-2103 
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Date Prepared/Prepare Ie : 

Prepared by/Prepare par: 

Office/Bureau : 

Date Contact Signed/ 
Signature de la personne 
ressource: 

2010-09-07 

Stephanie Chandler Phone/ No de tel. : 613-946-0124 

CSTD - Office of Controlled Substances 

o Contact Signed - Signel 

D.G. Verification! 
Verification par Ie D.E. 

Cathy Sabiston ~,p.6.Appiovedl ApprouveD.E.' 

Date D.G. Verified/ 
Date verifie par Ie D.E. : 

Programme: 

2011-01-28 

Controlled Substances and Tobacco Directorate 

ADM Approved/ Approbation Paul Glover 
par Ie SMA: (946-6701) 

Branch/ Direction generale : HECS/SESC 

Department/ Ministere : Health Canada / Sante Canada 
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RPD Telephone Enquiry 

Date of Call: January 27,2011 

Subject: Status of Salvia divinorum and whether we are assessing it 

Language of Correspondence: English 
5.19(1) 

Caller Name: 

Caller Organization: Saskatchewan Drug Infonnation Services 

Caller Telephone Number: 

CALL SUMMARY: 

of Saskatchewan Drug Infonnation Services called to enquire as to the status of Salvia 
divinorum and when it is considered a natural health product as she felt that there had been 
confusion in media reports. also inquired as to whether it was true that Health Canada is 
currently assessing this substance. 

I infonned that as Salvia divinorum is not scheduled under the Controlled Drugs and 
Substances Act it is not considered to be illegal in itself. However, because Salvia divinorum is a 
plant with hallucinogenic properties and can affect brain function, it is considered a natural 
health product under the Natural Health Product Regulations when it is marketed as such. 

I also infonned the caller that Health Canada is currently assessing S. divinorum to detennine 
what measures (if any) Health Canada should take in order to control this substance. 

The caller also asked if there are any other plants that are the same species as Salvia divinorum. I 
stated that while Salvia divinorum is a type of sage, I did not have enough knowledge of plant 
species to adequately answer her question. I offered to find a contact for her that could be of 
assistance, but she said that it was not necessary. 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division 
Office of Controlled Substances 

002527 



Re: Fw: Salvia docs ~ 
Stephanie Szick to: Stephanie Chandler 
Cc: Denis Arsenault 

Perfect. Thanks for this Stephanie 

2011-01-2809:17 AM 

We are having a DGO meeting this morning so I will track down this docket and bring to Cathy's attention 
for signature. 

Will keep you posted. 

Stephanie Szick 
Director General's Office I Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) I 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada I Sante Canada 
Tel/Tel: (613) 948-8651 

Stephanie Chandler Hi Stephanie, Suzanne Desjardins had some ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Stephanie, 

Stephanie Chandler/HC-SC/GC/CA 
Stephanie SzicklHC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-01-2809:09 AM 
Re: Fw: Salvia docs 

2011-01-2809:09:32 AM 

Suzanne Desjardins had some minor comments on the NOI, so it has been revised and translated. It was 
sent up to DGO in a docket yesterday. (Please note that their are 4 copies of the NOI in the docket - 2 
French, 2 English - and all 4 require Cathy's signature. 

And yes, in order for the NOI to be published on Feb 12th, it needs to be with Canada Gazette by noon 
Friday February 4th. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Stephanie Szick hi both, Can you confirm (and I need a memory r ... 

From: Stephanie SzicklHC-SC/GC/CA 

2011-01-2808:13:21 AM 

To: Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
Date: 2011-01-28 08:13 AM 
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Subject: Fw: Salvia docs 

hi both, 

Can you confirm (and I need a memory refresh I'm afraid!) -- Cathy has signed the NOI? I understand this 
needs to land with CG folks next Friday if we are to be in CG1 on Sat. Feb. 12. 

If she hasn't -- let me know and we can get that today hopefully. 

Thanks, Stephanie 
----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2011-01-28 08: 11 AM -----

From: 
To: 
Cc: 

Date: 
Subject: 

Hi Christine 

Jocelyn Kula/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
stephanie.szick@hc-sc.gc.ca, stephanie.chandler@hc-sc.gc.ca, Denis 
ArsenaultlHC-SC/GC/CA@HWC 
2011-01-2705:48 PM 
Salvia docs 

Please find attached the latest version of the media lines for Salvia, which incorporate our suggested 
changes further to comments from HPFB, and our comments on the draft NR you prepared. 

[attachment "Salvia NR_Jan 27 _OCS.doc" deleted by Stephanie SzicklHC-SC/GC/CA] [attachment 
"Salvia MLs_Jan27 _OCS.doc" deleted by Stephanie SzicklHC-SC/GC/CA] 

For reference, I am attaching the QP note that we have updated in preparation for the house coming back 
into session. 

(Note Cathy has not reviewed this yet but it is consistent with the media lines and the NOI text that have 
both been discussed with Cathy informally.) 

What I don't seem to have is a copy of the updated NOI. so by copy of this message, I am asking 
Stephanie C to send it to you, as it has now been through Suzanne Desjardins' office for review. 

Lastly, I am attaching a copy of the updated IYH (text now matches the key messages in the MLs and the 
gist of the NR etc ..... ). Please feel free to put this document back into approvals (I assume with HPFB) but 
please note that under no circumstances, should progress on this document impede publication of the 
NO!. We have clarified this with Cathy. If by some chance, the IYH can be ready for posting soon after 
the announcement! NOI, so be it, but we are to plan for publication of the NOI on Sat. Feb 12. 

[attachment "IYH Salvia divinorum_v19 Jan 27.doc" deleted by Stephanie SzicklHC-SC/GC!CA] 

Please note that I am out of the office on annual leave tomorrow. Stephanie and Denis are around if you 
have questions however, and I am back in the office on Monday. From my perspective, the most pressing 
piece to move on is the NR and media lines, and Cathy's office knows to expect them sometime 
tomorrow. 

Jocelyn 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controh~es 
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Healthy Environments and Consumer Safety Branchl Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
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History: 

Salvia Noi docket?? 
Carmen Berube to: Stephanie Chandler, Denis Arsenault 
Cc: Arafo Talane 

This message has been replied to. 

FYI - Yesterday, Jocelyn told Arafo this could wait until today. 
Besides, the doors were locked upstairs as it was after 6 PM. 

----- Forwarded by Carmen Berube/HC-SC/GC/CA on 2011-01-28 09:43 AM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Stephanie Chandler/HC-SC/GC/CA 
Carmen Berube/HC-SC/GC/CA@HWC 
Arafo Talane/HC-SC/GC/CA@HWC 
2011-01-2809:33 AM 
Fw: Salvia Noi docket?? 

FYI The docket is with DGO now. 

Thanks for your help, 

Stephanie 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-01-28 09:31 AM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Stephanie Chandler/HC-SC/GC/CA 
Stephanie SzicklHC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-01-28 09:30 AM 
Re: SalVia Noi docket?? 

2011-01-2809:44 AM 

Sorry Stephanie. It appears it got left behind in DO yesterday... I just brought it up now. 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Stephanie Szick hi again both, I've asked here - this hasn't lande ... 

From: Stephanie SzicklHC-SC/GC/CA 

2011-01-2809:24:11 AM 

To: 
Date: 

Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-01-2809:24 AM 

Subject: Salvio Noi docket?? 

hi again both, 
I've asked here - this hasn't landed in DGO? Neither Paula nor Sonia are aware of it having come in ... and 
nowhere here. Unless Jocelyn handed directly to Cathy? Could it still be in DO? 
We are having our meeting in a few minutes ... any way you can bring it up in the next bit?? 
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Stephanie Szick 
Director General's Office / Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) / 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada / Sante Canada 
Tell Tel: (613) 948-8651 
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Re: Salvia docs ~. 
Christine Roush to: Stephanie Chandler 2011-01-2809:55 AM 

History: This message has been forwarded. 

Thanks Stephanie - I will be putting the products into approval today, and will keep you copied on their 
progress. 

Christine Roush 
Senior Communications Advisorl 

Stephanie Chandler Hi Christine, Here is the revised version of the ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-01-2809:11 :30 AM 

Cc: Jocelyn Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC. 
stephanie.szick@hc-sc.gc.ca 

Date: 2011-01-2809:11 AM 
Subject: Re: Salvia docs 

Hi Christine, 

Here is the revised version of the Salvia NOI as requested by Jocelyn. 

[attachment "DRAFT Salvia NOI_Jan 25 EN.wpd" deleted by Christine Roush/HC-SC/GC/CAj 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Jocelyn Kula 

From: 
To: 
Cc: 

Date: 
Subject: 

Hi Christine 

Hi Christine Please find attached the latest versi ... 

Jocelyn Kula/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
stephanie.szick@hc-sc.gc.ca. stephanie.chandler@hc-sc.gc.ca, Denis 
ArsenaultlHC-SC/GC/CA@HWC 
2011-01-27 05:48 PM 
Salvia docs 

2011-01-27 05:48:46 PM 

Please find attached the latest version of the media lines for Salvia, which incorporate our suggested 
changes further to comments from HPFB, and our comments on the draft NR you prepared. 

[attachment "Salvia NR_Jan 27 _OCS.doc" deleted by Stephanie Chandler/HC-SC/GC/CAj [attachment 
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"Salvia MLs_Jan27_0CS.doc" deleted by Stephanie Chandler/HC-SC/GC/CA] 

For reference, I am attaching the QP note that we have updated in preparation for the house coming back 
into session. 

(Note Cathy has not reviewed this yet but it is consistent with the media lines and the NOI text that have 
both been discussed with Cathy informally.) 

What I don't seem to have is a copy of the updated NOI, so by copy of this message, I am asking 
Stephanie C to send it to you, as it has now been through Suzanne Desjardins' office for review. 

Lastly, I am attaching a copy of the updated IYH (text now matches the key messages in the MLs and the 
gist of the NR etc ..... ). Please feel free to put this document back into approvals (I assume with HPFB) but 
please note that under no circumstances, should progress on this document impede publication of the 
NO!. We have clarified this with Cathy. If by some chance, the IYH can be ready for posting soon after 
the announcement! NOI, so be it, but we are to plan for publication of the NOI on Sat. Feb 12. 

[attachment "IYH Salvia divinorum_v19 Jan 27.doc" deleted by Stephanie Chandler/HC-SC/GC/CA] 

Please note that I am out of the office on annual leave tomorrow. Stephanie and Denis are around if you 
have questions however, and I am back in the office on Monday. From my perspective, the most pressing 
piece to move on is the NR and media lines, and Cathy's office knows to expect them sometime 
tomorrow. 

Jocelyn 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
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DRAFT 
~O1l2011 S-, 

Media Lines 
Salvia divinorum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be regulated under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. 

Key MessageS:. __ 
um

•
mu 

• Health Canada is proposing to regulate both Salvia divinorum and its main active 
ingredient salvinorin A under Schedule III to the Controlled Drugs and 
Substances Act (CDSA). 

• After reviewing available information and reports that suggest this substance has 
the potential for abuse, especially among young people, we are taking these steps 
to protect the health and safety of Canadians, particularly youth, from the 
potentially harmful effects of this substance 

Canadians should not use products containing Salvia divinorum and/or salvinorin 
A because they are hallucinogenic and little is known about the long-term effects 
of these substances on the brain and body. 

The inclusion of Salvia divinorum and salvinorin A in Schedule III to the CDSA 
will make possession, trafficking, importation, exportation, and production (or 
cultivation) illegal unless authorized by regulation. 

Supplementary Messages: 

I
' Comment [Dl]: Suggest to add 1 

a line about why there is a risk to I 
the health of Canadians. Abuse 

'"potential? Addiction? ) 

r Comment [52]: ocs feels that 
, the second bullet addresses this. 

Could possibly reword first two 
bullets as follows: 1) After 
reviewing available information 
and reports that suggest this 
substance has the potential for 
abuse. especially among young 
people, Health Canada is 
proposing to regulate Salvia 
divinorum and its main active 
ingredient as controlled 
substances. 2) The Government of 
Canada is taking these steps in 
order to protect the health and 
safety of Canadians, including 
youth, from its potentially hannful 

: effects. 

COmment [D3]: Suggest to 
remove. It is considered an NHP 

: , and subject to the NHPR. 

rJi' The plant Salvia divinorum is not currently regulated under the CDSAand . i te m 0 que in 

therefore it is not considered to be "banned" nor are activities with it considered " previou med' ID ri if you 
• • ~ • .I 'L t' , ..It h.&.u~ considerth u tin e 

to be Illegal In Canad ut\~ .. lr·Ij..... ..JrrVA .. U e.....,.."'Ui. -Itt~1~:0 mai~' \1 gs~nto 
• ..' • chOIce of w see 

. larified. S w sug that 

~~~:we~f4I-l.Wl~~~~~~!efoq definition of a natural health product ~ i ifHP oes ike th f 

R l · I I A ~ . .Jlbull .they dsu ucts egu atlOnS .. "'nEn IAtllh H!t@& 8S a T- I change them ... 
~~U- ~.~========~ 

l:ialh'i!ine~.il. IN ".J 1 ~ ~ e.-t- ~. :!=~i~\~i!°WS\TEMP\ 
. d I h . MLs Jan20(4) (revek)ENG To date, Health Canada has not authortze for sale any natural hea t products . NHPD edits RMarles 

which contain Salvia divinorum as an ingredient. The sale of unauthorized . Lapproved.doc 

Created by Christine Roush 
2011-01-2..5. 

l'.\WindowsITemp\notesD3FEFI \Salvla IvlLs J,,025 UCS.do<;.. H H. _ _ _ _ ." 

Last saved by Christine Roush 
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natural health products containing Salvia divinorum or its active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Questions and Answers: 

Ql- What is involved in regulating Salvia divinorum as a controlled substance and 
what stage is it at? 

Al - Health Canada considers several factors in determining whether regulation of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• International requirements and trends in international control; 
• Chemical and pharmacological similarity to other substances already regulated 

under the CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 

• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 

Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against the aforementioned factors and proposes to include both substances in Schedule 
III to the CDSA. The first step in the process of regulating a substance under the CDSA 
is the publication of a Notice to Interested Parties (NOI) in Canada Gazette, Part 1. Any 
comments received will be considered during the preparation of a regulatory proposal. 
There will be additional opportunities for comment as the federal regulatory process 
progresses. 

The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current misconceptio~ that these substances are a safe alternative to other illegal drugs. .. ......... .... ........ ......... .................... . 

Q2 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are 
these substances regulated in other countries? 

A2 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, there is no requirement for them to be regulatectas .... 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 

Created by Christine Roush 
;OII·Ol-1i,. 
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DRAFT 
21/01/2011 

Finland, Gennany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some 
individual U.S. states have implemented laws restricting their use, sale and/or 
distribution. 

Q3 - Is there any research on the use of Salvia divinorum in Canada? 

A3 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, 1.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

Q4 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why isn't it iIIega~? ., 

A4 - The move to regulats:.,Sl1l\liad(virz()rlJ11t"aIl(ts~lviIl()tiIl,A,as,coIltr()lIe~,su,bstaIlc~~is_ " 
based on surveillance data from surveys such as the .C;al}.adil1rz:~lc..oh()!.al!.c! P':ugJJsf!_' __ 
Monitoring Survey (CADUMS), J' o,lHh §m(!~~rz~.Ji~'Ye3!, ('yS~ l. aIld the Qn!l1ri(), f)tlJejellt"" j' 
Drug Use and Health Survey (OSDUHS), some oflw,h.i,chonly ~ecal1le ~vail<lbte iIl}QJ()}ou j / 

Jnt.h~ iIlteri 01, ¥ Salvia divinorum is <\. plant with hallucinogenic properties, i1J;urrently 
meets the definition of a natural health product under the Natural Health Products 
Regulations (NHPR) when marketed as a hallucinogen. D;HIate; HealtA Caftafttl h~ not 
-tttlthOI i:l:ed fer sale aR~[ RaQlt:a1 healtA pt=QQygts whicb ggRtaiR S€IA'ifl tiMH€H'ffflf tt~ an 
illgtediel'l'h The sale of unauthorized natural health products may be subject to 
compliance and enforcement action in accordance with the Food and Drugs Act A~Il~.itsu 
associated regulations"", 

Q5 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 

AS - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Currently however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
action by Health Canada. For more infonnation on how to submit a consumer complaint 
about the unauthorized sale of drugs containing Salvia divinorum and/or salvinorin A, 
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visit: www.hc-sc.gc.ca/dhp-mps/compli-conform/prob-report
rapport/gui 44 consumer consommateur cp-pc-eng.php. 

Q6 - Has Health Canada issued any kind of warning to Canadians about Salvia 
divinorum? 

A6 - Health Canada has developed an It's Your Health article about Salvia divinorum to 
help inform the general public about the risks associated with the use of this plant. The 
article can be found on the Health Canada website a¢.. ........ .. . .. _ 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed 
or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. Salvia divinorum is widely advertised and promoted on the 
Internet and sold in various alternative lifestyle stores as a "legal" alternative to street 
drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 

• the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
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• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• the use of Salvia divinorum was significantly higher in males than in females 

(6.2% vs. 2.3%) in 2009. 
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This notice will provide interested stakeholders with the opportunity to comment on 
Health Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its main 
active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA). 
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Salvia divinorum 

Issue 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria 
pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Recent Canadian surveillance data indicate§.thatCc:madian tt;!ensal1(h:oul1g_~dtJlt!)art;!___ 
using S. divinorum for its ability to produce hallucinations. Scientific re orts also 
su est that it has the otential for abuse. Certain websites !ltn all; promot the use of 
S. divinorum as a "legal" a temative to street drugs. 

! Deleted: ly there have been 
l reports suggestmg 

Canadians should not use products containingJ. _~tivi!19r_um _an~!~rs<l!vin_or.inj\be~au~e ____.- -( Formatted: Font: Italic 

they are hallucinogenic and little is known about the long-term effects of these substances 
on the brain and body. There is also no way to predict how it will affect you with each 
use .. 
L_: ____ ._______________ ___ _ 
In light of this information, Health Canada is proposing to regulate both S. divinorum and 
its main active ingredient salvinorin A under Schedule III to the Controlled Drugs and 
Substances Act (CDSA) in order to protect the health and safety of Canadians, 
particularly youth. 

Y." - - - - - - - - ~ - - - - - - - - - - - - - - - - - - ._ 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

• 
• 

• 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

the potency of the product 
how much is used 
the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 

.n 
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• how it is taken, for example, whether the product is chewed, swallowed or 
smoked 

• the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage . 
how it interacts with other substances, including other drugs, natural health 
products and alcohol 
the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Statns of Salvia divinorum 

{;)i 
In Canada:::iI 
b~§: Ai~in.?,"-u-'11 i~. ~ Rla.Dr \\,i~h. ,h~!l~c,il?<?ge~i<: .Rrop~~i~s \\'he~, c,on~':lI11~~,b)', h~~,allsJj~, __ J:/ f 
currently meets the definition of a natural health product (NHP) under the li(Jtl:l.r(J!J!e(JI~h. /:!! 
Products Regulations when marketed as a hallucinogen. As of'llll~QIJLIj~aJ,thm, __ .!:!! 
Canada has Dot authorized for sale any natural health products which contain.:?: __ ' ______ .. ,::;! 
divinorum as an ingredient. The sale of unauthorized natural health products containing .'1 
B:, £!ivJ'J,o!urrt <?r ~ts ,a~tiv,t?, ingt;ed~~t1~,s~lvi,no~i~, f\,l:n!lX ,b,e. subj~ct J.c?,~,~mJ?lian,<;~,a~~", ",. I 
enforcement action by Health Canada under theE()()4C!n.dJ2!.1/~S'~C.t., __ , ______ . __ ,; I 

While S. divinorum and salvinorin A are not currently regulated under the Controlled 
Drugs and Substances Act (CDSA), Health Canada is now developing a regulatory , 

! 
i • 

proposal that would add S. divinorum and salvinorin A to Schedule III to the CDSA ..... ui. 
,,- .-----

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Jtaly and. u 

japan,., ha"e pl!lced controls on the imp()rt and/or sale of S. divinorurrt and/or salvinorin A. " 
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In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution. JIls()Il1,e,s,~at~s, (or,~xal11p!~,// Deleted: For example, i 

it is illegal for S. divinorum to be sold to anyone under the age of 18.' . t Deleted: it 
~-----------------, 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
'widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADW.;fS) reveal 
that, in 2009, 1.6% of Canadians aged 15 years and older have reported using S. 
divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in youth 
aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also show 
that 5% of IS year olds have used S. divinorum in the past year. The 2009 Ontario 
Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students 
in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported using 
this substance in the past year ... .f,orm()r:e illformati0t10nthesesu!yeys~ seetheiV'ee4 More, 
Info section below. 

Health Canada's Role 

In Ii g,ht, of the, h~a1th-,ll1d, saJe!}: ri:*~ ,~s,~()cI,at~cI ,':Vith the llse ()f..s' . .4(vi1}o!~{l1l.al1d '' __ 
particularly the risks to youth, Health Canada is taking steps to regulate S divinorum and 
salvinorin A as controlled substances. As a first step in this process, Health Canada 
issued a Notice loJ!1te.rest,ed,f.a.rties (~()IloIl,F~bruarY,,5,)0 lj.,JI1 the)nt~riI11LI-I~~lth,. , 
Canada.':Vii! , (;ontinue, to l11()l1itor th~, sale of ullauth0rized healtl1l'r()cIu,cts"that .contain!j 
divinorum or its main active ingredient salvinorin A~w.ill ta}(~ appr<>priate, ~ction" 
;hou1d, it, ~ec()l11e,aware()f(lny ullallth()rized healthprO<l\.ll;:ts thatlllay p'0::;e a riS}(, t(), 
Canadians. 

Need More Info? 

I • Complaints about the ,umwthoIjzedsale of drugs. containing S. divinorum can be 
made to the Health Products and Food Branch Inspectorate at: http://www.hc
sc.gc.caldhp-mps/compli-conform/prob-report-
rapport/ gui _ 44_ consumer _ consommateur _ cp-pc-eng. php 
Tel: 1-800-267-9675. 
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• You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 

I • 

Report online at the MedEffect™ Canada website at: http://www.hc-sc.gc.caldhp
mps/medeff/index-eng.php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 070lC 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEffoct™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at: http://www.hc
sc.gc.caldhp-mps/medeff/report-declarationlar-eijorm-eng.php 

For information about the Government of Canada's iVationnl Anti-Drug, StrateID!,, __ 
go to: www.nationalantidrugstrategy.gc.cal 
The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp
apd/talk-aborder/index-eng. php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.html 
Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/youth-jeunes/facts
faits/index-eng. php 

• Information on natural health products and the Natural Health Products 
Regulations can be found at: www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calindex.cfm?section=S&page=288 
The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://www.hc-sc.gc.CalhC-PS/drugS-drogUes/statiindeX-eng.PhP 
The20090ntarioStudentDrUgUSeandHealthsurvey.at: 
http://www.camh.netlNews _ eventslNews Jeleases _and_media _advisories_and _ b 
ackgrounders/osduhs2009 _advisory .html 

Additional Resources: 
• U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 

Salvia divinorum and Salvinorin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 
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U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of SpeCific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8/hallucinogenslhallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.ca/iyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2010 

Catalogue# 
ISBN# 

Version/date: Draft 17. September 8, 2010. 
PACCB IYH - Lisa Mackay: 613-954-0105 - Lisa.Mackay@hc-sc,gc,ca 
Comments from: HECSB - CSTD (OCS&ODARS) & HPFB - NHPD, MHPD & HPFBI 

Contacts: HECSB: Jocelyn Kula, Stephanie Chandler, Suzanne Desjardin, Denis 
Arsenault, Hanan Abramovici, Bruna Brands 
HECSB comms: Christine Roush, Bronwyn Cline 
HPFB-NHPD: Valerie Hurry, Robin Maries, Maggie Graham, Stephanie 
Collins 
HPFB-MHPD: Scott Jordan, Robert Leitch, Mano Murty, Shahid Perwaiz 
HPFBI : Collin Pinto 
HPFB comms: Elizabeth Keeping, Blossom Leung 
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Re: Salvia Noi docket?? 4dl 
Denis Arsenault to: Carmen Berube 
Cc: Arafo Talane, Stephanie Chandler 

O.K. Thanks!!! :-) 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur : (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 

Carmen Berube FYI - Yesterday, Jocelyn told Arafo this could w ... 

From: Carmen Berube/HC-SC/GC/CA 

2011-01-2809:55 AM 

2011-01-28 09:44: 16 AM 

To: 
Cc: 

Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
Arafo Talane/HC-SC/GC/CA@HWC 

Date: 2011-01-2809:44 AM 
Subject: Salvia Noi docket?? 

FYI - Yesterday, Jocelyn told Arafo this could wait until today. 
Besides, the doors were locked upstairs as it was after 6 PM. 

----- Forwarded by Carmen Berube/HC-SC/GC/CA on 2011-01-28 09:43 AM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Stephanie Chandler/HC-SC/GC/CA 
Carmen Berube/HC-SC/GC/CA@HWC 
Arafo Talane/HC-SC/GC/CA@HWC 
2011-01-2809:33 AM 
Fw: Salvia Noi docket?? 

FYI The docket is with DGO now. 

Thanks for your help, 

Stephanie 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-01-28 09:31 AM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Stephanie Chandler/HC-SC/GC/CA 
Stephanie SzicklHC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-01-2809:30 AM 
Re: Salvia Noi docket?? 

Sorry Stephanie. It appears it got left behind in DO yesterday... I just brought it up now. 

Stephanie 
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Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Stephanie Szick hi again both, I've asked here - this hasn't lande ... 2011-01-2809:24:11 AM 
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Re: Salvia Noi docket?? g} 
Stephanie Szick to: Stephanie Chandler 
Cc: Denis Arsenault 

Thanks Stephanie 
Cathy has it - will let you know once she has signed all four copies. 

2011-01-28 10:00 AM 

So you know, she has asked that I touch base with ADMO to ensure this is moving ahead - as she is the 
signatory on the NOI, from there it would go to CG folks -- she wants confirmation this is going ahead for 
the Feb. 12 date, with the news release on Feb. 10 
Will keep you posted. 

Stephanie Szick 
Director General's Office / Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) / 
Direction des substances contrOlees et de la lutte au tabagisme (DSCL T) 
Health Canada / Sante Canada 
Tel/Tel: (613) 948-8651 

Stephanie Chandler Sorry Stephanie. It appears it got left behind in ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Stephanie Chandler/HC-SC/GC/CA 
Stephanie SzicklHC-SC/GC/CA@HWC 
Denis ArsenauIVHC-SC/GC/CA@HWC 
2011-01-2809:30 AM 
Re: Salvia Noi docket?? 

2011-01-2809:30:22 AM 

Sorry Stephanie. It appears it got left behind in DO yesterday ... I just brought it up now. 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contrOlees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Stephanie Szick hi again both, I've asked here - this hasn't lande ... 2011-01-28 09:24: 11 AM 

002550 



Re: FYI: Salvia docs ~ 
Stephanie Szick to: Stephanie Chandler, Jocelyn Kula 
Cc: Denis Arsenault 

Thanks Stephanie. 
Fingers crossed no changes! 

Stephanie Chandler 

----- Original Message -----

FYI 

From: Stephanie Chandler 
Sent: 2011-01-28 10:51 AM EST 
To: Jocelyn Kula 
Cc: Stephanie Szick; Denis Arsenault 
Subject: FYI: Salvia docs 

2011-01-2810:58AM 

I just spoke with Christine Roush regarding the Salvia comms products and she indicated that she was 
going to send the MLs back to HPFB for Director approvals before they would go to Cathy for her 
approval. So its likely DGO won't seem them again until early next week. 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances contn,)lees 
Healthy Environments and Consumer Safety Branch! DireCtion generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-01-2810:46 AM -----

From: 
To: 
Date: 
Subject: 

Christine Roush/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-01-2809:55 AM 
Re: Salvia docs 

Thanks Stephanie - I will be putting the products into approval today, and will keep you copied on their 
progress. 

Christine Roush 
Senior Communications Advisor! 

Stephanie Chandler 
Jocelyn Kula 

Hi Christine, Here is the revised version of the ... 

Hi Christine Please find attached the latest versi... 
2011-01-2809:11 :30 AM 
2011-01-27 05:48:46 PM 
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MINISTERE DE LA SANTE 

LOI REGLEMENTANT CERTAINES DROGUES ET AUTRES SUBSTANCES 

Avis aux parties interessees - Proposition concernant 1 'ajout de Salvia divinorum et de 
salvinorine A a I 'annexe III de la Loi reglementant certaines drogues et autres substances 

Cet avis informe les parties interessees de la possibilite de commenter la proposition de Sante 
Canada d'ajouter la plante Salvia divinorum (s. divinorum) et son principal ingredient actif, la 
salvinorine A, a l'annexe III de laLoi reglementant certaines drogues et autres substances 
(LRCDAS). Les parties interessees ont aussi l'occasion d'ajouter leur nom pour toute 
consultation future. 

S. divinorum est une espece de sauge appartenant a la famille des menthes. Generalement, ses 
feuilles sont machees ou fumees pour obtenir des effets psychotropes. Alors qu'une incertitude 
subsiste quant aux risques pour la sante decoulant de la consommation de S. divino rum, les effets 
de cette consommation sont connus pour etre brefs et comprennent des hallucinations, une 
dysphorie, des experiences extra-corporel, l'inconscience et une perte de memoire a court terme. 
Les effets, qui varient d'une personne a l'autre, sont egalement souvent decrits comme 
deplaisants. Ni la S. divinorum ni la salvinorine A ne sont actuellement incluses dans les annexes 
de la LRCDAS. 

Des rapports ont recemment ete pub lies , indiquant que des adolescents et des jeunes adultes 
canadiens consomment de la S. divinorum pour sa capacite a produire des hallucinations. S. 
divinorum est largement vantee comme un hallucinogene "legal" sur Internet et a aussi ete 
signalee comme l'un des produits a base d'herbes medicinales les plus courants utilises comme 
option alternative aux drogues illicites.! Les conclusions tirees de I' Enquete de surveillance 
canadienne de la consommation d'alcool et de drogues (ESCCAD) reveIent que, en 2009, 1,6 % 
des Canadiens ages de 15 ans ou plus ont declare avoir consomme de la S. divinorum au moins 
une fois dans leur vie, et que les jeunes ages de 15 a 24 ans etaient beaucoup plus nombreux a en 
avoir consomme que les adultes ages de 25 ans ou plus. Les resultats de I' Enquete sur Ie 

fa consommation de drogues et la sante des eieves de 1 'Ontario (SCDSEO) de 2009 indique que 
5,4 % des eleves de l'Ontario des classes scolaires 7 a 12 ont declare avoir deja consomme de la 
S. divinorum et que 4,4 % de ces eleves ont indique avoir consomme cette substance au cours de 
la derniere annee. Etant donne ses effets inconnus, ainsi que sa similarite pharmacologique avec 
d'autres substances comprises dans l'annexe III de la LRCDAS, comme l'acide lysergique 
diethylamide (LSD) et la psilocybine, Sante Canada craint que la disponibilite immediate et la 
consommation de S. divinorum ne posent un risque pour la sante et la securite des Canadiens, en 
particulier pour celles des jeunes. 

1 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. Oct 2005, vol. 39, noo 1O, pp. 1634-1639. 
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Alors que la S. divinorum et la salvinorine A ne sont actuellement comprises dans aucune des 
Conventions de l'ONU sur Ie controle des drogues, de nombreux pays ont choisi de reglementer 
une de ces substances, ou les deux, comme substance designee. L' Australie, la Belgique, Ie 
Danemark, la Finlande, l' Allemagne, l'Italie, Ie Japon, la Coree du Sud, l'Espagne et la Suede 
ont to us etabli des controles sur les importations ou la vente, ou les deux, de S. divinorum et/ou 
de salvinorine A. Certains Etats americains ont aussi mis en oeuvre des lois restreignant son 
utilisation, sa vente et/ou sa distribution. 

Le fait d'ajouter ces substances a l'annexe ill de la LRCDAS en interdirait la possession, Ie 
commerce, la possession aux fins de commerce, l'importation, l'exportation, la possession aux 
fins d'exportation et la production (ou la culture). La reglementation de la S. divinorum et de la 
salvinorine A conformement a la LRCDAS permettrait egalement aux organismes d'application 
de la loi de prendre des mesures contre les activites illicites presumees liees a ces substances. 

Etant donne que cette mesure ne vise pas a interferer avec l'utilisation et la disponibilite de la S. 
divinorum etlou de la salvinorine A a des fins medicales, scientifiques ou industrielles legitimes, 
Sante Canada sollicite de l'information aux parties interessees sur les possibilites de ces types 
d'utilisationau Canada. L'information reyue en reponse a cet avis sera determinante dans la 
redaction d'un reglement approprie conformement ala LRCDAS. 

La pUblication de cet avis entame une periode de commentaires de 30 jours. n y aura des 
occasions supplementaires de foumir des commentaires au fur et a mesure que progresse Ie 
processus de reglementation federal. 

Si vous etes interesse par ce processus ou que vous avez des commentaires sur cette proposition, 
veuillez communiquer avec Stephanie Chandler de la Division de la politique reglementaire, du 
Bureau des substances controlees, situe au: 3503D, 123, rue Slater, Ottawa (Ontario), Canada, 
KIA IB9, par telecopieur au (613) 946-4224 ou par courriel au 
OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Directrice generale 
Direction des substances controlees et de la Iutte au 
tab agi sme 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divino rum (s. divinorum) and its main active 
ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 
Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs.' Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, with a much higher rate of 
use (7.3%) in youth aged 15-24 years. and thttt yonth aged 15-24 ~ele mnch mOle likely to have 
nsed it than adttlts aged 25 years and oldet. The results from the Canadian 2008-2009 Youth 
Smoking Survey also show that 5% of 15 year olds have used S. divinorum in the past year. 
Moreover, the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 
5.4% of Ontario students in grades 7-12 reported ever using S. divinorum and 4.4% of these 
students reported using this substance in the past year. Given its tmkno~I1 effects and 
pharmacological similarity to Because its psychoactive etfects resemble those of other 
substances included in Schedule III to the CDSA such as lysergic acid diethylamide (LSD) and 
psilocybin, Health Canada is concerned that the ready availability and use of S. divinorum poses 
a risk to the health and safety of Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(lO):1634-9. 002554 



and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The regulation of S. divinorum and 
salvinorin A under the CDSA will also enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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MINISTERE DE LA SANTE 

LOI REGLEMENTANT CERTAINES DROGUES ET AUTRES SUBSTANCES 

Avis aux parties interessees - Proposition concernant I 'ajout de Salvia divinorum et de fa 
salvinorine A a I' annexe III de la Loi reglementant certaines drogues et autres substances 

Cet avis informe les parties int6ressees de la possibilite de commenter la proposition de Sante 
Canada d'ajouter la plante Salvia divinorum (s. divinorum) et son principal ingredient actif, la 
salvinorine A, it l'annexe III de la Loi reglementant certaines drogues et autres substances 
(LRCDAS). Les parties interessees ont aussi l'occasion d'ajouter leur nom pour toute 
consultation future. 

S. divino rum est une espece de sauge appartenant it la famille des menthes. Generalement, ses 
feuilles sont machees ou fumees pour obtenir des effets psychotropes. Alors qu'une incertitude 
subsiste quant aux risques pour la sante decoulant de la consommation de S. divinorum, les effets 
de cette consommation sont connus pour etre brefs et comprennent des hallucinations; une 
dysphorie, des experiences extra-corpore!, l'inconscience et une perte de memo ire it court terme. 
Les effets, qui varient d'une personne it l'autre, sont egalement souvent decrits comme 
deplaisants. Ni la S. divinorum ni la salvinorine A ne sont actuellement incluses dans les annexes 
de la LRCDAS. 

Des rapports ont recemment ete publies indiquant que des adolescents et des jeunes adultes 
canadiens consomment de la S. divinorum pour sa capacite it produire des hallucinations. S. 
divinorum est largement vantee comme un hallucinogene "legal" sur Internet et a aussi ete 
signalee comme l'un des produits it base d'herbes medicinales les plus courants utilises comme 
option alternative aux drogues illicites. 1 Les conclusions tin~es de I' Enquete de surveillance 
canadienne de la consommation d'alcool et de drogues (ESCCAD) revelent que, en 2009, 1,6 % 
des Canadiens ages de 15 ans ou plus ont declare avoir consomme de la S. divinorum au moins 
une fois dans leur vie, avec un taux de consommation plus important (7,3%) parmi lesjeunes 
ages de 15 a 24 ans. Les resultats de l'Enquete sur Ie tabagisme chez lesjeunes de 2008-2009 au 

':I ... .. 
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eleves de ['Ontario (SCDSEO) de 2009 indique que 5,4 % des eieves de l'Ontario des classes 
scolaires 7 a 12 ont declare avoir deja consomme de la S. divinorum et que 4,4 % de ces eleves 
ont indique avoir consomme cette substance au cours de la derniere annee. Puisque ses ettets 

:/ psychoactifs ressemblent a ceux ~'autres substances comprises dans I'annexe III de la 
LRCDAS, comme l'acide lysergique diethylamide (LSD) et la psilocybine, Sante Canada craint 
que la disponibilite immediate et la consommation de S. divinorum ne posent un risque pour la 
sante et la securite des Canadiens, en particulier pour celles des jeunes. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. Oct 2005, vol. 39, noo lo, pp. 1634-1639. 
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.. 

Alors que la S. divinorum et la salvinorine A ne sont actuellement comprises dans aucune des 
Conventions de l'Organisation des Nations Unies sur Ie controle des drogues, de nombreux pays 
ont choisi de ft!glementer une de ces substances, ou les deux, comme substance designee. 
L' Australie, la Belgique, Ie Danemark, la Finlande, l' Allemagne, I'Italie, Ie Japon, Ia Coree du 
Sud, l'Espagne et Ia Suede ont tous etabli des controies sur les importations ou la vente, ou les 
deux, de S. divinorum etlou de salvinorine A. Certains Etats americains ont aussi mis en oeuvre 
des lois restreignant son utilisation, sa vente etlou sa distribution. 

Le fait d'ajouter ces substances a I'annexe III de la LRCDAS en interdirait Ia possession, Ie 
commerce, la possession aux fins de commerce, I' importation, I' exportation, la possession aux 
fins d'exportation et la production (ou la culture). La reglementation de la S. divinorum et de la 
salvinorine A conformement a la LRCDAS permettrait egalement aux organismes d' application 
de la Ioi de prendre des mesures contre les activites illicites presumees liees a ces substances. 

Etant donne que cette me sure ne vise pas a interferer avec l'utilisation et la disponibilite de la S. 
divinorum etlou de la salvinorine A a des fins medicales, scientifiques ou industrielles legitimes, 
Sante Canada sollicite de l'information aux parties interessees sur les possibilites de ces types 
d'utilisation au Canada. L'information re~ue en ft!ponse a cet avis sera determinante dans la 
redactiond'unreglemeni approprie-conformement a-la LRCDAS;--

La publication de cet avis entame une periode de commentaires de 30 jours. 11 y aura des 
occasions suppIementaires de foumir des commentaires au fur et a mesure que progresse Ie 
processus de reglementation federal. 

Si vous etes interesse par ce processus ou que vous avez des commentaires sur cette proposition, 
veuillez communiquer avec Stephanie Chandler de la Division de la politique reglementaire, du 
Bureau des substances controlees, situe au : 3503D, 123, rue Slater, Ottawa (Ontario), Canada, 
KIA IB9, par telecopieur au (613) 946-4224 ou par courriel au 
oes _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Directrice generale 
Direction des substances controlees et de la lutte au 
tabagisme 
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MINISTERE DE LA SANTE 

LOlREGLEMENTANT CERTAINES DROGUES ET AUTRES SUBSTANCES 

Avis aux parties interessees - Proposition concernant I 'ajout de Salvia divinorum et de Iii\.. 
salvinorine A a I'annexe III de la Loi reglementant certaines drogues et autres substances 

Cet avis informe les parties interessees de la possibilite de commenter la proposition de Sante 
Canada d'ajouter la plante Salvia divinorum (S. divinorum) et son principal ingredient actif, la 
salvinorine A, a l'annexe III de laLoi reglementant certaines drogues et autres substances 
(LRCDAS). Les parties interessees ont aussi l'occasion d'ajouter leur nom pour toute 
consultation future. 

S. divinorum est une espece de sauge appartenant a la famille des menthes. Generalement, ses 
feuilles sont machees ou fumees pour obtenir des effets psychotropes. Alors qu'une incertitude 
subsiste quant aux risques pour la sante decoulant de la consommation de S. divinorum, les effets 
de cette consommation sont connus pour etre brefs et comprennent des hallucinations, une 
dysphorie, des experiences extra-corporel, l'inconscience et une perte de memoire a court terme. 
Les effets, qui varient d'une personne a l'autre, sont egalement souvent decrits comme 
deplaisants. Ni la S. divinorum ni la salvinorine A ne sont actuellement incluses dans les annexes 
de la LRCDAS. 

Des rapports ont recemment ete publiesjindiquant que des adolescents et des jeunes adultes 
canadiens consomment de la S. divinorum pour sa capacite a produire des hallucinations. S. 
divinorum est largement vantee comme un hallucinogene "legal" sur Internet et a aussi ete 
signalee comme 1'un des produits a base d'herbes medicinales les plus courants utilises comme 
option alternative aux drogues illicites.! Les conclusions tin~es de I' Enquete de surveillance 
canadienne de la consommation d'alcool et de drogues (ESCCAD) revelent que, en 2009, 1,6 % 
des Canadiens ages de 15 ans ou plus ont declare avoir consomme de la S. divinorum au moins 
une fois dans leur vie, ~les jeunes ages de 15 a 24,an~6taieftt beaae9tftJ "IllS fl@~ Ii en-

-a¥@irSffllsomm;-qtte les adultes ages de 2jeans Sli "hts. Les resultats de l'Enquete sur Ie 
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Ie la consommation de drogues et la sante des eleves de I 'Ontario (SCDSEO) de 2009 indique que 
5,4 % des eleves de l'Ontario des classes scolaires 7 a 12 ont declare avoir deja consomme de la 
S. divinorum et que 4,4 % de ces eleves ont indique avoir consomme cette substance au cours de 
la derniere annee. Etal1tdotllle £el! iffets iIlCOIlWll!, aiB:si tItle sa similarit6 phannaeelegique av@c 
d'autres substances comprises dans l'annexe III de la LRCDAS, comme l'acide lysergique 
diethylamide (LSD) et la psilocybine, Sante Canada craint que la disponibilite immediate et la 
consommation de S. divinorum ne posent un risque pour la sante et la securite des Canadiens, en 
particulier pour celles des jeunes. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. Oct 2005, vol. 39, noolO, pp. 1634-1639. 
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Alors que la S. divinorum~~ la salvinorine A ne sont actuellement comprises dans aucune des 
Conventions de l'~ sur Ie contr6le des drogues, de nombreux pays ont choisi de reglementer 
une de ces substances, ou les deux, comme substance designee. L' Australie, la Belgique, Ie 
Danemark, la Finlande, l' Allemagne, l'Italie, Ie Japon, la Coree du Sud, l'Espagne et la SuMe 
ont to us etabli des contr6les sur les importations ou la vente, ou les deux, de S. divinorum et/ou 
de salvinorine A. Certains Etats americains ont aussi mis en oeuvre des lois restreignant son 
utilisation, sa vente etlou sa distribution. 

Le fait d'ajouter ces substances a l'annexe ill de Ia LRCDAS en interdirait Ia possession, Ie 
commerce, la possession aux fins de commerce, I'importation, I'exportation, Ia possession aux 
fins d' exportation et Ia production (ou Ia culture). La reglementation de la S. divinorum et de la 
salvinorine A conformement a la LRCDAS permettrait egalement aux organismes d'application 
de la loi de prendre des mesures contre les activites illicites presumees liees a ces substances. 

Etant donne que cette mesure ne vise pas a interferer avec I'utilisation et la disponibilite de la S. 
divinorum et/ou de la salvinorine A a des fins medicales, scientifiques ou industrielles legitimes, 
Sante Canada sollicite de l'informatiQ!!..ill!~Jlarties interessees sur les possibilites de ces types 
d'utilisation au Canada. L'information reyue en reponse a cet avis sera d6terminante dans III 
redaction d'un reglement approprie conformement a la LRCDAS. 

La publication de cet avis entame une periode de commentaires de 30 jours. 11 y aura des 
occasions supplementaires de fournir des commentaires au fur et a mesure que progresse Ie 
processus de reglementation federal. 

Si vous etes interesse par ce processus ou que vous avez des commentaires sur cette proposition, 
veuillez communiquer avec Stephanie Chandler de la Division de Ia politique reglementaire, du 
Bureau des substances contr6Iees, situe au: 3503D, 123, rue Slater, Ottawa (Ontario), Canada, 
KIA lB9, par telecopieur au (613) 946-4224 ou par courriel au 
OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Directrice generale 
Direction des substances contr6lees et de la Iutte au 
tabagisme 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its main active 
ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 
Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs.! Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, with a much higher rate of 
use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth Smoking 
Survey also show that 5% of 15 year olds have used S. divinorum in the past year. Moreover, the 
2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using S. divinorum and 4.4% ofthese students reported 
using this substance in the past year. Because its psychoactive effects resemble those of other 
substances included in Schedule III to the CDSA such as lysergic acid diethylamide (LSD) and 

8 ~ + • _ _ 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

) Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 002560 



Including these substances within Schedule ill to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The regulation of S. divinorum and 
salvinorin A under the CDSA will also enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS ___ Policy..:.. and_Regulatory _ Affairs@hc--sc;ge;ca;~ .. ..... ~ ..... 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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Madame, Monsieur, 

Le present courriel a pour but de vous informer qu'un Avis d'intention aux parties interessees 
concernant les substances ci-dessous a ete publie dans la!~rtie I de la Gazette du Canada, Ie 
29 janvier 2011: 

• Salvia divinorum (sauge des devins) 
• Salvinorine A 

La version electronique de l' Avis d'intention est disponible a l'adresse InterneV ? 
www.gazette.gc.ca. pages xx-xx ,en format PDP (pages xxxx-xxxx dans lal~ie I de la Gazette 
du Canada). 

Cet avis d'intention decrit la proposition de Sante Canada qui consiste a inc1ure la Salvia 
divinorum (sauge des devins) et la salvinorine A dans l' annexe III de la Loi reglementant 
certaines drogues et autres substances. Sante Canada cherche precisement a obtenir plus 
d'information de la part des intervenants afin de determiner si ces substances ont une utilite 
legitime sur les plans industriel, scientifique ou medical au Canada. Les renseignements qui 
seront obtenus permettront de prendre des mesures reglementaires appropriees. 

Si vous desirez participer a ce processus ou tout simplement nous fournir de l'information, 
veuillez communiquer avec nous d'ici Ie 28 fevrier 2011. Vous pouvez envoyer vos 
commentaires par la poste a Stephanie Chandler, Division de la politique reglementaire, Bureau 
des substances controlees, indice de l'adresse : 3503D, 123 rue Slater, Ottawa, Ontario, Canada 
KIA IB9, par telecopieur, au 613-946-4224, ou par courriel a 
OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

VEUILLEZ TRANSFERER LE PRESENT COURRIEL AUX PERSONNES QUI 
POURRAIENT ETRE INTERESSEES. 

Si vous avez rec;:u cet avis par erreur, nous vous saurions gre de Ie transferer a la personne 
concernee de votre organisation et de lui demander de nous en informer par courriel a : 
OCS PolicX and Regulatory Affairs@hc-sc.gc.ca. 

Division de la politique reglementaire 
Bureau des substances controlees 
Direction de la strategie antidrogue et des substances controlees 
Direction generale de la sante environnementale et de la securite des consommateurs 
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Dear Sir/Madam: 

The purpose of this email is to advise you that a Notice of Intent to Interested Parties (NOI) 
regarding the following substances was published in the Canada Gazette, Part I (CQI) on 
January 29,2011: 

• Salvia divinorum 
• Salvinorin A 

The electronic version of the NOI is available at the following website: 
http://canadagazette.gc.ca/pages xx-xx in PDF format (pages xxxx-xxxx in Canada Gazette, 
Part I). 

This NOI outlines Health Canada's proposal to include Salvi vinorum and salvinorin A in 
Schedule III to the Controlled Drugs and Substances Act«CD A). In particular, Health Canada 
is seeking further information from stakeholders as to wheth . r t ese substances have any 
legitimate industrial, scientific or medical uses in Canada. Information received in response to 
this notice will be instrumental in determining appropriate regulatory controls. 

If you are interested in this process or wish to provide us with information for our consideration 
please do so by February 28,2011. You may send your comments to Stephanie Chandler, 
Regulatory Policy Division, Office of Controlled Substances, Address Locator: 3503D, 123 
Slater St., Ottawa, Ontario, Canada KIA 1B9, by fax at (613) 946-4224 or by email to 
OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

PLEASE FORWARD THIS EMAIL TO OTHERS WHO MAY BE INTERESTED. 

Should this notification have reached you in error, it would be appreciated if you could please 
forward it to the appropriate person in your organization and ask that person to inform us of this 
by sending an e-mail to:OCSPolicyandRegulatoryAffairs@hc-sc.gc.ca. 

Thank you, 

---~ .. _. _._- ~ _.&.-"""------ ---- ----_ ............ _.-- ... _- ---....... ~ .... --~ 

Drug Strategy and Controlled Substances Directorate 
Healthy Environments and Consumer Safety Branch 
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Heallh 
Canada 

Sante 
Canada 

HECS. CSTO Office of 
Controlled Substances 

Jocelyn Kula 

DGSESC. DSCL T. Bureau 
des substances co 

Acting Director, Office of Controlled Substances 
Directrice interimaire, Bureau des substances contr6h~es 

3rd Floor, Room 0387 
123 Slater Street 
Address Locator: 35030 

Telephone: (613)952-2177 
Facsimile: (613) 946-4224 

Name/Nom 

Cathy A. Sabiston, CSTD DGO 

Remarks I Remarques 

• 1 

FOR SIGNATURE 

3e etage, bureau 0387 
123 rue Slater 
Indice de I'adresse: 35030 

Telephone: (613) 952-2177 
Telecopieur: (613) 946-4224 

Date Initia 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its main active 
ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 
Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. 1 Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009,1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, with a much higher rate of 
use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth Smoking 
Survey also show that 5% of 15 year olds have used S. divinorum in the past year. Moreover, the 
2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported 
using this substance in the past year. Because its psychoactive effects resemble those of other 
substances included in Schedule III to the CDSA such as lysergic acid diethylamide (LSD) and 

.. . 
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While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 
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Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The regulation of S. divinorum and 
salvinorin A under the CDSA will also enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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MINISTERE DE LA SANTE 

LOI REGLEMENTANT CERTAINES DROGUES ET AUTRES SUBSTANCES 

Avis aux parties interessees - Proposition concernant I 'ajout de Salvia divinorum et de la 
salvinorine A a I 'annexe III de la Loi reglementant certaines drogues et autres substances 

Cet avis informe les parties interessees de la possibilite de commenter la proposition de Sante 
Canada d'ajouter la plante Salvia divinorum (S. divinorum) et son principal ingredient actif, la 
salvinorine A, a l'annexe III de laLoi reglementant certaines drogues et autres substances 
(LRCDAS). Les parties interessees ont aussi l'occasion d'ajouter leur nom pour toute 
consultation future. 

S. divinorum est une espece de sauge appartenant a la famille des menthes. Generalement, ses 
feuilles sont machees ou fumees pour obtenir des effets psychotropes. Alors qu'une incertitude 
subsiste quant aux risques pour la sante decoulant de la consommation de S. divinorum, les effets 
de cette consommation sont connus pour etre brefs et comprennent des hallucinations, une 
dysphorie, des experiences extra-corporel, l'inconscience et une perte de memo ire a court terme. 
Les effets, qui varient d'une personne a l'autre, sont egalement souvent decrits comme 
deplaisants. Ni la S. divinorum ni la salvinorine A ne sont actuellement incluses dans les annexes 
de la LRCDAS. 

Des rapports ont recemment ete publies indiquant que des adolescents et des jeunes adultes 
canadiens consomment de la S. divinorum pour sa capacite a produire des hallucinations. S. 
divinorum est largement vantee comme un hallucinogene "legal" sur Internet et a aussi ete 
signalee comme l'un des produits a base d'herbes medicinales les plus courants utilises comme 
option alternative aux drogues illicites. 1 Les conclusions tirees de l' Enquete de surveillance 
canadienne de la consommation d'alcool et de drogues (ESCCAD) revelent que, en 2009, 1,6 % 
des Canadiens ages de 15 ans ou plus ont declare avoir consomme de la S. divinorum au moins 
une fois dans leur vie, avec un taux de consommation plus important (7,3%) panni lesjeunes 
ages de 15 a 24 ans. Les resultats de l'Enquete sur Ie tabagisme chez lesjeunes de 2008-2009 au 

eleves de I 'Ontario (SCDSEO) de 2009 indique que 5,4 % des eleves de l'Ontario des classes 
scolaires 7 a 12 ont declare avoir deja consomme de la S. divinorum et que 4,4 % de ces eleves 
ont indique avoir consomme cette substance au cours de la derniere annee. Puisque ses effets 
psychoactifs ressemblent a ceux d'autres substances comprises dans l'annexe III de la LRCDAS, 
comme l'acide lysergique diethylamide (LSD) et la psilocybine, Sante Canada craint que la 
disponibilite immediate et la consommation de S. divinorum ne posent un risque pour la sante et 
la securite des Canadiens, en particulier pour celles des jeunes. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. Oct 2005, vol. 39, noolO, pp. 1634-1639. 
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Alors que la S. divinorum et la salvinorine A ne sont actuellement comprises dans aucune des 
Conventions de 1'Organisation des Nations Unies sur Ie controle des drogues, de nombreux pays 
ont choisi de reglementer une de ces substances, ou les deux, comme substance designee. 
L' Australie, la Belgique, Ie Danemark, la Finlande, l' Allemagne, l'Italie, Ie Japon, la Coree du 
Sud, l'Espagne et la Suede ont to us etabli des controles sur les importations ou la vente, ou les 
deux, de S. divinorum etlou de salvinorine A. Certains Etats americains ont aussi mis en oeuvre 
des lois restreignant son utilisation, sa vente et/ou sa distribution. 

Le fait d'ajouter ces substances it l'annexe III de la LRCDAS en interdirait la possession, Ie 
commerce, la possession aux fins de commerce, l'importation, l'exportation, la possession aux 
fins d'exportation et la production (ou la culture). La reglementation de la S. divinorum et de la 
salvinorine A conformement it la LRCDAS permettrait egalement aux organismes d'application 
de la loi de prendre des mesures contre les activites illicites presumees liees it ces substances. 

Etant donne que cette mesure ne vise pas it interferer avec l'utilisation et la disponibilite de la S. 
divinorum et/ou de la salvinorine A it des fins medicales, scientifiques ou industrielles legitimes, 
Sante Canada sollicite de 1'information aux parties interessees sur les possibilites de ces types 
d'utilisation au Canada. L'information re9ue en reponse it cet avis sera determinante dans la 
redaction d'un reglement approprie conformement it la LRCDAS. 

La publication de cet avis entame une periode de commentaires de 30 jours. II y aura des 
occasions supplementaires de foumir des commentaires au fur et it mesure que progresse Ie 
processus de reglementation federal. 

Si vous etes interesse par ce processus ou que vous avez des commentaires sur cette proposition, 
veuillez communiquer avec Stephanie Chandler de la Division de la politique reglementaire, du 
Bureau des substances controlees, situe au : 3503D, 123, rue Slater, Ottawa (Ontario), Canada, 
KIA IB9, par telecopieur au (613) 946-4224 ou par courriel au 
OCS_Policy_and_Regulatory_Affairs@hc-sc.gc.ca. 

Date~()8/ / ( 

- ----j _ •. ---------
Directrice generale 
Direction des substances controlees et de la lutte au 
tabagisme 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvin orin 
A to Schedule ill to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its main active 
ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 
Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divillorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divillorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divillorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. I Results from the Canadian Alcohol and Dnlg 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, with a much higher rate of 
use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth Smoking 
Survey also show that 5% of 15 year olds have used S. divinorum in the past year. Moreover, the 
2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported 
llsing this substance in the past year. Because its psychoactive effects resemble those of other 
suhstances included in Schedule TIT to the CDSA such as IVsen!ic acid diethvlamide (LSD) and 

-- a-risi{i6 the health and safety of CanadIanS, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
[(orea, SpaIn and Sweden have all placed controls on the import and/or sale of S. divinorum 
"nd/or salvlI10rin A. Some American states have also implemented laws restricting their use, 
odie ami/or distnbution. 

, I kllnehy CEo Tsollwllnis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
l:_':\.:rt'ational Use. Annals of Pharmacotherapy . .2005 Oct;3()( to): 1634-9. 
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Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The regulation of S. divinorum and 
salvinorin A under the CDSA will also enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in detennining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

; \ 

Date i/~)'\~} 8:- //1 
. j } 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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MINISTERE DE LA SANTE 

LOI REGLEMENTANT CERTAINES DROGUES ET AUTRES SUBSTANCES 

Avis au;" parties interessees - Proposition concernant ['ajollt de Salvia divinorum et de la 
salvinorine A a I 'amzexe III de la Loi reglementant certaines drogues et autres substances 

Cet avis informe les parties interessees de la possibilite de commenter la proposition de Sante 
Canada d'ajouter la plante Salvia divinorum (S. divinorum) et son principal ingredient actif, la 
salvinorine A, a I' annexe III de la Loi reglementant certaines drogues et autres substances 
(LRCDAS). Les parties interessees ont aussi I'occasion d'ajouter leur nom pour toute 
consultation future. 

S. divillorum est une espece de sauge appartenant a la famille des menthes. Generalement, ses 
feuilles sont machees ou fumees pour obtenir des effets psychotropes. Alors qu'une incertitude 
subsiste quant allx risques pour la sante decoulant de la consommation de S. divinornm, les effets 
de cette consommation sont connus pour etre brefs et comprennent des hallucinations, une 
dysphorie, des experiences extra-corporel, l'inconscience et une perte de memoire a court terme. 
Les effets, qui varient d 'une personne a I' autre, sont egalement souvent decrits comme 
deplaisants. Ni la S. divinorum ni la salvinorine A ne sont actuellement incluses dans les annexes 
de la LRCDAS. 

Des rapports ont recemment ete pub lies indiquant que des adolescents et des jeunes adultes 
canadiens consomment de la S. divillornm pour sa capacite a produire des hallucinations. S. 
divinorum est largement vantee comme un haUucinogene "legal" sur Internet et a aussi ete 
signalee comme I'un des produits a base d'herbes medicinales les plus cOllrants utilises comme 
option alternative aux drogues illicites. 1 Les conclusions tirees de I' Enquete de surveillance 
canadienlle de la consommation d'alcool et de drogues (ESCCAD) revdent que, en 2009, 1,6 % 
des Canadiens ages de 15 ans ou plus ont declare avoir consomme de la S. divinorum au moins 
llne fois dans leur vie, avec un taux de consommation plus important (7,3%) parmi les jeunes 
ages de 15 a 24 ans. Les resultats de I' EIl(lUete sur Ie tabWiZisme chez les ieunes de 2008-2009 au 

cOllrsoe-f~faerillereannee:ue pius, Ie ;)-oliaage sllrTacollsomm-atioll (Ie (trogues et fa sante des 
eleves de l'Omario (SCDSEO) de 2009 indique que 5,4 % des eIeves de l'Ontario des classes 
scolaires 7 a 12 ont declare avoir deja consomme de la S. divillornm et que 4,4 % de ces eleves 
ont indique avoir consomme cette substance au cours de la demiere annee. Puisque ses effets 
(lsychoactifs ressemblent a ceux d'autres substances comprises dans l'annexe m de la LRCDAS. 
comme !'acide lysergique diethylamide (LSD) et la psilocybine, Sante Canada craint que la 
disponibllite immediate et la consommation de S. divinorllnl ne po sent un risque pour la sante et 
!:t 3~curite des C~t1adiens, en partlculier pour ceiles des jeunes. 

I Dennehy CE. Tsourou11lS C. :\lillef AE. Evaluation of Herbal Dietary Supplements ivlarketed Oil the Internet for 
:~c'ueational Use. Alll1als of Pharmacotherapy. Uct 2005, vol. 39, 110° 10, pp. 1634-1639'002571 



-------------------------------------------- -------

Alors que la S. divillorum et la salvinorine A ne sont actuellement comprises dans aucune des 
Conventions de l'Organisation des Nations Vnies sur Ie controle des drogues, de nombreux pays 
ont choisi de reglementer une de ces substances, ou les deux, comme substance designee. 
L' Australie, la Belgique, Ie Danemark, la Finlande, l' Allemagne, l'Italie, Ie J apon, la Coree du 
Sud, l'Espagne et la Suede ont to us etabli des controles sur les importations ou la vente, ou les 
deux, de S. divinorum et/ou de salvinorine A. Certains Etats americains ont aussi mis en oeuvre 
des lois restreignant son utilisation, sa vente etlou sa distribution. 

Le fait d'ajouter ces substances it I'annexe III de la LRCDAS en interdirait la possession, Ie 
commerce, la possession aux fins de commerce, l'importation, l'exportation, la possession aux 
fins d'exportation et la production (ou la culture). La reglementation de la S. divilloru1n et de la 
salvinorine A conformement it la LRCDAS permettrait egalement aux organismes d'application 
de la loi de prendre des mesures contre les activites illicites presumees liees it ces substances. 

Etant donne que cette mesure ne vise pas it interferer avec I 'utilisation et la disponibilite de la S. 
divblOrum etlou de la salvinorine A it des fins medicales, scientifiques ou industrielles legitimes, 
Sante Canada sollicite de l'information aux parties interessees sur les possibilites de ces types 
d'utilisation au Canada. L'information relj:ue en reponse it cet avis sera determinante dans la 
redaction d'un reglement approprie conformement a la LRCDAS. 

La publication de cet avis entame une periode de commentaires de 30 jours. II y aura des 
occasions supplementaires de foumir des commentaires au fur et a mesure que progresse Ie 
processus de reglementation federal. 

Si VOllS etes interesse par ce processus ou que vous avez des commentaires sur cette proposition, 
veuillez communiquer avec Stephanie Chandler de la Division de la politique reglementaire, du 
Bureau des substances controlees, situe au: 3503D, 123, rueSlater, Ottawa (Ontario), Canada, 
KIA IB9, par telecopieur au (613) 946-4224 ou par courriel au 
OCS _Policy _and_Regulatory _Affairs@hc-sc.gc.ca. 

Date _ ' ; i/ ; \. -

.-.---.. - -_.- -
Cathy A. Sablston 
Directrice generale 
Direction des substances controlees et de la lutte au 
tabagisme 

002572 



MINrSTERE DE LA SANTE 

Lor REGLEMENTANT CERTAINES DROGUES ET AUTRES SUBSTANCES 

Avis aux parties interessees - Proposition concernant I 'ajout de Salvia divinorum et de la 
salvinorine A a I 'annexe III de la Loi n!glementant certaines drogues et autres substances 

Cet avis informe les parties interessees de la possibilite de commenter la proposition de Sante 
Canada d'ajouter la plante Salvia divinorum (S. divinorum) et son principal ingredient actif, la 
salvinorine A, a l'annexe III de la Loi reglementant certaines drogues et autres substances 
(LRCDAS). Les parties interessees ont aussi l'occasion d'ajouter leur nom pour toute 
consultation future. 

S. divinorum est une espece de sauge appartenant a la famille des menthes. Generalement, ses 
feuilles sont machees ou fumees pour obtenir des effets psychotropes. Alors qu'une incertitude 
subsiste quant aux risques pour la s~~~lmrt_deJaCQn~9EU11ation de S. divinorum, les effets 
de cette consommation sont co fp6iir etre brefs et comprenI!ent des hallucinations, une 
dysphorie, des experiences extra-co consclenceerU;;e perte de memoire a court terme. 
Les effets, qui varient d'une personne a l'autre, sont egalement souvent decrits comme 
deplaisants. Ni la S. divinorum ni la salvinorine A ne sont actuellement incluses dans les annexes 
de la LRCDAS. 

Des rapports ont recemment ete publies indiquant que des adolescents et des jeunes adultes 
canadiens consomment de la S. divinorum pour sa capacite a produire des hallucinations. S. 
divinorum est largement vantee comme un hallucinogene "legal" sur Internet et a aussi ete 
signalee comme I'un des produits a base d'herbes medicinales les plus courants utilises comme 
option alternative aux drogues illicites. 1 Les conclusions tirees de l' Enquete de surveillance 
canadienne de la consommation d'alcool et de drogues (ESCCAD) revelent que, en 2009, 1,6 % 
des Canadiens ages de 15 ans ou plus ont declare avoir consomme de la S. divinorum au moins 
une fois dans leur vie, avec un taux de consommation plus important (7,3%) parmi les jeunes 
ages de 15 a 24 ans. Les resultats de I' Enquete sur Ie tabagisme chez les jeunes de 2008-2009 au 

eleves de I'Ontario (SCDSEO) de 2009 indique que 5,4 % des eleves de l'Ontario des classes 
scolaires 7 a 12 ont declare avoir deja consomme de la S. divinorum et que 4,4 % de ces eleves 
ont indique avoir consomme cette substance au cours de la derniere annee. Puisque ses effets 
psychoactifs ressemblent a ceux d'autres substances comprises dans l'annexe III de la LRCDAS, 
comme l'acide lysergique diethylamide (LSD) et la psilocybine, Sante Canada craint que la 
disponibilite immediate et la consommation de S. divinorum ne posent un risque pour la sante et 
la securite des Canadiens, en particulier pour celles des jeunes. 

1 Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. Oct 2005, vol. 39, noD 10, pp. 1634-1639. 
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Alors que la S. divinorum et la salvinorine A ne sont actuellement comprises dans aucune des 
Conventions de I'Organisation des Nations Unies sur Ie controle des drogues, de nombreux pays 
ont choisi de reglementer une de ces substances, ou les deux, comme substance designee. 
L' Australie, la Belgique, Ie Danemark, la Finlande, l' Allemagne, l'Italie, Ie Japon, la Coree du 
Sud, I'Espagne et la Suede ont tous etabli des controles sur Ies importations ou la vente, ou les 
deux, de S. divinorum etlou de salvinorine A. Certains Etats americains ont aussi mis en oeuvre j \ ,~,-\ 
des lois restreignant son utilisation, sa vente etlou sa distribution. // [,,,,)" 

Le fait d'ajouter ces substances a I'annexe III de Ia LRCDAS en interdirait lapossession, Ie \,.). ~~~. 
commerce, Ia possession aux fins de commerce, I' imp~eXl),OI1ation, la possession aux ~ 
fins d' exportation et Ia production (ou la culture). ~~ et~ la S. divinorum et de la 
salvinorine A eO~fffieffteftt-&-la LRCDAS permettr~nt aux organismes d'application 
de la loi de prendre des mesures contre les activites illicites presumees liees a ces substances. 

Etant donne que cette me sure ne vise pas a interferer avec l'utilisation et Ia disponibilite de la S. 
divinorum etlou de la salvinorine A a des fins medicales, scientifiques ou industrielles legitimes, 
Sante Canada sollicite de l'information aux parties interessees sur les possibilites de ces types 
d'utilisation au Canada. L'information re~ue en reponse a cet avis sera determinante dans la 
redaction 'd'unreglementapproprieconformement a la LRCDAS:: 

La publication de cet avis entame une periode de commentaires de 30 jours. Il y aura des 
occasions supplementaires de fournir des commentaires au fur et a me sure que progresse Ie 
processus de reglementation federal. 

Si vous etes interesse par ce processus ou que vous avez des commentaires sur cette proposition, 
veuillez communiquer avec Stephanie Chandler de la Division de la politique reglementaire, du 
Bureau des substances controlees, situe au: 3503D, 123, rue Slater, Ottawa (Ontario), Canada, 
KIA IB9, par telecopieur au (613) 946-4224 ou par courriel au 
OCS .Policy .and.Regulatory .A±Tairs@hc-sc.gc.ca. 

Date _______ _ 

- - -----,---- --- ---, ------------;------------
'-"""1..1..1.] .l. 1. LJU.V.l.~"V.l.J. 

Directrice generale 
Direction des substances controlees et de la lutte au 
tabagisme 
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, 
DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its main active 
ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 
Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal . 
products used as an alternative to illicit drugs. I Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, with a much higher rate of 
use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth Smoking 
Survey also show that 5% of 15 year olds have used S. divinorum in the past year. Moreover, the 
2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported 
using this substance in the past year. Because its psychoactive effects resemble those of other 
substances included in Schedule III to the CDSA such as lysergic acid diethylamide (LSD) and 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39( 10): 1634-9. 
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Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 

pose of exportation, and production (or cultivation). The scheduling of S. divinorum and 
vinorin A under the CDSA will also enable law enforcement agencies to take action against 

:su~pected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorurn andlor 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CD SA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946A224 or by email 
at OCS.Policy . and. Regulatory .Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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~"',.;,i:it Re: Salvia NOI tracked changes f} 
, ..... -V Stephanie Szick to: Stephanie Chandler 

Thank you. Will bring to her attention. 

Stephanie Chandler Hi Stephanie, As requested, these are all of th ... 

From: 
To: 
Date: 
Subject: 

Hi Stephanie, 

Stephanie Chandler/HC-SC/GC/CA 
Stephanie SzicklHC-SC/GC/CA@HWC 
2011-01-2811 :17 AM 
Salvia NOI tracked changes 

As requested, these are all of the changes that were suggested by Suzanne. 

2011-01-2811 :28 AM 

2011-01-2811:17:19AM 

[attachment "DRAFT Salvia NOI_Jan 21 (tracked).wpd" deleted by Stephanie SzicklHC-SC/GC/CA] 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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hello both, 

Salvia 
Stephanie Szick to: Denis Arsenault, Stephanie Chandler 
Cc: Paula Robert 

Good news - Cathy has signed all four copies of the NOI. 

Paula will be audit trailing the docket back to OCS. 

2011-01-2801 :02 PM 

I will send to Jesse in ADMO, a PDF of the signed NOI and the routing slip - will keep you posted on any 
feedback she gets from snr. management on this - i.e. proceeding with the NOI for Feb. 12. 

Thanks again for all your quick work on this yesterday and today. 

Stephanie Szick 
Director General's Office / Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) / 
Direction des substances contrOlees et de la lutte au tabagisme (DSCLT) 
Health Canada / Sante Canada 
Tel/Tel: (613) 948-8651 
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Fw: Salvia news release - new date 
Jocelyn Kula to: Denis Arsenault, Stephanie Chandler 2011-01-3009:50 PM 

FYI, and for adjustments to. reg prioritization plan, 3 month table, etc. 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-01-30 09:49 PM -----

From: Cathy A Sabiston/HC-SC/GC/CA 
To: Dave Stephens/HC-SC/GC/CA@HWC, Jesse Arnup-Blondin/HC-SC/GC/CA@HWC, Jocelyn 

Kula/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
Cc: 
Date: 

Christine Roush/HC-SC/GC/CA@HWC, Brenda Paine/HC-SC/GC/CA@HWC 
2011-01-2806:09 PM 

Subject: Re: Salvia news release - new date 

Jocelyne. We shld adjust noi accrdly svp 
Dave Stephens 

----- Original Message ----
From: Dave Stephens 

Fyi. 

Sent: 2011-01-28 05:54 PM EST 
To: Cathy A Sabiston; Jesse Arnup-Blondin 
Cc: Christine Roush; Nicole Prentice; Joyce Bradley 
Subject: Fw: Salvia news release - new date 

Comms calendar should be updated accordingly. 
Alexis M Tervo 

----- Original Message ----
From: Alexis M Tervo 
Sent: 2011-01-28 05:17 PM EST 
To: Dave Stephens; Ken Polk; Charles Mojsej 
Subject: Salvia news release - new date 

FYI - MO just requested that we push the TBD date for the Salvia news release to February 17th please. 
This date is still tentative 
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Thanks Dave, 

Re: Fw: Salvia news release - new date !] 
Jocelyn Kula to: Dave Stephens 

"Cathy Sabiston", "Christine Roush", Jesse Arnup-Blondin, "Nicole c;c: 
Prentice", Denis Arsenault, stephanie.chandler 

Denis/ Stephanie C- pis note 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 

2011-01-3101:35 PM 

Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Dave Stephens Confirmed now. ----- Original Message ----- 2011-01-3101:10:32 PM 

From: Dave Stephens/HC-SC/GC/CA 
To: "Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca>, "Cathy Sabiston" <cathy.a.sabiston@hc-sc.gc.ca>, 

Jesse Arnup-Blondin/HC-SC/GC/CA@HWC 
Cc: 

Date: 

"Christine Roush" <christine.roush@hc-sc.gc.ca>, "Nicole Prentice" 
<nicole.prentice@hc-sc.gc.ca> 
2011-01-3101:10 PM 

Subject: Fw: Salvia news release - new date 

Confirmed now. 
Alexis M Tervo 

----- Original Message ----
From: Alexis M Tervo 
Sent: 2011-01-31 01:08 PM EST 
To: Dave Stephens 
Cc: Ken Polk 
Subject: Re: Salvia news release - new date 

Hi Dave, MO just confirmed Feb. 17th as the date for the news release and Feb. 19th in the Gazette. 
Thanks! 

Alexis Tervo 
Communications Advisor 
Public Affairs, Communications and Consultation 
Health Canada 
Ph: (613) 286-5487 

Dave Stephens that would be the plan. Program would need to ... 

Re: Salvia news release - new date [dI 

Dave Stephens to: Alexis M Tervo 

2011-01-31 12:32:49 PM 

2011-01-3112:32 PM 
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Cc: "Ken Polk" 

that would be the plan. Program would need to know on Feb 11 to submit it for publication the following 
week. (electronic on the 18th, hard copy the 19th) 

Dave Stephens 
Senior Communications Executive-Gestionnaire Principal des Communications HECSB/DGSCSE 
6th Floor, Room 6-033, 269 Laurier Ave. W., Ottawa, ON 
Tel: (613) 946-8107 
Cell: (613) 859-3581 

Alexis M Tervo Hi Dave, if we issued a news release on Feb 17t... 

From: 
To: 
Cc: 
Date: 
Subject: 

Alexis M Tervo/HC-SC/GC/CA 
"Dave Stephens" <dave.stephens@hc-sc.gc.ca> 
"Ken Polk" <ken.polk@hc-sc.gc.ca> 
2011-01-3112:31 PM 
Re: Salvia news release - new date 

2011-01-3112:31:03 PM 

Hi Dave, if we issued a news release on Feb 17th, would it be possible to have it in the gazette for Feb 
19th? 

Alexis Tervo 
Communications Advisor 
Public Affairs, Communications and Consultation 
Health Canada 
Ph: (613) 286-5487 

Alexis M Tervo FYI - MO just requested that we push the TBD d ... 

Salvia news release - new date 

Alexis M Tervo to: Dave Stephens, Ken Polk, Charles Mojsej 

2011-01-28 05: 17:34 PM 

2011-01-2805:17 PM 

FYI - MO just requested that we push the TBD date for the Salvia news release to February 17th please. 
This date is still tentative 
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Hi Cathy, 

For approval: Salvia Announcement Q1 
Christine Roush to: Cathy A Sabiston 

Stephanie Chandler, Denis Arsenault, Jocelyn Kula, Suzanne C;c: 
Desjardins, CSTD-DGO 

This message has been forwarded. 

2011-02-0201:11 PM 

It's been a long (and windy) road, but finally we have the salvia products below for your approval. They 
have been signed off at the DG level in HPFB by the NHPD, the Inspectorate and Marketed Health 
Products. MO would like the NR issued on February 18th, so hopefully you'll be able to review and 
approve before your upcoming leave. 5.19(1) 

Salvia NR MHPD Revisions 2011 02.02.doc Salvia MLs_Feb2_(clean2) NHPD edit.doc 

~ 
IYH Salvia divinorum_v23 Feb2(clean2).doc DRAFT Salvia NOI_Feb 2 EN.doc 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

Jocelyn Kula well phew reo the event! yes, I am looking at doc ... 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC 

2011-01-2710:31:21 AM 

Cc: 
Date: 

Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenauIVHC-SC/GC/CA@HWC 
2011-01-2710:31 AM 

Subject: Re: Salvia Announcement 

well phew reo the event! 
yes, I am looking at docs right now 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
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Health Canada 20ll-XX 

---------------------------------~~%----------------------'\ 
YY'h\ 

The Government of Canada Proposes to Regulate Salvia Divinorum and 
Salvinorin A as Controlled Substances 

February 18, 2011 
For immediate release 

OTT A W A - Today, the Honourable Leona Aglukkaq, Minister of Health announced that 
the Government of Canada intends to regulate Salvia divinorum and salvinorin A, also 
known as Salvia, as controlled substances. A Notice to Interested Parties outlining Health 
Canada's proposal will be published in Canada Gazette, Part I, on February 19,2011 

"After reviewing Canadian surveillance data and scientific reports that suggest 
this substance has the potential for abuse, especially among young people, we are taking 
these steps to protect the health and safety of Canadians from the potentially harmful 
effects of this substance," said Minister Aglukkaq. "The use of this substance is of 
concern to Health Canada as very little is known about its long-term effects on the brain 
and body," added Aglukkaq. 

The Notice to Interested Parties will propose that Salvia divinorum and salvinorin 
A be added to Schedule III to the Controlled Drugs and Substances Act. This means that 
activities such as possession, trafficking, importation, exportation, and production (or 
cultivation) will be illegal unless authorized by regulation. Regulating Salvia divinorum 
and salvinorin A as a controlled substance will also enable law enforcement agencies to 
take action against suspected illegal activities involving this substance. 

Interested parties are encouraged to submit any comments regarding the Notice to 
Interested Parties by March 14, 2011. 

Media Enquiries: 
Health Canada 
(613) 957-2983 

-30-

Egalement disponible en fram;ais 
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Jenny Van Alstyne 
Office of the Honourable Leona Aglukkaq 
Federal Minister of Health 
(6l3) 957-0200 

Public Enquiries: 
(6l3) 957-2991 
1-866 225-0709 

Health Canada news releases are available on the Internet at 
www.healthcanada.gc.calmedia 

+1 Government 
of Canada 

Gouvernement 
duCanada 
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DRAFT 
01/02/2011 

Media Lines 
Salvia divbwrum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be regulated under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. A Notice to Interested 
Parties outlining Health Canada's proposal to regulate this substance will be published in 
Canada Gazette, Part I, on February 19, 2011 

Key Messages: 

• After reviewing available information and reports that suggest this substance has 
the potential for abuse, especially among young people, Health Canada is 
proposing to regulate both Salvia divinorum and its main active ingredient 
salvinorin A as controlled substances. 

• The Government of Canada is taking these steps in order to protect the health and 
safety of Canadians, particularly youth, from their potentially harmful effects. 

• Canadians should not use products containing Salvia divinorum and/or salvinorin 
A because they are hallucinogenic and little is known about the long-term effects 
of these substances on the brain and body. 

• The inclusion of Salvia divinorum and salvinorin A in Schedule III to the CDSA 
will make possession, trafficking, importation, exportation, and production (or 
cultivation) illegal unless authorized by regulation. 

Supplementary Messages: 

• Though it is a hallucinogen, the plant Salvia divinorum is not currently regulated 
under the CDSA. At the present time, products containing Salvia divinorum that 
indicate its hallucinogenic properties would meet the definition of a natural health 
product (NHP) under the Natural Health Products Regulations. 

• To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 
natural health products containing Salvia divinorum or its active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 
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Questions and Answers: 

Ql - What is involved in regulating Salvia divinorum as a controlled substance and 
what stage is it at? 

Al - Health Canada considers several factors in detennining whether regulation of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• International requirements and trends in international control; 
• Chemical and phannacological similarity to other substances already regulated 

under the CDSA; 
• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against the aforementioned factors and proposes to include both substances in Schedule 
III to the CDSA. The first step in the process of reguJating a substance under the CDSA 
is the publication of a Notice to Interested Parties (NOI) in Canada Gazette, Part 1. Any 
comments received will be considered during the preparation of a regulatory proposal. 
There will be additional opportunities for comment as the federal regulatory process 
progresses. 

The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current misconception that these substances are a safe alternative to other 
illegal drugs. 

Q2 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are 
these substances regulated in other countries? 

A2 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, there is no requirement for them to be regulated as 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
Finland, Gennany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 

C:\ Windows\Temp\notesD3FEFI \Salvia MLsJeb2_(clean2) NHPD edit.doc 

Created by Christine Roush 
2011-02-09 

Page 2 of5 

Last saved by Christine Roush 

002586 



DRAFT 
01102/2011 

placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some 
individual U.S. states have implemented laws restricting their use, sale and/or 
distribution. 

Q3 - Is there any research on the use of Salvia divinorum in Canada? 

A3 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, 1.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

Q4 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why is it not controlled under the Controlled Drugs and Substances Act? 

A4 - The move to regulate Salvia divinorum and salvinorin A as controlled substances is 
based on surveillance data from surveys such as the Canadian Alcohol and Drug Use 
Monitoring Survey (CADUMS), Youth Smoking Survey (YSS) and the Ontario Student 
Drug Use and Health Survey (OSDUHS), some of which only became available in 2010. 

In the inter,im, as Salvia divinorum is a plant with hallucinogenic properties, it currently 
meets the definition of a natural health product under the Natural Health Products 
Regulations (NHPR) when marketed as a hallucinogen. The sale of unauthorized natural 
health products may be subject to compliance and enforcement action in accordance with 
the Food and Drugs Act and its associated regulations. 

Q5 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 

AS - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Currently, however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
action by Health Canada. For more information on how to submit a consumer complaint 
about the unauthorized sale of drugs containing Salvia divinorum and/or salvinorin A, 
visit: www.hc-sc.gc.ca/dhp-mps/compli-conformlprob-report-
rapport/gui 44 consumer consommateur cp-pc-eng.php. 
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Q6 - Has Health Canada issued any kind of warning to Canadians about Salvia 
divinorum? 

A6 - Health Canada has developed an It's Your Health article about Salvia divinorum to 
help inform the general public about the risks associated with the use of this plant. The 
article can be found on the Health Canada website at: (link to come) 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Its leaves are chewed 
or smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves ofthis plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. Salvia divinorum is widely advertised and promoted on the 
Internet and sold in various alternative lifestyle stores as a "legal" alternative to street 
drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 

• the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• use of Salvia divinorum was significantly higher in males than in females (6.2% 

vs. 2.3%) in 2009. 
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Salvia divinorum 

Issue 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria 
pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Certain websites promote the use of S. divinorum as a "legal" alternative to street drugs. 
Recent Canadian surveillance data indicates that Canadian teens and young adults are 
using S. divinorum for its ability to produce hallucinations. Scientific reports also 
suggest that it has the potential for abuse. 

Canadians should not use products containing S. divinorum and/or salvinorin A because 
they are hallucinogenic and little is known about the long-term effects of these substances 
on the brain and body. There is also no way to predict how it will affect you with each 
use. 

In light of this information, Health Canada is proposing to regulate both S. divinorum and 
its main active ingredient salvin orin A under Schedule III to the Controlled Drugs and 
Substances Act (CDSA) in order to protect the health and safety of Canadians, 
particularly youth. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-bodyexperiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

the potency of the product 
how much is used 
the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 
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how it is taken, for example, whether the product is chewed, swallowed or 
smoked 
the user's mood and expectations 

While scientists know which brain receptors are targeted by the active ingredient, 
salvinorin A, very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage 
how it interacts with other substances, including other drugs, natural health 
products and alcohol 
the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you avoid using S. divinorum because very little is known about 
the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divinorum 

In Canada 
As S. divinorum is a plant with hallucinogenic properties when consumed by humans,.it 
currently meets the definition of a natural health product (NHP) under the Natural Health 
Products Regulations when marketed as a hallucinogen. As of February 2011, Health 
Canada has not authorized for sale any natural health products which contain S. 
divinorum as an ingredient. The sale of unauthorized natural health products containing 
S. divinorum or its active ingredient salvinorin A may be subject to compliance and 
enforcement action by Health Canada under the Food and Drugs Act. 

While S. divinorum and salvinorin A are not currently regulated under the Controlled 
Drugs and Substances Act (CDSA), Health Canada is now developing a regulatory 
proposal that would add S. divino rum and salvinorin A to Schedule III to the CDS A 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Italy and 
Japan, have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 
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In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution. In some states, for example, 
it is illegal for S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, 
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, 1.6% of Canadians aged 15 years and older have reported using S. 
divinorul11 at least once in their lifetime, with a much higher rate of use (7.3%) in youth 
aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also show 
that 5% of 15 year oids have used S. divinorum in the past year. The 2009 Ontario 
Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students 
in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported using 
this substance in the past year. For more information on these surveys, see the Need More 
Info section below. 

Health Canada's Role 

In light of the health and safety risks associated with the use of S. divinorum and 
particularly the risks to youth, Health Canada is taking steps to regulate S. divinorum and 
salvin orin A as controlled substances. As a first step in this process, Health Canada 
issued a Notice to Interested Parties (NOI) on February.12, 2011. In the interim, Health 
Canada will continue to monitor the sale of unauthorized health products' tbatcontaill s. 
divino rum or its main active ingredient salvinorin A. It will take appropriate action 
should it become aware of any unauthorized health products that may pose a risk to 
Canadians. 

Need More Info? 

{ Deleted: 5 

For information on how to submit a consumer or trade complaint about the 
unauthorized sale of health products containing 5: divinorulIl please consult the 
following documents: 

... -' - Formatted: Bullets and 
Numbering 

Consumers: Jlttp:/lwww:hc~sc.gc.ca/dhp-mps/compli-conform/prob~report~ 
rapportlgui 44 consumer consommateur cp-pc-eng.php 
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Trade: http://\vww.hc-sc.gc.caldhp-mps/compli-confonn/prob-report
rapportlgui 38 trade-industrie cp-pc-eng.phpOr contact the Health Products 
and Food Branch Inspectorate directly call toll-free 1-800-267-9675. 

.Y ou can report any adverse reactions to the Canada Vigilance Program by one of 
the followingthfee ways: - -- ... . ........ . - ..... . 

Report online at the MedEffecfl'M Canada website at: http://www.hc-sc.gc.caldhp
mps/medeff/index -eng. php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting FOlm and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEfJect™ 
Canada website. The Canada Vigilance Reporting Fonn and the adverse reaction 
reporting guidelines may also be obtained via this website at : http://www.hc
sc.gc.caJdhp-mps/medeff/report-declarationJar-ei_fonn-eng.php 

For infonnation about the Government of Canada's National Anti-Drug Strategy. 
go to: www.nationalantidrugstrategy.gc.cal 
The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp
apd/talk -aborder/index -eng. php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.html 
Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.ca/hc-ps/drugs-drogues/youth-jeunes/facts-
faits/index-eng.php . 

Infonnation on natural health products and the Natural Healtlr Products 
Regulations can be found at: www.hc-sc.gc.caldhp-mps/prodnaturlindex-eng.php 

For more on the surveys that have collected infonnation about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterioo.calindex.cfm?section=5&page=288 
The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://www.hc-sc.gc.Ca/hC-PS/drugs-drogues/statiindex-eng.phP 
The20090ntarioStudentDrUgUSeandHealthSUrVey.at: 
http://www.camh.netlNews_eventslNews_releases_and_media_advisories_and_b 
ackgrounders/osduhs2009 _advisory.html 
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Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia div;norum and Salvin orin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 
U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific HaIJucinogens: 2006 at: 
www.oas.samhsa.gov/2k8ihallucinogensihallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.ca/iyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition of Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its main active ingredient 
salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). Stakeholders 
may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short and long-tenn._iJ?:~ll~!e_llI1.<i_~~cl.'l~e_u_u ____ .. _ .. -CD;';;d:-:;:ri;~~----------·---·-----l 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. I Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, with a much higher rate of 
use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth Smoking 
.Survey also show that 5% of 15 year olds have used S. divinorum in the past year. Moreover, the 
2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported 
using this substance in the past year. Because its psychoactive effects resemble those of other 
substances included in Schedule III to the CDSA such as lysergic acid diethylamide (LSD) and 
psilocybin, Health Canada is concerned that the ready availability and use of S. divinorum poses 
a risk to the health and safety of Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divino rum 
and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

I Dennehy CEo Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the [ntemet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39( I 0): 1634-9. 
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Including these substances within Schedule III to the CDS A would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The regulation of S. divinorum and 
salvinorin A under the CDSA will also enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divino rum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDS A. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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Hi Jocelyn, 

Re: Fw: Update - Events in February [;;;} 
Denis Arsenault to: Jocelyn Kula 
Bee: Stephanie Chandler 

This message has been replied to. 

2011-02-0210:48 AM 

For the PRAD email account, while the old format with the underscores still seems to function, the address 
also functions with the underscores replaced by periods. For the sake of consistency, we will use the 
period format. 

We will explore asap whether there are any associations for natural food stores or alternative lifestyle 
shops that could be added to the list of stakeholders. 

Denis 

Denis Arsenault, AlManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur : (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 

Jocelyn Kula 

From: 
To: 
Date: 
Subject: 

two comments: 

two comments: do we not need to update the P ... 

Jocelyn Kula/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-02-0210:19 AM 
Re: Fw: Update - Events in February 

2011-02-0210:19:51 AM 

do we not need to update the PRAD email address to have "."s in it rather than "_"s in it? 

for the list of stakeholders, what about looking for an association of natural health food stores (I doubt 
there is an association for head shops), or an association for alternative life style stores ........ just that 
retailers are who are most likely to be impacted .... 

JK 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Denis Arsenault Hi Jocelyn, As requested. 2011-02-01 02:49:54 PM 
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From: 
To: 
Date: 
Subject: 

Hi Jocelyn, 

As requested. 

Denis ArsenaultlHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
2011-02-0102:49 PM 
Re: Fw: Update - Events in February 

[attachment "Stakeholder notification of NOI Jan 28 2011 EN.wpd" deleted by Denis 
ArsenaultlHC-SC/GC/CA] [attachment "List of Salvia Stakeholders v.2.doc" deleted by Denis 
ArsenaultlHC-SC/GC/CA] 

Denis 

Denis Arsenault, AlManager I Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances contr61ees, 
Health Canada I Sante Canada 
TelITel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 

Jocelyn Kula 

From: 
To: 
Date: 
Subject: 

great. can I please see email text and list of stak ... 

Jocelyn Kula/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-02-01 02:20 PM 
Re: Fw: Update - Events in February 

great. can I please see email text and list of stakeholders it is going to .... 

JK 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances contr61ees 

2011-02-01 02:20:33 PM 

Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Denis Arsenault Hi Jocelyn, For publication on February 19, we ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Denis ArsenaultlHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-02-01 02:11 PM 
Re: Fw: Update - Events in February 

2011-02-0102:11:13 PM 

For publication on February 19, we need to have the package delivered to Canada Gazette by noon on 
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Friday, February 11. While the copies of the NOI that Cathy signed are dated January 28, these probably 
don't need to be re-signed (to be confirmed with Stephanie) as it is the covering letter to Canada Gazette 
that indicates the date on which we want the NOI published. 

Unlike the NOI, the covering letter would be signed by yourself and can thus be easily amended here in 
OCS to reflect the new target date of February 19. 

As for the list of stakeholders, Stephanie submitted to me a final list of stakeholders which I approved with 
a few minor modifications. The actual message we would send up is approved and ready to go. 

I will work with Carmen to set-up a bilat. 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 

Jocelyn Kula 

From: 
To: 
Date: 
Subject: 

so when do we have to have our package with t... 

Jocelyn Kula/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-02-01 10:07 AM 
Fw: Update - Events in February 

2011-02-01 10:07:43 AM 

so when do we have to have our package with the CG office by for publication on Feb 19. 
also: 1) do we need to get Cathy to resign the hard copies (I didn't think they were dated but pis advise) 
2) how are things going with list of stakeholders to send message out to re NOI? 

It seems that we have not had a bilat in ages so perhaps you should check with Carmen re arranging one? 

JK 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-02-01 10:05 AM -----

From: 
To: 
Date: 
Subject: 

Stephanie SzicklHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
2011-02-0110:03AM 
Fw: Update - Events in February 
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fyi Jocelyn 

note re: Salvia, Feb. 17 for news release 
date for mm still TBC 

----- Forwarded by Stephanie SzicklHC-SC/GC/CA on 2011-02-01 10:02 AM ----

From: Dave Stephens/HC-SC/GC/CA 
To: paul.spendlove@hc-sc.gc.ca, christine.roush@hc-sc.gc.ca, Jesse 

Arnup-Blondin/HC-SC/GC/CA@HWC, Cathy A Sabiston/HC-SC1GC1CA@HWC, Louis 
ProulxlHC-SC1GC/CA@HWC, Jeannine RitchotlHC-SC/GC/CA@HWC, Louise 
Bertrand/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC, 
heidi.jackson@hc-sc.gc.ca 

Date: 2011-02-01 10:01 AM 
Subject: Fw: Update - Events in February 

Announcements of HWM's (CG 1) and Medical Marihuana are still in the TBC category. 

Dave Stephens 
Senior Communications Executive-Gestionnaire Principal des Communications HECSBJDGSCSE 
6th Floor, Room 6-033, 269 Laurier Ave. W., Ottawa, ON 
Tel: (613) 946-8107 
Cell: (613) 859-3581 
----- Forwarded by Dave Stephens/HC-SC/GC/CA on 2011-02-01 10:00 AM -----

From: Alexis M Tervo/HC-SC/GC/CA 
To: Charles Mojsej/HC-SC/GC/CA@HWC, Warren Braun/HC-SC/GC/CA@HWC, Tom 

Kelly/HC-SC/GC/CA@HWC, Rick Mofina/HC-SC/GC/CA@HWC, Ken PolklHC-SC/GC/CA@HWC, 
David Gotlieb/HC-SC/GC/CA@HWC, Jennifer Peddle/HC-SC/GC/CA@HWC, Rob 
Furlong/HC-SC/GC/CA@HWC, Debbie Paine/HC-SC/GC/CA@HWC, Dave 
Stephens/HC-SC/GC/CA@HWC, Alastair Sinciair/HC-SC/GC/CA@HWC, Adam 
Blondin/HC-SC/GC/CA@HWC 

Cc: Olivia Caron/HC-SC/GC/CA@HWC, Blossom Leung/HC-SC/GC/CA@HWC, Joyce 
Bradley/HC-SC/GC/CA@HWC 

Date: 2011-02-01 09:59 AM 
Subject: Update - Events in February 
--~--------~--------------~-------------------------------------------------------
Salvia - Thursday, Feb. 17 (news release) 
National residencies - Feb 8 or 10 (in Ottawa or Toronto) 
Arctic Minister's Meeting in Nuuk on Feb 16 - Minister is not attending (we may issue an HC release ... MO 
would like to see a draft) 

TBC 
Allergens - in February (but no date yet) 
Medical Marihuana 
Tobacco labelling 

PHAC 
$2.4 Million for the Qaujigiartitt Health Research Centre - Friday, Feb 4th in Iqaluit. 
Multiple Sclerosis - Monday, Feb 7th (news release only) 
Feb 15 - Childhood obesity 

Alexis Tervo 
Communications Advisor 
Public Affairs, Communications and Consultation 
Health Canada 
Ph: (613) 286-5487 
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Re: For approval: Salvia Announcement G:l 
Christine Roush to: Cathy A Sabiston 

CSTD-DGO, Denis Arsenault, Jocelyn Kula, Stephanie Chandler, 
Stephanie Szick, Suzanne Desjardins 

'~--'"""""""'"" 

2011-02-03 11 :53 AM 

Cathy - I will check with my colleague in Ministerial Services who is responsible for these articles and let 
you know. 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

Cathy A Sabiston Agree to 3 of 4 pts. Still wondering how this iyh ... 

From: Cathy A Sabiston/HC-SC/GC/CA 

2011-02-03 11 :49:45 AM 

To: Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
Cc: 

Date: 

Christine Roush/HC-SC/GC/CA@HWC. Stephanie Chandler/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC, CSTD-DGO 
2011-02-03 11 :49 AM 

Subject: Re: For approval: Salvia Announcement 

Agree to 3 of 4 pts. Still wondering how this iyh compares to other iyh on citing where these illicit 
substances are available. 

Jocelyn Kula 

----- Original Message ----
From: Jocelyn Kula 
Sent: 2011-02-03 11:13 AM EST 
To: Stephanie Szick 
ec: Christine Roush; Cathy A Sabiston; Stephanie Chandler: Denis 

Arsenault; Suzanne Desjardins; CSTD-DGO 
Subject: Re: For approval: Salvia Announcement 

Re, use vs consume. This wording is consistent with other drug-related IYHs and the fact that generally 
speaking, people talk about using (or taking) a drug (medicinal or illicit), not consuming it. Allowing for the 
fact that language is supposed to be Grade 8, I vote for sticking with "use". 

Re. citing where substances are sold, we are not providing any more information than what is already 
splashed all over the internet, and I don't see this as causing any more of a risk than doing a NR to say 
that we are moving to schedule but this will take time, i.e, it is still legal for a bit... .. 

Re. the weblink to the NOI, sending people to www.canadagazette.gc.cais a minefield as the search 
engine on the site is very hard to use ..... generally speaking, once we have the official link to the specific 
page from the Gazette office, we provide to comms for reference in their lines. 

In the NR, not sure why we are now removing the reference to "also known as Salvia" when in fact, that is 
how 99% of the media reports and internet sites refer to it? 
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JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Szick hi Christine, Please see attached -- some v. mi... 

From: 
To: 

Stephanie SzicklHC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-02-03 11 :02:02 AM 

Cc: Cathy A Sabiston/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC, CSTD-DGO 

Date: 2011-02-0311 :02 AM 
Subject: Re: For approval: Salvia Announcement 

hi Christine, 

Please see attached -- some v. minor edits overall, with some questions on the media lines and the IYH 
article. 

Please have a look and get back to us with revised/clean docs addressing these questions -- will review 
quickly on this end! 

Please give me a call if any questions. 

Thanks, 

Stephanie Szick 
Director General's Office / Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) / 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada / Sante Canada 
Tel/Tel: (613) 948-8651 

[attachment "IYH Salvia divinorum_ v24_CSTD-DG_03-02-11.doc" deleted by Cathy A 
Sa biston/HC-SC/GC/CA] 
[attachment "Salvia MLs_CSTD-DG_03-02-11.doc" deleted by Cathy A Sabiston/HC-SC/GC/CA] 
[attachment "Salvia NR_CSTD-DG_03-02-11.doc" deleted by Cathy A Sabiston/HC-SC/GC/CA] 

Christine Roush Hi Cathy, It's been a long (and windy) road, but t ... 2011-02-0201: 11 :34 PM 

From: Christine Roush/HC-SC/GC/CA 
To: Cathy A Sabiston/HC-SC/GC/CA@HWC 
Cc: Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn 

Kula/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC, CSTD-DGO 
Date: 2011-02-0201 :11 PM 
Subject: For approval: Salvia Announcement 
--~----------~~----------------------------------------------------------,---------
Hi Cathy, 
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Re: For approval: Salvia Announcement Qt 
Christine Roush to: Jocelyn Kula 
Cc: Cathy A Sabiston, CSTD-DGO, Denis Arsenault, Stephanie Chandler, Stephanie 

Szick, Suzanne Desjardins 

2011-02-0301 :54 PM 

Hi Jocelyn - yes, I realize this is the case but was trying to keep my msg brief. Thanks for clarifying though 
- it does bear repeating a number of times for people to get their head around this. I trust you are oK with 
the rewrite of the sentence I provided below? 

Jocelyn Kula 

----- Original Message ----
From: Jocelyn Kula 
sent: 2011-02-03 01:26 PM EST 
To: Christine Roush 
Cc: Cathy A Sabiston; CSTD-DGO; Denis Arsenault; Stephanie Chandler; 

Stephanie Szick; Suzanne Desjardins 
Subject: Re: For approval: Salvia Announcement 

Christine, . 

Only to clarify that your statement about where salvia can be sold is not quite right. It is not illegal under 
the FDA to sell salvia in head shops or natural health stores because there are no approved products, it is 
illegal to sell in those establishments when it is specifically sold as a hallucinogen, which is when the 
definition of an NHP comes into play, and the requirement for authorization under the FDA kicks in. 
Technically, someone selling salvia as a herbal incense product in a natural health store would not be 
doing anything illegal. 

It has taken us all a long time to get our heads around this I know ..... . 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contra lees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Cathy, IYH doesn't have a lot of articles on cont... 2011-02-03 12:47:21 PM 

From: 
To: 
Cc: 

Date: 
Subject: 

Cathy, 

Christine Roush/HC-SC/GC/CA 
Cathy A Sabiston/HC-SC/GC/CA@HWC 
CSTD-DGO, Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, 
Stephanie Chandler/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC 
2011-02-0312:47 PM 
Re: For approval: Salvia Announcement 

IYH doesn't have a lot of articles on controlled substances but the article on Opioids does state: 

"Opioid medications come in many forms, including tablets, capsules, syrups, solutions, nasal sprays, 
skin patches and suppositories. The strength of the opioid in these medications varies greatly, and most 
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are available in Canada by prescription only. However, some products containing very low doses of the 
opioid codeine, combined with at least two other medicinal ingredients, can be purchased directly from a 
pharmacist." 

I think there are good points to leaving it in and taking it out. Originally I think it was included to warn 
parents that it was available (and where) - as most people who would use it already know where to get it. 
However, I would probably change the wording as I don't think we want to admit it is widely available, and 
under the FDA it is illegal to sell in head shops and Natural Health stores, as it hasn't been approved as a 
Natural Health Product. 

Let me know if you are OK with saying: 

Products that claim to contain S. divino rum or its main active ingredient, salvinorin A are widely 
available on the Internet and may be sold are sold in various "head shops" and natural food 
stores. The products are sold in a number of forms, including fresh or dried leaves, liquids or 
seeds and plant cuttings for growing purposes. 

Christine Roush 
Senior Communications Advisor! 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch! 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada!Sante Canada 
TelfTel: (613) 954-0712!Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail!courriel:christine_roush@hc-sc.gc.ca 

Cathy A Sabiston 
Jocelyn Kula 

Agree to 3 of 4 pts. Still wondering how this iyh ... 

----- Original Message ----
From: Jocelyn Kula 
Sent: 2011-02-03 11:13 AM EST 
To: Stephanie Szick 

2011-02-03 11 :49:45 AM 

ee: Christine Roush; Cathy A Sabiston; Stephanie Chandler; Denis 
Arsenault; Suzanne Desjardins; CSTD-DGO 

Subject: Re: For approval: Salvia Announcement 
Re, use vs consume. This wording is consistent with other drug-related IYHs and the fact that generally 
speaking, people talk about using (or taking) a drug (medicinal or illicit), not consuming it. Allowing for the 
fact that language is supposed to be Grade 8, I vote for sticking with "use". 

Re. citing where substances are sold, we are not providing any more information than what is already 
splashed all over the internet, and I don't see this as causing any more of a risk than doing a NR to say 
that we are moving to schedule but this will take time, I.e, it is still legal for a bit.. ... 

Re. the weblink to the NOI, sending people to www.canadagazette.gc.cais a minefield as the search 
engine on the site is very hard to use ..... generally speaking, once we have the official link to the specific 
page from the Gazette office, we provide to comms for reference in their lines. 

In the NR, not sure why we are now removing the reference to "also known as Salvia" when in fact, that is 
how 99% of the media reports and internet sites refer to it? 

JK 
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hi Christine, 

Re: For approval: Salvia Announcement ~ 
Stephanie Szick to: Christine Roush 

Cathy A Sabiston, Stephanie Chandler, Denis Arsenault, Jocelyn 
Cc: 

Kula, Suzanne Desjardins, CSTD-DGO 
~"_~_,_"~ .,~,." ••.• , .... ~M.· 

2011-02-03 11 :02 AM 

Please see attached -- some v. minor edits overall, with some questions on the media lines and the IYH 
article. 

Please have a look and get back to us with revised/clean docs addressing these questions -- will review 
quickly on this end! 

Please give me a call if any questions. 

Thanks, 

Stephanie Szick 
Director General's Office I Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) / 
Direction des substances contr61ees et de la lutte au tabagisme (DSCL T) 
Health Canada I Sante Canada 
Tei/Tel: (613) 948-8651 

IYH Salvia divinorum v24 CSTD-DG 03-02-11.doc Salvia MLs_CSTD-DG_03-02-11.doc 
~- - -

Salvia NR_CSTD-DG_03-02-11.doc 

Christine Roush Hi Cathy, It's been a long (and windy) road, but t ... 2011-02-0201:11:34 PM 

From: 
To: 
Cc: 

Date: 
Subject: 

Hi Cathy, 

Christine Roush/HC-SC/GC/CA 
Cathy A Sabiston/HC-SC/GC/CA@HWC 
Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC, CSTD-DGO 
2011-02-0201 :11 PM 
For approval: Salvia Announcement 

It's been a long (and windy) road, but finally we have the salvia products below for your approval. They 
have been signed off at the DG level in HPFB by the NHPD, the Inspectorate and Marketed Health 
Products. MO would like the NR issued on February 18th, so hopefully you'll be able to review and 
approve before your upcoming leave. 

5.19(1) 

[attachment "Salvia NR MHPD Revisions 2011 02.02.doc" deleted by Stephanie SzicklHC-SC/GC/CA] 
[attachment "Salvia MLs_Feb2_(clean2) NHPD edit.doc" deleted by Stephanie SzicklHC-SC/GC/CA] 
[attachment "IYH Salvia divinorum_v23 Feb2(clean2).doc" deleted by Stephanie SzicklHC-SC/GC/CAJ 
[attachment "DRAFT Salvia NOLFeb 2 EN.doc" deleted by Stephanie SzicklHC-SC/GC/CA] 

Christine Roush 
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Salvia divinorum 

Issue 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Mari~ __________ -.-· 
pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Certain websites promote the use of S. divinorum as a "legal" alternative to street drugs. 
Recent Canadian surveillance data indicates that Canadian teens and young adults are 
using S. divinorum for its ability to produce hallucinations. Scientific reports also 
suggest that it has the potential for abuse. 

Canadians should not use products containing S. divinorum andlor salvinorin A because 
they are hallucinogenic and little is known about the long-term effects of these substances 
on the brain and body. There is also no way to predict how it will affect you with each 
use. 

In light of this information, Health Canada is proposing to regulate both S. divinorum and 
its main active ingredient salvinorin A under Schedule III to the Controlled Drugs and 
Substances Act (CDSA) in order to protect the health and safety of Canadians, 
particularly youth. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

the potency of the product 
how much is used 
the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 
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how it is taken, for example, whether the product is chewed, swallowed or 
smoked 
the user's mood and expectations 

While scientists know which brain receptors are targeted by the main.~c~j"t!}n~.t:~ie_n~" ____ ------{ Deleted: 
~------------------salvinorin A, very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage 
how it interacts with other substances, including other drugs, natural health 
products and alcohol 
the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain_ Health 
Canada recommends that yoUt'i~()u-'_d_!1()tJU_s~§:_~~l'i~_l?11!_m.)e_~~u_~~_~~ryJ~~~I~_i.s_~J:l~:'YI1 ___ . _----
about the effects it may have on your body and/or brain functions. There is also no way to . 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divinorum 

In Canada 
As S. divinorum is a plant with hallucinogenic properties when consumed by humans, it 
currently meets the definition of a natural health product (NHP) under the Natural Health 
Products Regulations when marketed as a hallucinogen. As of February 2011, Health 
Canada has not authorized for sale any natural health products which contain S. 
divinorum as an ingredient. The sale of unauthorized natural health products containing 
S. divinorum or its main active ingredient salvinorin A may be subject to compliance and 
enforcement action by Health Canada under the Food and Drugs Act. 

While S. divinorum and salvin orin A are not currently regulated under the Controlled 
Drugs and Substances Act (CDSA), Health Canada is now developing a regulatory 
proposal that would add S. divinorum and salvinorin A to Schedule III to the CDSA 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Italy and 
Japan, have placed controls on the import and/or sale of S. divinorum and/or salvinorin A 
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\ . 

In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
andlor import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution. In some states, for example, 
it is illegal for S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

Products that claim to contain S. divinorum or its main active ingredient, salvinorin A are 
widely available on the Internet and are sold in various "head shops" and natural food 

'store~~:rh~ P!<?<fllc_ts _ <lre ~oNi~_ <l}~llI!1lJe!_oU<?~_~! _~n~Jll~lIlg f!~~h_<?! <fri~~Je-,!,,~~! ____________ ---- ---
liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, 1.6% of Canadians aged 15 years and older have reported using S. 
divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in youth 
aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also show 
that 5% of 15 year oids have used S. divinorum in the past year. The 2009 Ontario 
Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students 
in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported using 
this substance in the past year. For more information on these surveys, see the Need More 
Info section below. 

Health Canada's Role 

In light of the health and safety risks associated with the use of S. divinorum and 
particularly the risks to youth. Health Canada is taking steps to regulate S. divinorum and 
salvinorin A as controlled substances. As a first step in this process, Health Canada 

Comment [53]: Is it typical in 
IYH articles to provide 
information on where substances 
are available. where they can be 
bought? Could providing this 
information prompt some to go 
looking? 
NOTE from Cathy: "do we say this 
in IYHs?" 

,publis_h~d~_l!otice.tolflte.r_e~(eclP'(lrti(?s~9I).iIl_~<ln_a<i<l9<lz_e!t~,_Part~~()Il_fe~11l~J)'.L2,. >=D=e=le=t=ed=:=is=su=ed=====< 

2011. In the interim, Health Canada will continue to monitor the sale of unauthorized .. - .. Deleted: 5 

health products that contain S. divinorum or its main active ingredient salvinorin A. It 
will take appropriate action should it become aware of any unauthorized health products 
that may pose a risk to Canadians. 

Need More Info? 

For information on how to submit a consumer or trade complaint about the 
unauthorized sale of health products containing S. divinoru11l please consult the 
following documents: 
ConsUlllers: l1ttp:!Jwww.h~-sc.gc.ca/dhp-lllps/compli-conforrn/prob-report~. 
rapport/gui 44 consumer consommateur cp-pc-eng.php 
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Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divhtorum and Salvin orin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 
U.S. Department of Health & Human Services, National Survev on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8Ihallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.caliyh 

You can also call toll free at 1~866~225-0709 or TTY at 1-800-267-1245* 

Original: 
<©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2010 
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PACCB IYH ~ Lisa Mackay: 613-954-0105 - Lisa.MackaV@hc-sc,gc,ca 
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Contacts: HECSB: Jocelyn Kula, Stephanie Chandler, Suzanne Desjardin, Denis 
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Collins 
HPFB-MHPD: Scott Jordan, Robert Leitch, Mano Murty, Shahid Perwaiz 
HPFBI : Collin Pinto 
HPFB comms: Elizabeth Keeping, Blossom Leung 

002610 



DRAFT 
0110212011 

Media Lines 
Salvia divinorum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divino rum and its main active ingredient salvin orin A 
should be regulated under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. A Notice to Interested 
Parties outlining Health Canada's proposal to regulate this substance will be published in 
Canada Gazette, Part I, on February 19,2011. (www.gazette.gc.ca) 

Key Messages: 

After reviewing available information and reports that suggest this substance has 
the potential for abuse, especially among young people, Health Canada is 
proposing to regulate both Salvia divinorum and its main active ingredient 
salvinorin A as controlled substances. 

The Government of Canada is taking these steps in order to protect the health and 
safety of Canadians, particularly youth, from thl\R~!~~~j~Hy.h-~~fl!L~Jf~(;~~gLh ___ -------{ Deleted: ir 

~----------------~ 
these substances. 

Canadians should not use products containing Salvia divinorum and/or salvinorin 
A because they are hallucinogenic and little is known about the long-term effects 
of these substances on the brain and body. 

The inclusion of Salvia divinorum and salvinorin A in Schedule III to the 
Controlled Drugs and Substances Act .. \\::i.ILI.l1:~~e_p~s_~~_~~j~~!_!!'l:m~1.<.il?gL __________ -------{Deleted: CPSA 

importation, exportation, and production (or cultivation) illegal unless authorized 
by regulation. 

Supplementary Messages: 

Though it is a hallucinogen, the plant Salvia divinorum is not currently regulated 
under the CDSA. At the present time, products containing Salvia divinorum that 
indicate its hallucinogenic properties would meet the definition of a natural health 
product (NHP) under the Natural Health Products Regulations. 

To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 
natural health products containing Salvia divinorum or its active ingredient 
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salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Questions and Answers: 

Ql - What is involved in regulating Salvia divinorum as a controlled substance and 
what stage is it at? 

At - Health Canada considers several factors in determining whether regulation of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against the aforementioned factors and proposes to include both substances in Schedule 
III to the CDSA. The first step in the process of regulating a substance under the CDSA 
is the publication of a Notice to Interested Parties (NOI) in Canada Gazette, Part 1. Any 
comments received will be considered during the preparation of a regulatory proposal. 
There will be additional opportunities for comment as the federal regulatory process 
progresses. 

The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current misconception that these substances are a safe alternative to other 
illegal drugs. Furthermore, the scheduling will also enable law enforcement agencies to 
take action against suspected illegal activities involving these substances. 

Q2 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are 
these substances regulated in other countries? 

A2 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, there is no requirement for them to be regulated as 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. 
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The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
Finland, Gem1any, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some 
individual U.S. states have implemented laws restricting their use, sale and/or 
distribution. 

Q3 - Is there any research on the use of Salvia divinorum in Canada? 

A3 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, 1.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

Q4 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why is it not controlled under the Controlled Drugs and Substances Act? 

A4 - The move to regulate Salvia divino rum and salvinorin A as controlled substances is 
based on surveillance data from surveys such as the Canadian Alcohol and Drug Use 
Monitoring Survey (CADUMS), Youth Smoking Survey (YSS) and the Ontario Student 
Drug Use and Health Survey (OSDUHS), some of which only became available in 2010. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it currently 
meets the definition of a natural health product under the Natural Health Products 
Regulations (NHPR) when marketed as a hallucinogen. The sale of unauthorized natUral 
health products may be subject to compliance and enforcement action in accordance with 
the Food and Drugs Act and its associated regulations. 

Q5 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 

AS - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Currently, however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
action by Health Canada. For more information on how to submit a consumer complaint 
about the unauthorized sale of drugs containing Salvia divinorum and/or salvinorin A, 
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visit: www.hc-sc.gc.ca/dhp-mps/compli-conform/prob-report
rapport/gui 44 consumer consommateur cp-pc-eng.php. 
Please confirm -- Has HPFB approved this reply and this link - is it correct? The 
Approved By: listing on page 5 indicates HPFB approvals are pending, with the 
exception of Robin MarIes in NHPD. 

Q6 - Has Health Canada issued any kind of warning to Canadians about Salvia 
divinorum? 

A6 - Health Canada has developed an It's Your Health article about Salvia divinorum to 
help infonn the general public about the risks associated with the use of this plant. The 
article can be found on the Health Canada website at: (link to come) 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Some street names for 
S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska pastora, 

~iviner' ~ _s~ge,.lTI_ag!~ _Il1i.I1!,J{l:lff,j~c~~s~sp'e_~iaJ'~l1<l_s~lv_i~: JtsJt;?~yt;?s _a~~_~h-~~_e<l_~r ___ _ 
smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
tenn memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. Salvia divinorum is widely advertised and promoted on the 
Internet and sold in various alternative lifestyle stores as a "legal" alternative to street 
drugs. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 
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• the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• use of Salvia divinorum was significantly higher in males than in females (6.2% 

vs. 2.3%) in 2009. 
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Healtlt Call ada 201 I-XX 

The Government of Canada Proposes to Regulate Salvia Divinorum and 
Salvinorin A as Controlled Substances 

February .!l~JO_~~ ________________________ n ___________ n _________________________________________________________________ -------{~De_le_te_d_: 1_8 ____ _____ 

For immediate release 

OTT A W A - Today, the Honourable Leona Aglukkaq, Minister of Health announced that 
the Government of Canada intends to regulate Salvia divinorum and salvinorin A,,as ______ n _/ --{ Deleted: also known as Salvia, 

controlled substances. A Notice to Interested Parties outlining Health Canada's proposal 
will be published in Canada Gazette, Part I, on February 19,2011 

"After reviewing Canadian surveillance data and scientific reports that suggest 
this substance has the potential for abuse, especially among young people, we are taking 
these steps to protect the health and safety of Canadians from the potentially harmful 
effects of this substance," said Minister Aglukkaq. "The use of this substance is of 
concern to Health Canada as very little is known about its long-term effects on the brain 
and body," added Aglukkaq. 

The Notice to Interested Parties will propose that Salvia divinorum and its main 
active ingredient salvinorin A be added to Schedule III to the Controlled Drugs and 
Substances Act. This means that activities such as possession, trafficking, importation, 
exportation, and production (or cultivation) will be illegal unless authorized by 
regulation. Regulating Salvia divinorum and salvinorin A~s_~_c~~~r~g~.4.s_11P~_t_~I1~_~_~ig ____ / ---{ Formatted: Font: Not Bold 

also enable law enforcement agencies to take action against suspected illegal activities 
involving th~sllbst~Il'?e~. ___ n ___ nn __ n_n_n_____ ____ .. __ .... __ n ____________ mn___ _ __ - _----{~D_e_le_te_d_: is _____ ~ 

Interested parties are encouraged to submit any comments regarding the Notice to 
Interested Parties by March 14,2011. (www.gazette.gc.ca) 

-30-
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Christine Roush 
Senior Communications Advisorl 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branchl 
Direction gemerale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

Cathy A Sabiston Ok. Going back to my originsal view. Remove th ... 

From: Cathy A Sabiston/HC-SC/GC/CA 

2011-02-03 01 :52:33 PM 

To: Jocelyn Kula/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC 
Cc: 

Date: 

CSTD-DGO, Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, 
Stephanie SzicklHC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 
2011-02-0301 :52 PM 

) 

Subject: Re: For approval: Salvia Announcement 

Ok. Going back to my originsal view. Remove this section svp. 

Jocelyn Kula 

----- Original Message ----
From: Jocelyn Kula 
Sent: 2011-02-03 01:26 PM EST 
To: Christine Roush 
Cc: Cathy A Sabiston; CSTD-DGO; Denis Arsenault; Steppanie Chandler; 

Stephanie Szick; Suzanne Desjardins 
Subject: Re: For approval: Salvia Announcement 

Christine, 

Only to clarify that your statement about where salvia can be sold is not quite right. It is not illegal under 
the FDA to sell salvia in head shops or natural health stores because there are no approved products, it is 
illegal to sell in those establishments when it is specifically sold as a hallucinogen, which is when the 
definition of an NHP comes into play, and the requirement for authorization under the FDA kicks in. 
Technically, someone selling salvia as a herbal incense product in a natural health store would not be 
doing anything illegal. 
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Health Canada 2011-XX 

The Government of Canada Proposes to Regulate Salvia Divinorum and 
Salvinorin A as Controlled Substances 

February 17, 2011 
For immediate release 

OTT A W A - Today, the Honourable Leona Aglukkaq, Minister of Health announced that 
the Government of Canada intends to regulate Salvia divinorum and salvinorin A, also 
known as Salvia, as controlled substances. A Notice to Interested Parties outlining Health 
Canada's proposal will be published in Canada Gazette, Part I, on February 19, 2011 

"After reviewing Canadian surveillance data and scientific reports that suggest 
this substance has the potential for abuse, especially among young people, we are taking 
these steps to protect the health and safety of Canadians from the potentially harmful 
effects of this substance," said Minister Aglukkaq. "The use of this substance is of 
concern to Health Canada as very little is known about its long-term effects on the brain 
and body," added Aglukkaq. 

The Notice to Interested Parties will propose that Salvia divinorum and its main 
active ingredient salvinorin A be added to Schedule III to the Controlled Drugs and 
Substances Act. This means that activities such as possession, trafficking, importation, 
exportation, and production (or cultivation) will be illegal unless authorized by 
regulation. Regulating Salvia divinorum and salvinorin A as a controlled substance will 
also enable law enforcement agencies to take action against suspected illegal activities 
involving these substances. 

Interested parties are encouraged to submit any comments regarding the Notice to 
Interested Parties by March 14, 2011. 

-30-
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Media Lines 
Salvia divinorum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be regulated under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. A Notice to Interested 
Parties outlining Health Canada's proposal to regulate this substance will be published in 
Canada Gazette, Part I, on February 19, 2011. 

Key Messages: 

After reviewing available information and reports that suggest this substance has 
the potential for abuse, especially among young people, Health Canada is 
proposing to regulate both Salvia divinorum and its main active ingredient 
salvinorin A as controlled substances. 

The Government of Canada is taking these steps in order to protect the health and 
safety of Canadians, particularly youth, from the potentially harmful effects of 
these substances. 

Canadians should not use products containing Salvia divinorum and/or salvinorin 
A because they are hallucinogenic and little is known about the long-term effects 
of these substances on the brain and body. 

The inclusion of Salvia divinorum and salvinorin A in Schedule III to the 
Controlled Drugs and Substances Act will make possession, trafficking, 
importation, exportation, and production (or cultivation) illegal unless authorized 
by regulation. 

Supplementary Messages: 

Though it is a hallucinogen, the plant Salvia divinorum is not currently regulated 
under the CDSA. At the present time, products containing Salvia divinorum that 
indicate its hallucinogenic properties would meet the definition of a natural health 
product (NHP) under the Natural Health Products Regulations. 

To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 
natural health products containing Salvia divinorum or its active ingredient 
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salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Questions and Answers: 

Ql - What is involved in regulating Salvia divinorum as a controlled substance and 
what stage is it at? 

Al - Health Canada considers several factors in determining whether regulation of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against the aforementioned factors and proposes to include both substances in Schedule 
III to the CDSA. The first step in the process of regulating a substance under the CDSA 
is the publication of a Notice to Interested Parties (NOI) in Canada Gazette, Part I. Any 
comments received will be considered during the preparation of a regulatory proposal. 
There will be additional opportunities for comment as the federal regulatory process 
progresses. 

The regulation of these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of SalVia divinorum and salvinorin A will also 
eliminate the current misconception that these substances are a safe alternative to other 
illegal drugs. Furthermore, the scheduling will also enable law enforcement agencies to 
take action against suspected illegal activities involving these substances. 

Q2 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are 
these substances regulated in other countries? 

A2 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, there is no requirement for them to be regulated as 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
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Finland, Gennany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some 
individual U.S. states have implemented laws restricting their use, sale and/or 
distribution. 

Q3 - Is there any research on the use of Salvia divinorum in Canada? 

A3 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, 1.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

Q4 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum, why is it not controlled under the Controlled Drugs and Substances Act? 

A4 - The move to regulate Salvia divino rum and salvinorin A as controlled substances is 
based on surveillance data from surveys such as the Canadian Alcohol and Drug Use 
Monitoring Survey (CADUMS), Youth Smoking Survey (YSS) and the Ontario Student 
Drug Use and Health Survey (OSDUHS), some of which only became available in 2010. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it currently 
meets the definition of a natural health product under the Natural Health Products 
Regulations (NHPR) when marketed as a hallucinogen. The sale of unauthorized natural 
health products may be subject to compliance and enforcement action in accordance with 
the Food and Drugs Act and its associated regulations. 

Q5 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 

A5 - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Currently, however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
action by Health Canada. For more infonnation on how to submit a consumer complaint 
about the unauthorized sale of drugs containing Salvia divinorum and/or salvinorin A, 
visit: www.hc-sc.gc.ca/dhp-mps/compli-conform/prob-report-
rapport/gui 44 consumer consommateur cp-pc-eng.php. 
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Please confirm -- Has HPFB approved this reply and this link - is it correct? The 
Approved By: listing on page 5 indicates HPFB approvals are pending, with the 
exception of Robin Maries in NHPD. All three DGs in HPFB have signed off: 
Diana Dowthwaite, DO, HPFB, Sharon Mullin, Director, Compliance and Enforcement 
Coordination, HPFB, Robin MarIes, Director, Bureau of Clinical Trials, NHPD 

Q6 - Has Health Canada issued any kind of warning to Canadians about Salvia 
tlivinorum? 

A6 - Health Canada has developed an It's Your Health article about Salvia divinorum to 
help inform the general public about the risks associated with the use of this plant. The 
article can be found on the Health Canada website at: (link to come) 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Some street names for 
S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska pastora, 
diviner's sage, magic mint, puff, incense special, and salvia. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short-acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divino rum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 

• the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 
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Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• use of Salvia divinorum was significantly higher in males than in females (6.2% 

vs. 2.3%) in 2009. 

Prepared by: Stephanie Chandler and Denis Arsenault, OCS, CSTD 
Reviewed and revised by: Christine Roush, Senior Communications 
Advisor, HECS, Communications 

Approved by: 
Jocelyn Kula, AlDirector, OCS, CSTD, HECS (Jan 19,2011 and Jan 27, 2011) 
Suzanne Desjardins, Director, ODARS, CSTD, HECS (Approved Jan 20,2011) 
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Salvia divinorum 

Issue 

Salvia divinorum (s. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Mari~ __ ----
pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvi~.::::-----

Comment [51]: Q From Cathy 
- Should this info. be in the media 
lines - as a Q&A? 

Certain websites promote the use of S. divinorum as a "legal" alternative to street drugs. 
Recent Canadian surveillance data indicates that Canadian teens and young adults are 
using S. divinorum for its ability to produce hallucinations. Scientific reports also 
suggest that it has the potential for abuse. 

Canadians should not use products containing S. divinorum and/or salvinorin A because 
they are hallucinogenic and little is known about the long-term effects of these substances 
on the brain and body. There is also no way to predict how it will affect you with each 
use. 

In light of this information, Health Canada is proposing to regulate both S. divinorum and 
its main active ingredient salvinorin A under Schedule III to the Controlled Drugs and 
Substances Act (CDSA) in order to protect the health and safety of Canadians, 
particularly youth. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

the potency of the product 
how much is used 
the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 
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how it is taken, for example, whether the product is chewed, swallowed or 
smoked 
the user's mood and expectations 

While scientists know which brain receptors are targeted by the main active ingredient, 
salvinorin A, very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage 
how it interacts with other substances, including other drugs, natural health 
products and alcohol 
the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you should not use S. divinorum because very little is known 
about the effects it may have on your body and/or brain functions. There is also no way to 
predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divino rum 

In Canada 
As S. divinorum is a plant with hallucinogenic properties when consumed by humans, it 
currently meets the definition of a natural health product (NHP) under the Natural Health 
Products Regulations when marketed as a hallucinogen. As of February 2011, Health 
Canada has not authorized for sale any natural health products which contain S. 
divinorum as an ingredient. The sale of unauthorized natural health products containing 
S. divinorum or its main active ingredient salvinorin A may be subject to compliance and 
enforcement action by Health Canada under the Food and Drugs Act. 

While S. divinorum and salvinorin A are not currently regulated under the Controlled 
Drugs and Substances Act (CDSA), Health Canada is now developing a regulatory 
proposal that would add S. divinorum and salvinorin A to Schedule III to the CDSA. 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Italy and 
Japan, have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 
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In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution. In some states, for example, 
it is illegal for S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

The products are sold in a number of forms, including fresh or dried leaves, liquids or 
seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, 1.6% of Canadians aged 15 years and older have reported using S. 
divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in youth 
aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also show 
that 5% of 15 year olds have used S. divinorum in the past year. The 2009 Ontario 
Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students 
in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported using 
this substance in the past year. For more information on these surveys, see the Need More 
Info section below. 

Health Canada's Role 

In light of the health and safety risks associated with the use of S. divinorum and 
particularly the risks to youth, Health Canada is taking steps to regulate S. divinorum and 
salvinorin A as controlled substances. As a first step in this process, Health Canada 
published a Notice to Interested Parties (NO!) in Canada Gazette, Part Lon February 19, 
2011. In the interim, Health Canada will continue to monitor the sale of unauthorized 
health products that contain S. divinorum or its main active ingredient salvinorin A. It 
will take appropriate action should it become aware of any unauthorized health products 
that may pose a risk to Canadians. 

Need More Info? 

For information on how to submit a consumer or trade complaint about the 
unauthorized sale of health products containing S. divinorum please consult the 
following documents: 
Consumers: http://www.hc-sc.gc.caldhp-mps/compli-confonn/prob-report
rapport/gui 44 consumer consommateur cp-pc-eng.php 
Trade: http://www.hc-sc.gc.ca/dhp-mps/compli-confonn/prob-report
rapport/gui 38 trade-industrie cp-pc-eng.php. Or contact the Health Products 
and Food Branch Inspectorate directly by calling toll-free 1-800-267-9675. 
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You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 
Report online at the MedEflect™ Canada website at: http://www.hc-sc.gc.ca/dhp
mps/medefflindex -eng. php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEfJect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at: http://www.hc
sc.gc.caldhp-mps/medefflreport-declarationlar-ei_form-eng.php 

For information about the Government of Canada's National Anti-Drug Strategy. 
go to: www.nationalantidrugstrategy.gc.ca/ 
The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager, at: www.hc-sc.gc.ca/hc-ps/pubs/adp
apdltalk-aborder/index -eng. php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.html 
Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.ca/hc-ps/ drugs-drogues/youth -jeunes/ facts
faitslindex -eng. php 

Information on natural health products and the Natural Health Products 
Regulations can be found at: www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterIoo.calindex.cfm?section=5&page=288 
The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/statlindex-eng.php 
The 2009 Ontario Student Drug Use and Health Survey, at: 
http://www.camh.netlNews _ eventslNews _releases_and _media_advisories _and _ b 
ackgrounders/osduhs2009 _ advisory.html 

Additional Resources: 
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U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divitlOrum and Salvin orin A at: 
www.deadiversion.usdoLgov/drugsconcern/salviad/salviad.htm 
U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2k8/hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.ca/iyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245 * 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its main active ingredient 
salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). Stakeholders 
may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short and long-term in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs.! Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, with a much higher rate of 
use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth Smoking 
Survey also show that 5% of 15 year olds have used S. divinorum in the past year. Moreover, the 
2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported 
using this substance in the past year. Because its psychoactive effects resemble those of other 
substances included in Schedule III to the CDSA such as lysergic acid diethylamide (LSD) and 
psilocybin, Health Canada is concerned that the ready availability and use of S. divinorum poses 
a risk to the health and safety of Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39( 10): 1634-9. 
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Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The regulation of S. divinorum and 
salvinorin A under the CDSA will also enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
infonnation from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in detennining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS _Policy_and _Regulatory _ Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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... 

Re: For approval: Salvia Announcement ~ 
Cathy A Sabiston to: Christine Roush 
C . CSTD-DGO, Denis Arsenault, Jocelyn Kula, Stephanie Chandler, 

c. Stephanie Szick, Suzanne Desjardins 
This message is di9itally signed. 

approved thank you 

Cathy Sabiston 
Director General I Directrice generale 
Controlled Substances & Tobacco Directorate (CSTD) 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada I Sante Canada 
Tel: (613) 941-1977 Fax: (613) 954-2288 
E-maillcourriel:cathy.a.sabiston@hc-sc.gc.ca 
Website/Site web: www.hc-sc.gc.ca 

Christine Roush OK - one more time, for your approval.. .. Christi. .. 

From: Christine Roush/HC-SC/GC/CA 
To: Cathy A Sabiston/HC-SC/GC/CA@HWC 

2011-02-03 02:39 PM 

2011-02-03 02:38: 17 PM 

Cc: CSTD-DGO, Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, 
Stephanie Chandler/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC 

Date: 2011-02-0302:38 PM 
Subject: Re: For approval: Salvia Announcement 

OK - one more time, for your approvaL ... 

[attachment "Salvia NR_CSTD-DG_03-02-11.doc" deleted by Cathy A Sabiston/HC-SC/GC/CA] 
[attachment "Salvia MLs_CSTD-DG_03-02-11.doc" deleted by Cathy A Sabiston/HC-SC/GC/CA] 
(attachment "IYH Salvia divinoruffi_v24_CSTD-DG_03-02-11.doc" deleted by Cathy A 
Sabiston/HC-SC/GC/CA] [attachment "DRAFT Salvia NOt_Feb 3 EN.doc" deleted by Cathy A 
Sabiston/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction genera Ie des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

Cathy A Sabiston 
Jocelyn Kula 

Ok. GOing back to my originsal view. Remove th ... 

----- Original Message ----
From: Jocelyn Kula 
Sent: 2011-02-03 01:26 PM EST 
To: Christine Roush 

2011-02-03 01 :52:33 PM 

ee: Cathy A Sabistoni CSTD-DGOi Denis Arsenault; Stephanie Chandler; 
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Re: Salvia Retailers ~ 
Lisa Marie NG to: Stephanie Chandler 

Ok, so more like this: 

Canadian Health Food Association 
Toronto, ON 
www.chfa.ca 

Canadian Natural Health Association 
North York, ON 

Natural Health Practitioners of Canada Association 
Edmonton, AB 
www.nhpcanada.org 

Stephanie Chandler Hi Lisa Marie, Yes these are the sort of stores ... 

From: 
To: 
Date: . 
Subject: 

Hi Lisa Marie, 

Stephanie Chandler/HC-SC/GC/CA 
Lisa Marie NG/HC-SC/GC/CA@HWC 
2011-02-0303:29 PM 
Re: Salvia Retailers 

2011-02-0303:42 PM 

2011-02-0303:29:22 PM 

Yes these are the sort of stores we are interested in, but because it would be impossible to find the names 
of all the stores in Canada (and it might be perceived as unfair to contact some and not others), we were 
hoping to find a central association or group which many would belong to. But I have a feeling such an 
association doesn't exist... If you can't find any, I'll talk to Denis and see what he thinks about targeting 
specific shops like the ones you listed below. 

Stephanie 

Lisa Marie NG Hi Stephanie, Is this what you had in mind? If s ... 2011-02-03 03:23:05 PM 
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Re: Fw: For approval: Salvia Announcement [} 
Denis Arsenault to: Stephanie Chandler 

Can we talk about this tomorrow morning? 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques n§glementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 

Stephanie Chandler Hi Denis, I have one comment with regards to t... 

From: 
To: 
Date: 
Subject: 

Hi Denis, 

Stephanie Chandler/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-02-0201 :44 PM 
Fw: For approval: Salvia Announcement 

2011-02-0305:11 PM 

2011-02-02 01 :44:03 PM 

I have one comment with regards to the NOI. It has been revised to state that "effects are reported to be 
short and long-term in nature". According to the lAS (which both ODARS and HPFB have reviewed), 
there has only been one reported case of deja-vu after using Salvia which could possibly be considered a 
long-term effect. Besides that we have no other info about long-term effects, so I don't think its strictly true 
to suggests that there are long-term effects given the available scientific info. We also state in the MLs 
and IYH that very little is known about its long-term effects. It was also never our intention to have HPFB 
review the NOI, so I suggest we leave the NOI as is. 

Besides that, the NR, MLs and IYH look fine to me. 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-02-02 01 :31 PM -----

From: Christine Roush/HC-SC/GC/CA 
To: Cathy A Sabiston/HC-SC/GC/CA@HWC 
Cc: Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn 
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Hi Jocelyn, 

Fw: Update - Events in February 
Denis Arsenault to: Jocelyn Kula 
Cc: Stephanie Chandler 

2011-02-0305:16 PM 

Further to my previous email, Stephanie has pointed out to me that the signed version of the NOI contains 
the version of the PRAD email account address with the underscores. Given that both versions of the 
PRAD address function, I suggest we stick with the underscore version for the purposes of the NOI. 

Also, for the list of stakeholders, Stephanie clarified for me that we never did receive any 
names/suggestions from HPFB. Apparently, they are unable to extract info their database(s) in manner 
where they could simply give us contacts interested in salvia! As a result, once the NOI goes out, they will 
send a message to this effect themselves through their database. 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2011-02-03 05:06 PM -----

From: 
To: 
Date: 
Subject: 

Hi Jocelyn, 

Denis ArsenaultlHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
2011-02-0210:48 AM 
Re: Fw: Update - Events in February 

For the PRAD email account, while the old format with the underscores still seems to function, the address 
also functions with the underscores replaced by periods. For the sake of consistency, we will use the 
period format. 

We will explore asap whether there are any associations for natural food stores or alternative lifestyle 
shops that could be added to the list of stakeholders. 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur : (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
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Jocelyn Kula 

From: 
To: 
Date: 
Subject: 

two comments: 

two comments: do we not need to update the P ... 

Jocelyn Kula/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-02-0210:19 AM 
Re: Fw: Update - Events in February 

2011-02-0210:19:51 AM 

do we not need to update the PRAD email address to have "."s in it rather than "_"s in it? 

for the list of stakeholders, what about looking for an association of natural health food stores (I doubt 
there is an association for head shops), or an association for alternative life style stores ........ just that 
retailers are who are most likely to be impacted .... 

JK 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Denis Arsenault Hi Jocelyn, As requested. 

From: 
To: 
Date: 
Subject: 

Hi Jocelyn, 

As requested. 

Denis ArsenaultlHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
2011-02-01 02:49 PM 
Re: Fw: Update - Events in February 

2011-02-01 02:49:54 PM 

[attachment "Stakeholder notification of NOI Jan 28 2011 EN.wpd" deleted by Denis 
ArsenaultlHC-SC/GC/CAj [attachment "List of Salvia Stakeholders v.2.doc" deleted by Denis 
ArsenaultlHC-SC/GC/CA] 

Denis 

Denis Arsenault, NManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I TelEkopieur : (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 

Jocelyn Kula great. can I please see email text and list of stak ... 2011-02-01 02:20:33 PM 
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From: 
To: 
Date: 
Subject: 

Jocelyn Kula/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-02-01 02:20 PM 
Re: Fw: Update - Events in February 

great. can I please see email text and list of stakeholders it is going to .... 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Denis Arsenault Hi Jocelyn, For publication on February 19, we ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Denis ArsenaultlHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-02-01 02:11 PM 
Re: Fw: Update - Events in February 

2011-02-0102:11:13 PM 

For publication on February 19, we need to have the package delivered to Canada Gazette by noon on 
Friday, February 11. While the copies of the NOI that Cathy Signed are dated January 28, these probably 
don't need to be re-signed (to be confirmed with Stephanie) as it is the covering letter to Canada Gazette 
that indicates the date on which we want the NOI published. 

Unlike the NOI, the covering letter would be signed by yourself and can thus be easily amended here in 
OCS to reflect the new target date of February 19. 

As for the list of stakeholders, Stephanie submitted to me a final list of stakeholders which I approved with 
a few minor modifications. The actual message we would send up is approved and ready to go. 

I will work with Carmen to set-up a bilat. 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
Tel/Tel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 

Jocelyn Kula so when do we have to have our package with t... 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Denis ArsenaultlHC-SC/GC/CA@HWC 

2011-02-01 10:07:43 AM 
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Re: Salvia NR, MLs, NOI and IYH article - DLSU input Gil 
Christine Roush to: Jocelyn Kula 
Cc: Denis Arsenault, Stephanie Chandler 

2011-02-0307:09 PM 

Jocelvn - I read throuah the comments and don't think Cathv needs to approve aaain - '111111111111111111111111111111111111111111111111111111111111111111111111111111111111111111 

Once HPFB sorts through this seemingly 
unanswerable question, then we can provide Cathy with a copy of the revised docs as an fyi only. I don't 
see that Chantale's suggested changes are controversial and if you agree with them pis let me know if you 
want me to make the changes or Stephanie C. I will send the comments below to my comms colleague in 
HPFB and ask her to follow up with her client. 
I hope the end is in sight on this soon. I feel we have been going in circles on the NHP issue too long. 
Christine 

Jocelyn Kula 

----- Original Message ----
From: Jocelyn Kula 
Sent: 2011-02-03 05:37 PM EST 
To: Christine Roush 
Cc: Denis Arsenault; Stephanie Chandler 
Subject: Fw: 

Just got this. I see that some changes are required, but am not sure at this point if they have to go back 
through Cathy or not. Perhaps you can read through and let me know what you think .... 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-02-03 05:31 PM -----

From: Sherrey Collier/HC-SC/GC/CA 
To: Elizabeth Keeping/HC-SC/GC/CA@HWC 
Cc: 

Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Diane Labelle/HC-SC/GC/CA@HWC, Chantal 
Trepanier/HC-SC/GC/CA@HWC, Nancy Othmer/HC-SC/GC/CA@HWC 
2011-02-0305:05 PM 

Subject: 

Solicitor-Client Privilege/Protected 
Secret professionnel de l'avocatiProtege 

Hi Beth, 
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Pis call if you'd like to discuss, thanks. 

Sherrey Collier 

Legal Counsel/ Conseillere juridique 
Department of Justice / Ministere de la Justice 
Health Canada Legal Services / Services juridiques - Sante Canada 
tel: 613-941-8053 
fax: 613-954-9485 
e-mail: sherrey.collier@hc-sc.gc.ca 

Solicitor-Client Privilege/Protected 
Secret professionnel de l'avocatlProtege 
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Chantal 
TelfTel: 613 946-5682 
Telec/Fax: 613 954-9485 

Solicitor-Client Privilege/Protected 
This message is intended for the use of the individual or entity to which it is addressed and may contain 
information that is privileged or confidential and exempt from disclosure under applicable law. 
Unauthorized disclosure, copying or re-transmission is prohibited. Modification of the transmission is 
prohibited. If you have received this transmission in error, please notify me immediately by sending me a 
return e-mail copy. Then, delete the original message. Thank you. 

Secret professionnel de l'avocatiProtege 
Cette communication est exclusivement destinee a I'individu ou I'entite a qui elle est adressee. Elle peut 
contenir de I'information privilegiee, confidentielle et ne pouvant etre divulguee selon la loi applicable a 
I'espece. Toute divulgation non-autorisee est defendue. Toute copie non-autorisee ou re-transmission 
non-autorisee de ce message sont defendues. Si vous avez reGu cette communication par erreur, veuillez 
m'en aviser immediatement par retour de courriel. Puis, supprimez Ie courriel re<;:u. Merci 
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----- Forwarded by Sherrey Collier/HC-SC/GC/CA on 03/0212011 12:39 PM ----

Sherrey 
Collier/HC-SC/GC/CA 

03/02/2011 10:45 AM 

Barbara Ursel/HC-SC/GC/CA 

Nancy Othmer/HC-SC/GC/CA 

Nancy 
Othmer/HC-SC/GC/CA 

03/0212011 10:20 AM 

Elizabeth Keeping 

----- Original Message -----
From: Elizabeth Keeping 

To Barbara Ursel/HC-SC/GC/CA@HWC 

cc "Barbara Ursel" <Barbara_Ursel@hc-sc.gc.ca>, Diane 
Labelle/HC-SC/GC/CA@HWC, "Jana Dinelle" 
<Jana_Dinelle@hc-sc.gc.ca>, Nancy 
Othmer/HC-SC/GC/CA@HWC, Paula 
Fewer/HC-SC/GC/CA@HWC 

Subject Re: Fw: FOR APPROVAL: Salvia NR, MLs, NOI and IYH 
article~ 

To "Barbara Ursel" <Barbara_Ursel@hc-sc.gc.ca> 

cc "Jana Dinelle" <Jana_Dinelle@hc-sc.gc.ca> 

Subject Fw: FOR APPROVAL: Salvia NR, MLs, NOI and IYH article 

Sent: 2011-02-03 10:13 AM EST 
To: Nancy Othmer 
Cc: David Gotlieb 
Subject: Fw: FOR APPROVAL: Salvia NR, MLs, NOI and IYH article 

Hi Nancy, 

The attached documents require legal review/approval as soon as possible. 

I'm not sure if you're the correct person - if not, would you be able to pass along and let me know? 

Thanks much, 
Beth 

----- Forwarded by Elizabeth Keeping/HC-SC/GC/CA on 2011-02-03 10: 11 AM -----

From: Christine Roush/HC-SC/GC/CA 
To: Elizabeth Keeping/HC-SC/GC/CA@HWC 
Date: 2011-02-02 12:02 PM 
Subject: Re: Fw: FOR APPROVAL: Salvia NR, MLs, NOI and IYH article 
--~-------------------------------------------------------------------------.-.-.--... --------
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[attachment "DRAFT Salvia NOI_Feb 2 EN.doc" deleted by Christine Roush/HC-SC/GC/CA] 
[attachment "Salvia NR MHPD Revisions 2011 02.02.doc" deleted by Christine Roush/HC-SC/GC/CA] 
[attachment "Salvia MLs_Feb2_(clean) NHPD edit.doc" deleted by Christine Roush/HC-SC/GC/CA] 
[attachment "IYH Salvia divinorum_v23 Feb2(clean).doc" deleted by Christine Roush/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisorl 
Conseillt3re principale en communications 
Public Affairs, Consultation and Communications Branchl 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
Telffel : (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

Elizabeth Keeping Here's the approvals (and comments, if any) fro ... 

From: Elizabeth Keeping/HC-SC/GC/CA 

2011-02-02 11: 18:23 AM 

To: 
Date: 

"Senior Communications Advisor Christine Roush" <christine.roush@hc-sc.gc.ca> 
2011-02-0211 :18 AM 

Subject: Fw: FOR APPROVAL: Salvia NR, MLs, NOI and IYH article 

Here's the approvals (and comments, if any) from Inspectorate. 
I'm just on BB today, so can't review them. 
B 

Diane Marcheterre 

----- Original Message -----
From: Diane Marcheterre 
Sent: 2011-02-02 11:15 AM EST 
To: Elizabeth Keeping 
Cc: Aldege Bellefeuille; Laura Francis-Lamb; Ian Grimwood; Chantal 

Ricard-Lacroix; Brenda Lajeunesse; Sharon Mullin; Diana Dowthwaite 
Subject: Fw: FOR APPROVAL: Salvia NR, MLs, NOI and IYH article 

Director Sharon Mullin and DG Diana Dowthwaith Approved 

Diane Marcheterre 
Executive Assistant 
Compliance and Enforcement Coordination Division 
Tel: 613-952-5756 
Fax: 613-952-9805 

----- Forwarded by Diane Marcheterre/HC-SC/GC/CA on 2011-02-02 11: 11 AM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Ian Grimwood/HC-SC/GC/CA 
Sharon Mullin/HC-SC/GC/CA@HWC 
Diane Marcheterre/HC-SC/GC/CA@HWC 
2011-02-01 12:22 PM 
Fw: FOR APPROVAL: Salvia NR, MLs, NOI and IYH article 

As requested incorporated the specific changes .. 
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Here are the general comments: 
• Dates of posting NOI need to be confirmed and made consistent through out all documents. 

[attachment "DRAFT Salvia NOI_Jan 25 EN (DCVI comments).wpd" deleted by Christine 
Roush/HC-SC/GC/CA] [attachment "IYH Salvia divinorum_v19 Jan 27 (DCVIU Comments).doc" deleted 
by Christine Roush/HC-SC/GC/CA] [attachment "Salvia NR_Jan 27 _OCS (clean) (DCVI comments).doc" 
deleted by Christine Roush/HC-SC/GC/CA] [attachment "Salvia MLs_Jan27 _OCS(clean) (DCVI 
Comments).doc" deleted by Christine Roush/HC-SC/GC/CA] 
Ian Grimwood 
a/Manager / i/Gestionnaire 
Drug Compliance Verification & Investigation Unit! Enquete et verification de conformite des drogues 
Inspectorate / Inspectorat 
Health Products and Food Branch I Direction generale des produits de sante et des aliments 
Tel:(613)952-9906 
Fax:(613)946-5636 

---- Forwarded by Ian Grimwood/HC-SC/GC/CA on 2011-02-01 11 :43 AM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Ian Grimwood/HC-SC/GC/CA 
Sharon Mullin/HC-SC/GC/CA@HWC 
Diane Marcheterre/HC-SC/GC/CA@HWC 
2011-01-3006:14 PM 
Fw: FOR APPROVAL: Salvia NR, MLs, NOI and IYH article 

For DIR approval, 

I have review the documents and Collin's comments and approve. 

General Comment 
• Dates to posting NOI need to be confirmed and made consistent through out all documents. 

IYH Article 

• Statement under "Minimizing your Risk"of "Just because a drug is plant-based or "natural", 
does not mean that it is safe." needs to be run by NHPD as not sure this is consistent with 
they wording .. " 

• Statement of Legal Status need to confirm date with NHPD. 
• Under the sentence about compliance actions should mention NHPRs in addition to FDA. 
• Under "Need More Info" - complaints about unauthorised sale cannot be "made" to the link. That link 

goes to consumer complaints doc. Wording should say something like "information on how to submit 
a complaint about the unauthorized sale of .... can be found at: link" 

NOI Document 
• In paragraph 2 may want to explicitly say "short and long term" for the health risks? 

ML 
• Propose the first Supplemental message be reworded to : 

The plant Salvia divinorum is not currently regulated under the CDSA despite being a 
hallucinogen. Currently products containing Salvia divinorum that indicate its 
halocogenic properties would meet the definition of a natural health product (NHP) under 
the Natural Health Products Regulations. 

• I also agree with Collin and Dina that using the word illegal in Q4 is misleading .. 

NR 
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• I agree with Collin for consistency sake. 

Ian Grimwood 
a/Manager / ilGestionnaire 
Drug Compliance Verification & Investigation Unit! Enquete et verification de conformite des drogues 
Inspectorate / Inspectorat 
Health Products and Food Branch / Direction generale des produits de sante et des aliments 
Tel:(613)952-9906 
Fax:(613)946-5636 

----- Forwarded by Ian Grimwood/HC-SC/GC/CA on 2011-01-30 05:35 PM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Collin Pinto/HC-SC/GC/CA 
Ian Grimwood/HC-SC/GC/CA@HWC 
Diane Marcheterre/HC-SC/GC/CA@HWC 
2011-01-2912:25 AM 
Re: Fw: FOR APPROVAL: Salvia NR, MLs, NOI and IYH article 

Draft NOI - looks fine 

MLs - agree with suggested wording in first comment under "Key Messages". Maybe it's getting late but 
the first bullet under "supplementary messages" seems confusing. Also, I do not like the wording at the 
end of question 4 - " .. ,why isn't it illegal" - this was my comment from last week. Fact is, it is a 
contravention to sell if unauthorised (i.e. no NPN) and no salvia product has ever been issued an NPN. 
Not sure why we are saying "why isn't it illegal" in the question when all salvia products essentially are. 

Salvia News Release - see second last para - minor but may want to include "(or cultivation)" next to 
production as this is how it is written in the draft NOI. Otherwise looks fine. 

IYH Article - will need to confirm dates for official NOI align with one another in all of these documents: 
IYH say.s Feb 5 and NR says Feb 12. Also, under "Need More Info" - complaints about unauthorized sale 
cannot be "made" to the link. That link goes to consumer complaints doc. Wording should say something 
like "information on how to submit a complaint about the unauthorized sale of .... can be found at: link" 

Diane Marcheterre Hi just before you go far far away : ( 2011-01-28 01 :26:01 PM 
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FYI 

Fw: Salvia NR, MLs, NOI and IYH article - DLSU input 
Christine Roush to: Stephanie Chandler 
Cc: Denis Arsenault 

Christine Roush 
Senior Communications Advisorl 

From: 
To: 
Date: 
Subject: 

Christine Roush/HC-SC/GC/CA 
Suzanne Desjardins/HC-SC/GC/CA@HWC 
2011-02-0410:41 AM 
Fw: Salvia NR. MLs. NOI and IYH article - DLSU input 

2011-02-04 10:42 AM 

Hi Suzanne - can you please see the comments below from Sherrey Collier. Legal Counsel for HPFB on 
the inconsistency in the way we refer to the effects of Salvia in these documents. Can you please let me 
know how you would like to revise the documents so we are being consistent in our messaging about the 
effects of Salvia. The package has already been approved by Cathy. and the three DGs in HPFB. so we 
will provide a copy to her again as an FYI only. Jocelyn's group is making the required changes to the NOI 
and will have Cathy re-approve this document. The NHPD has approved the deletion of the hallucinogenic 
phrase below in Sherrey's email. thx. 

Christine Roush 
Senior Communications Advisor! 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC 
Cc: 
Date: 

Denis ArsenauIVHC-SC/GC/CA@HWC. stephanie.chandler@hc-sc.gc.ca 
2011-02-0305:37 PM 

Subject: Fw: Salvia NR. MLs. NOI and IYH article - DLSU input 

Just got this. I see that some changes are required. but am not sure at this pOint if they have to go back 
through Cathy or not. Perhaps you can read through and let me know what you think .... 

JK 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-02-03 05:31 PM -----

From: 
To: 
Cc: 

Date: 
Subject: 

Sherrey Collier/HC-SC/GC/CA 
Elizabeth Keeping/HC-SC/GC/CA@HWC 
Jocelyn Kula/HC-SC/GC/CA@HWC. Diane Labelle/HC-SC/GC/CA@HWC. Chantal 
Trepanier/HC-SC/GC/CA@HWC, Nancy Othmer/HC-SC/GC/CA@HWC 
2011-02-03 05:05 PM 
Salvia NR, MLs. NOI and IYH article - DLSU input 
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Fw: Salvia NR, MLs, NOI and IYH article - DLSU input 
Denis Arsenault to: Jocelyn Kula 
Cc: Stephanie Chandler 

'"~'~""",·,.~,,"~_"'.'_',"""'~"""'·,.m,"~'" 

We are revising the NOI now - you should get it from Stephanie any minute. 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur : (613) 946-4224 
E-MaiIiCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2011-02-0410:45 AM -----

From: 
To: 
Cc: 

Date: 
Subject: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
"Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Stephanie Chandler" 
<stephanie.chandler@hc-sc.gc.ca> 
2011-02-0410:33 AM 
Re: Fw: Fw: Salvia NR, MLs, NOI and IYH article - DLSU input 

2011-02-0410:46 AM 

Hi all - could you please share the updated NOI with me, and I will update the rest of the products. 
Thanks, 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

Jocelyn Kula 

From: 
To: 
Cc: 

Date: 
Subject: 

great! 

great! Denis/ Stephanie- I think we still have to c ... 

Jocelyn Kula/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
"Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Stephanie Chandler" 
<stephanie.chandler@hc-sc.gc.ca> 
2011-02-04 10:01 AM 
Re: Fw: Fw: Salvia NR, MLs, NOI and IYH article - DLSU input 

2011-02-04 10:01 :50 AM 

Denis/ Stephanie- I think we still have to change the NOI, and I assume that means Cathy will have to 
resign. That means another docket, which we will need to get Arafo to rush as today is her last day. 
Please add note to docket explaining why she needs to sign again. 
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JK 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Jocelyn - NHPDis ok with dropping the hallucin ... 2011-02-04 08:55:50 AM 
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Re: Revised Salvia NOI I] 
Jocelyn Kula to: Stephanie Chandler 
Cc: CSTD-OCS-DO, Denis Arsenault 

there were no track changes but looks good to me 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substancesl Bureau des substances controlees 

2011-02-04 11 :10 AM 

Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Chandler Hi Jocelyn, We have revised the Salvia NOI ac ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC, CSTD-OCS-DO 
2011-02-04 10:51 AM 
Revised Salvia NOI 

2011-02-0410:51:47 AM 

We have revised the Salvia NOI according to the recommendations from legal. Denis has requested that I 
send these tracked versions to you for review prior to us sending it up to DO in a docket. 

[attachment "DRAFT Salvia NOI_Feb 4 FR_tracked.wpd" deleted by Jocelyn Kula/HC-SC/GC/CA] 
[attachment "DRAFT Salvia NOI_Feb 4 EN_tracked.wpd" deleted by Jocelyn Kula/HC-SC/GC/CA] 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Re: NOI - signed G}} 
Stephanie Szick to; Jocelyn Kula 
Cc: Arafo Talane, Stephanie Chandler 

~~~.".,~"" .• "",,,,.,.,, .... ,,.,,,,,, 

Great. Perfect. Let me know otherwise. 

Jocelyn Kula No need for docs to be re-approved. Comms co ... 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Stephanie SzicklHC-SC/GC/CA@HWC 

2011-02-0401:13 PM 

2011-02-0401:11:33 PM 

Cc: Arafo Talane/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
Date: 2011-02-0401 :11 PM 
Subject: Re: NOI - signed 

--------------~-------------------------------------------------------------
No need for docs to be re-approved. Comms consultation with OCS and NHPD were that changes did not 
require re-approval but will go back through as an FYI only. My understanding from Christine is that this 
means we are still on track for Feb 19, but perhaps Stephanie C can double-check. 

JK 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Szick just spoke with Arafo - ready for pick up. Cathy's ... 2011-02-0401:06:41 PM 

From: Stephanie SzicklHC-SC/GC/CA 
To: 
Cc: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
Arafo Talane/HC-SC/GC/CA@HWC 

Date: 2011-02-0401 :06 PM 
Subject: NOI-signed 

just spoke with Arafo - ready for pick up. 

Cathy's asked if everything still in line for a Feb. 19 publishing - all comms products lined up (changes 
made per legal feedback and the NOI)? Please let me know if the comms products are coming back to 
DGO, in which case Brenda will sign off as AlDG. 

Thanks, 

Stephanie Szick 
Director General's Office I Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) I 
Direction des substances controlees et de la luUe au tabagisme (DSCL T) 
Health Canada I Sante Canada 
Tell Tel: (613) 948-8651 
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Re: Revised Salvia NOI [} 
Stephanie Chandler to: Christine Roush 
(' , Jocelyn Kula, "Denis Arsenault", "Stephanie Chandler", Stephanie 
J, Szick 

'-""""'''''~'' '~'"'~''''''''''''''''''' 

1 attachment 

it 
DRAFT Salvia NOI_Feb 4 EN_clean.wpd 

Hi Christine, 

2011-02-04 01:18 PM 

This is the revised NOI that Cathy has just signed. We have not included the suggested reference by 
HPFB to include "short and long-term effects" and we have changed "The regulation of Salvia" to "The 
scheduling of Salvia" in the fifth paragraph. We have also revised the OCS email for consistency, 

however I don't believe any of the comms products include our email. 

DGO would also like to confirm that it is not necessary for Cathy to re-approve any of the comms products 
and that we are still on track as far as comms is concerned for publication on Feb 19. Could you please 

confirm? 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 

E-Mail: stephanie.chandler@hc-sc.gc.ca 

From: Christine Roush/HC-SC/GC/CA 

To Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: "Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Stephanie Chandler" <stephanie.chandler@hc-sc.gc.ca> 

Date: 2011-02-0410:33 AM 

Subject: Re: Fw: Fw: Salvia NR, MLs, NOI and IYH article - DLSU input 
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Hi all - could you please share the updated NOI with me, and I will update the rest of the products. 
Thanks, 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 
de la consultation et des communications 

Health Canada/Sante Canada 
TelITel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

From: Jocelyn Kula/HC-SC/GC/CA 

To: Christine Roush/HC-SC/GC/CA@HWC 

Cc: "Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Stephanie Chandler" <stephanie.chandler@hc-sc.gc.ca> 

Date: 2011-02-04 10:01 AM 

Subject: Re: Fw: Fw: Salvia NR, MLs, NOI and IYH article - DLSU input 

great! 
Denis/ Stephanie- I think we still have to change the NOI, and I assume that means Cathy will have to 
resign. That means another docket, which we will need to get Arafo to rush as today is her last day. 
Please add note to docket explaining why she needs to sign again. 

JK 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

From: Christine Roush/HC-SC/GC/CA 

To: "Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca> 

Cc: "Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Stephanie Chandler" <stephanie.chandler@hc-sc.gc.ca> 

Date: 2011-02-0408:55 AM 

Subject: Fw: Fw: Salvia NR, MLs, NOI and IYH article - DLSU input 
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Jocelyn - NHPD is ok with dropping the hallucinogen statement. I'll make the rest of the changes to the 
docs and keep them moving. 
That was easier than I expected. 

C 

----- Original Message -----

From: Elizabeth Keeping 

Sent: 2011-02-04 08:46 AM EST 

To: Christine Roush 

Subject: Re: Fw: Salvia NR, MLs, NOI and IYH article - DLSU input 

Hey Christine, 

NHPD says it's okay to drop the hallucinogen statement - per legal advice. 

Cheers, 

Beth 

From: Christine Roush/HC-SC/GC/CA 

To: "Elizabeth Keeping" <e/izabeth.keeping@phac-aspc.gc.ca> 

Date: 2011-02-04 07:40 AM 

Subject: Fw: Salvia NR, MLs, NOI and IYH article - DLSU input 

Hi Beth - I will address points 1 and 2 below in Sherrey's email as well as the recommended changes by 
Chantale Trepanier. Unfortunately that leaves you with the most difficult issue to resolve with your client in 
point 3 of Sherrey's email. I am home sick today so doubt much will move forward on this til Monday. 

Christine 

----- Original Message ----

From: Jocelyn Kula 

Sent: 2011-02-03 05:37 PM EST 

To: Christine Roush 

Cc: Denis Arsenault; Stephanie Chandler 

Subject: Fw: Salvia NR, MLs, NOI and IYH article - DLSU input 
Just got this. I see that some changes are required, but am not sure at this point if they have to go back 
through Cathy or not. Perhaps you can read through and let me know what you think .... 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition of Salvia divinorum and salvin orin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (s. divinorum) and its main active 
ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 
Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any of the Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. 1 Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, with a much higher rate of 
use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth Smoking 
Survey also show that 5% of 15 year olds have used S. divinorum in the past year. Moreover, the 
2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported 
using this substance in the past year. Because its psychoactive effects resemble those of other 
substances included in Schedule III to the CDSA such as lysergic acid diethylamide (LSD) and 
psilocybin, Health Canada is concerned that the ready availability and use of S. divinorum poses 
a risk to the health and safety of Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(10):1634-9. 002655 



Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The scheduling of S. divinorum and 
salvinorin A under the CDSA will also enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca. 

Date _______ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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Re: Fw: Revised Salvia NOI !]J 
Nicole Prentice to: Stephanie Chandler 
Cc: Christine Roush 

2011-02-0402:10 PM 

Sorry Stephanie, I can't help you out on this one. Christine took over on all the salvia items, so I am a bit 
out of the loop. She has been checking her berry throughout the day, so she may respond shortly. 

Have a good day. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
n§glementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction genera Ie des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

Stephanie Chandler Nicole, Just got Christine's out of office messa ... 

From: 
To: 
Date: 
Subject: 

Nicole, 

Stephanie Chandler/HC-SC/GC/CA 
Nicole Prentice/HC-SC/GC/CA@HWC 
2011-02-0401:21 PM 
Fw: Revised Salvia NOI 

2011-02-0401:21:49 PM 

Just got Christine's out of office message, so an FYI, and not sure if you can confirm the question from 
DGO below? If not we will wait for a reply from Christine. 

Thanks, 

Stephanie 

----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-02-04 01 :21 PM -----

From: 
To: 
Cc: 

Date: 
Subject: 

Hi Christine, 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
Jocelyn Kula/HC-SC/GC/CA@HWC, "Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, 
"Stephanie Chandler" <stephanie.chandler@hc-sc.gc.ca>, Stephanie SzicklHC-SC/GC/CA@HWC 
2011-02-0401:18 PM 
Re: Revised Salvia NOI 

This is the revised NO' that Cathy has just Signed. We have not included the suggested reference by 
HPFB to include "short and long-term effects" and we have changed "The regulation of Salvia" to "The 
scheduling of Salvia" in the fifth paragraph. We have also revised the OCS email for consistency, 
however I don't believe any of the comms products include our email. 

[attachment "DRAFT Salvia NOI_Feb 4 EN_clean.wpd" deleted by Nicole Prentice/HC-SC/GC/CA] 
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DGO would also like to confirm that it is not necessary for Cathy to re-approve any of the comms products 
and that we are still on track as far as comms is concerned for publication on Feb 19. Could you please 
confirm? 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Christine Roush 
Jocelyn Kula 
Christine Roush 

Hi all - could you please share the updated NOI... 
great! Denisl Stephanie- I think we still have to c .. . 
Jocelyn - NHPD is ok with dropping the hallucin .. . 

2011-02-0410:33:36 AM 
2011-02-04 10:01 :50 AM 
2011-02-04 08:55:50 AM 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition of Salvia divinorum and salvin orin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its main active 
ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 
Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divino rum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any ofthe Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. I Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, with a much higher rate of 
use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth Smoking 
Survey also show that 5% of 15 year olds have used S. divinorum in the past year. Moreover, the 
2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using S. divinorum and 4.4% ofthese students reported 
using this substance in the past year. Because its psychoactive effects resemble those of other 
substances included in Schedule III to the CDSA such as lysergic acid diethylamide (LSD) and 
psilocybin, Health Canada is concerned that the ready availability and use of S. divinorum poses 
a risk to the health and safety of Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39(lO):1634-9. 
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Including these sub~tances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The scheduling of S. divinorum and 
salvinorin A under the CDSA will also enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication of this notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS .Policy. and.Regulatory.Affairs@hc-sc.gc.ca. 

Date ~t/// 
I '-' 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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MINISTERE DE LA SANTE 

LOI REGLEMENTANT CERTAINES DROGUES ET AUTRES SUBSTANCES 

Avis aux parties interessees - Proposition concernant I 'ajout de Salvia divinorum et de la 
salvinorine A a I 'annexe III de la Loi reglementant certaines drogues et autres substances 

Cet avis informe les parties interessees de la possibilite de commenter la proposition de Sante 
Canada d'ajouter la plante Salvia divinorum (S. divinorum) et son principal ingredient actif, la 
salvinorine A, a I' annexe III de la Loi reglementant certaines drogues et autres substances 
(LRCDAS). Les parties interessees ont aussi l'occasion d'ajouter leur nom pour toute 
consultation future. 

S. divino rum est une espece de sauge appartenant a la famille des menthes. Generalement, ses 
feuilles sont machees ou fumees pour obtenir des effets psychotropes. Alors qu'une incertitude 
subsiste quant aux risques pour la sante decoulant de la consommation de S. divinorum, les effets 
de cette consommation sont connus pour etre brefs et comprennent des hallucinations, une 
dysphorie, des experiences extra-corporel, l'inconscience et une perte de memoire a court terme. 
Les effets, qui varient d'une personne a l'autre, sont egalement souvent decrits comme 
deplaisants. Ni la S. divinorum ni la salvinorine A ne sont actuellement incluses dans les annexes 
de la LRCDAS. 

Des rapports ont recemment ete publies indiquant que des adolescents et des jeunes adultes 
canadiens consomment de la S. divinorum pour sa capacite a produire des hallucinations. S. 
divinorum est largement vantee comme un hallucinogene "legal" sur Internet et a aussi ete 
signalee comme l'un des produits a base d'herbes medicinales les plus courants utilises comme 
option alternative aux drogues illicites. 1 Les conclusions tin~es de l'Enquete de surveillance 
canadienne de la consommation d'alcool et de drogues (ESCCAD) revelent que, en 2009, 1,6 % 
des Canadiens ages de 15 ans ou plus ont declare avoir consomme de la S. divinorum au moins 
nne fois dans leur vie, avec nn taux de consommation plus important (7,3%) parmi les j eunes 
ages de 15 a 24 ans. Les resultats de l'Enquere sur Ie tabagisme chez lesjeunes de 2008-2009 au 
Canada montrent egalement que 5 % des jeunes de 15 ans ont consomme de la S. divinorum au 
cours de la derniere annee. De plus, Ie Sondage sur la consommation de drogues et la sante des 
eieves de I'Ontario (SCDSEO) de 2009 indique que 5,4 % des eleves de l'Ontario des classes 
scolaires 7 a 12 ont declare avoir deja consomme de la S. divinorum et que 4,4 % de ces eIeves 
ont indique avoir consomme cette substance au cours de la demiere annee. Puisque ses effets 
psychoactifs ressemblent a ceux d'autres substances comprises dans l'annexe III de la LRCDAS, 
comme l'acide lysergique diethylamide (LSD) et la psilocybine, Sante Canada craint que la 
disponibilite immediate et la consommation de S. divinorum ne posent un risque pour la sante et 
la securite des Canadiens, en particulier pour celles des jeunes. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Almals of Pharmacotherapy. Oct 2005, vol. 39, noolO, pp. 1634-1639. 
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Alors que la S. divinorum et la salvinorine A ne sont actuellement comprises dans aucune des 
Conventions de l'Organisation des Nations Unies sur Ie contr6le des drogues, de nombreux pays 
ont choisi de reglementer une de ces substances, ou les deux, comme substance designee. 
L' Australie, la Belgique, Ie Danemark, la Finlande, l' Allemagne, l'Italie, Ie Japon, la Coree du 
Sud, l'Espagne et la Suede ont tous etabli des contr6les sur les importations ou la vente, ou les 
deux, de S. divinorum et/ou de salvinorine A. Certains Etats americains ont aussi mis en oeuvre 
des lois restreignant son utilisation, sa vente et/ou sa distribution. 

Le fait d'ajouter ces substances a l'annexe III de la LRCDAS en interdirait la possession, Ie 
commerce, la possession aux fins de commerce, l'importation, l'exportation, la possession aux 
fins d'exportation et la production (ou la culture). La mise en annexe de la S. divinorum et de la 
salvinorine A sous la LRCDAS permettrait egalement aux organismes d'application de la loi de 
prendre des mesures c~ntre les activites illicites presumees liees a ces substances. 

Etant donne que cette mesure ne vise pas a interferer avec l'utilisation et la disponibilite de la S. 
divinorum et/ou de la salvinorine A a des fins medicales, scientifiques ou industrielles legitimes, 
Sante Canada sollicite de l'information aux parties interessees sur les possibilites de ces types 
d'utilisation au Canada. L'information re9ue en reponse a cet avis sera determinante dans la 
redaction d'un reglement approprie conformement a la LRCDAS. 

La publication de cet avis entame une periode de commentaires de 30 jours. II y aura des 
occasions supplementaires de foumir des commentaires au fur et a mesure que progresse Ie 
processus de n!glementation federal. 

Si vous etes interesse par ce processus ou que vous avez des commentaires sur cette proposition, 
veuillez communiquer avec Stephanie Chandler de la Division de la politique reglementaire, du 
Bureau des substances contr6Iees, situe au : 3503D, 123, rue Slater, Ottawa (Ontario), Canada, 
KIA IB9, par telecopieur au (613) 946-4224 ou par courriel au 
OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca. 

Date 

Cathy A. Sabiston 
Directrice generale 
Direction des substances contr61ees et de la lutte au 
tabagisme 
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Re: Revised Salvia NOI I]) 
Suzanne Desjardins to: Jocelyn Kula 
('" stephanie.chandler, Christine Roush, Denis Arsenault, Stephanie 
.,L Szick 

thank you both for the clarification 

Suzanne 

Jocelyn Kula Suzanne Only to echo what Stephanie just said, ... 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Suzanne Desjardins/HC-SC/GC/CA@HWC 

2011-02-0707:56 AM 

2011-02-0403:14:25 PM 

Cc: 

Date: 

stephanie.chandler@hc-sc.gc.ca, Christine Roush/HC-SC/GC/CA@HWC, Denis 
ArsenauIVHC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
2011-02-0403:14 PM 

Subject: Re: Revised Salvia NOI 

Suzanne 

Only to echo what Stephanie just said, the NOI below has the wording that you recommended in it, and 
hence that is why we went ahead and got Cathy to resign. To be clear, the only reason we had to get her 
to resign was because Legal advised that we should use the word "schedule" or "control" rather than 
"regulate" because at this point, we are not recommending including Salvia in a schedule to any of the 
regulations. 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Chandler Hi Suzanne, As far as the NOI is concerned w ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Suzanne Desjardins/HC-SC/GC/CA@HWC 

2011-02-0403:08:42 PM 

Cc: Christine Roush/HC-SC/GC/CA@HWC, Denis ArsenauIVHC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 

Date: 2011-02-04 03:08 PM 
Subject: ___ R_e;.,..:_R...;.e_vi ..... s_ed;,.. ..... S,:..al_vi ..... a_N...,:O;,..I _______________________________ _ 

Hi Suzanne, 

As far as the NOI is concerned we have stuck with the original wording from the version you reviewed and 
we incorporated the two changes you had suggested. Please note that Cathy has already approved the 
version attached below for your information. 

[attachment "DRAFT Salvia NOLFeb 4 EN_clean.wpd" deleted by Suzanne Desjardins/HC-SC/GC/CA] 

I think there may be some confusion regarding a previous version that HPFB commented on, so feel free 
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to call me if you have any questions!concerns. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Suzanne Desjardins Hi All, I wouldn't mind commenting, but the NO ... 

From: 
To: 

Suzanne Desjardins/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 

2011-02-0402:58:10 PM 

Cc: Christine Roush/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 

Date: 2011-02-04 02:58 PM 
Subject: Re: Revised Salvia NOI 

Hi All, 

I wouldn't mind commenting, but the NOI is no longer attached. 

Thanks 

Suzanne 

Stephanie Chandler Hi Christine, Hope you are feeling better soon! 2011-02-04 02:09:37 PM 

From: 
To: 
Cc: 

Date: 
Subject: 

Hi Christine, 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 
2011-02-04 02:09 PM 
Re: Revised Salvia NOI 

5.19(1) 

The reason we did not include the "long-term effects" statement in the NOI was to keep it consistent with 
the MLs and IYH as pointed out by Sherrey in Legal: 

When talking about the known effects of salvia, the documents are somewhat inconsistent. For example, 
in the Notice to Interested Parties, it says "known effects are reported to be short and long-term in nature"; 
the Medial Lines under Key Messages, News Release and IYH say "little is known about the long-term 
effects of these substances on the brain and body"; and finally, in the background: "These effects are 
short-acting in nature ... " 
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Throughout the analysis of Salvia there has been little information with regard to the long-term effects and 
I believe that the current IYH and MLs reflect this (as does the final NOI). Suzanne also reviewed the NOI 
in January when it had the wording "While uncertainty remains surrounding the health risks of S. 
divinorum , known effects are reported to be short-acting in nature ... " which is what we have kept for 
the final version. Therefore I don't believe that the comms products need to be revised in this particular 
regard. 

I have cc'ed Suzanne so that she may provide any comments she might have. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Christine Roush Thanks Stephanie -
Stephanie Chandler 

----- Original Message -----
From: Stephanie Chandler 
Sent: 2011-02-04 01:17 PM EST 
To: Christine Roush 

andw ... 2011-02-04 01 :44:07 PM 

5.19(1) 

Cc: Jocelyn Kula; Denis Arsenault; Stephanie Chandler; Stephanie Szick 
Subject: Re: Revised Salvia Nor 

Hi Christine, 

This is the revised NOI that Cathy has just signed. We have not included the suggested reference by 
HPFB to include "short and long-term effects" and we have changed "The regulation of Salvia" to "The 
scheduling of Salvia" in the fifth paragraph. We have also revised the OCS email for consistency, 
however I don't believe any of the comms products include our email. 

[attachment "DRAFT Salvia NOI_Feb 4 EN_clean.wpd" deleted by Christine Roush/HC-SC/GC/CA] 

DGO would also like to confirm that it is not necessary for Cathy to re-approve any of the comms products 
and that we are still on track as far as comms is concerned for publication on Feb 19. Could you please 
confirm? 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances contr61ees 
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Re: Revised Salvia NOI [4l 
Christine Roush to: Suzanne Desjardins 2011-02-07 11 :20 AM 
Cc: Jocelyn Kula, stephanie.chandler, Denis Arsenault, Stephanie Szick 

This message has been replied to. 

Hi All - I revised all the documents based on comments from HPFB & HECS Legal services, and your 
revised NO!. As a quick signal check to ensure consistency throughout all documents in how we refer to 
the known effects (short and long-term), I have highlighted in yellow the references to these in all docs. 
Could you please take a quick look and let me know by 1 :00 pm today if all are OK with the revisions, 
before seeking HECS and HPFB ADMO approvals. thx. 

~ 
DRAFT Salvia NOI_Feb 4 EN_clean.wpd 

~ 

~.~ ,~ 
Salvia NR_CSTD-DG..,.07-02-11.doc 

rwi~ S!J 
Salvia MLs_CSTD-DG_07-02-11.doc IYH Salvia divinorum_v24_CSTD-DG_07-02-11.doc 

Christine Roush 
Senior Communications Advisor/ 

Suzanne Desjardins thank you both for the clarification Suzanne 

From: 
To: 

Suzanne Desjardins/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2011-02-07 07:56:44 AM 

Cc: 

Date: 

stephanie.chandler@hc-sc.gc.ca, Christine Roush/HC-SC/GC/CA@HWC, Denis 
ArsenauIUHC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
2011-02-0707:56 AM 

Subject: Re: Revised Salvia NOI 

thank you both for the clarification 

Suzanne 

Jocelyn Kula 
Stephanie Chandler 
Suzanne Desjardins 
Stephanie Chandler 
Christine Roush 
Stephanie Chandler 

Suzanne Only to echo what Stephanie just said, .. . 
Hi Suzanne, As far as the NOI is concerned w .. . 
Hi All, I wouldn't mind commenting, but the NO .. . 
Hi Christine, Hope you are feeling better soon! 

Thanks Stephanie - I am home sick today and w ... 

----- Original Message -----
From: Stephanie Chandler 
Sent: 2011-02-04 01:17 PM EST 
To: Christine Roush 

2011-02-0403:14:25 PM 
2011-02-0403:08:42 PM 
2011-02-0402:58:10 PM 
2011-02-04 02:09:37 PM 
2011-02-04 01 :44:07 PM 

ec: Jocelyn Kula; Denis Arsenault; Stephanie Chandler; Stephanie Szick 
Subject: Re: Revised Salvia Nor 

Hi Christine, 

This is the revised NOI that Cathy has just signed. We have not included the suggested reference by 
HPFB to include "short and long-term effects" and we have changed "The regulation of Salvia" to "The 
scheduling of Salvia" in the fifth paragraph. We have also revised the OCS email for consistency, 
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however I don't believe any of the comms products include our email. 

[attachment "DRAFT Salvia NOI_Feb 4 EN_clean.wpd" deleted by Christine Roush!HC-SC!GC!CA] 

DGO would also like to confirm that it is not necessary for Cathy to re-approve any of the comms products 
and that we are still on track as far as comms is concerned for publication on Feb 19. Could you please 
confirm? 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Christine Roush 
Jocelyn Kula 
Christine Roush 

Hi all - could you please share the updated NOI .. . 
great! Denis! Stephanie- I think we still have to c .. . 
Jocelyn - NHPD is ok with dropping the hallucin .. . 

2011-02-0410:33:36 AM 
2011-02-0410:01:50 AM 
2011-02-0408:55:50 AM 

002667 



DEP ARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition o/Salvia divinorum and salvinorin 
A to Schedule III to the Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add the plant Salvia divinorum (S. divinorum) and its main active 
ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 
Stakeholders may also identify themselves for inclusion in any future consultation. 

S. divinorum is a species of sage belonging to the mint family. Its leaves are generally chewed or 
smoked to obtain psychotropic effects. While uncertainty remains surrounding the health risks 
of S. divinorum, known effects are reported to be short-acting in nature and include 
hallucinations, dysphoria, out-of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often described as unpleasant. 
Neither S. divinorum nor salvinorin A are currently included in any ofthe Schedules to the 
CDSA. 

Recently there have been reports suggesting that Canadian teens and young adults are using S. 
divinorum for its ability to produce hallucinations. S. divinorum is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one of the most prevalent herbal 
products used as an alternative to illicit drugs. 1 Results from the Canadian Alcohol and Drug 
Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 years and 
older reported having used S. divinorum at least once in their lifetime, with a much higher rate of 
use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth Smoking 
Survey also show that 5% of 15 year olds have used S. divinorum in the past year. Moreover, the 
2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported 
using this substance in the past year. Because its psychoactive effects resemble those of other 
substances included in Schedule III to the CDSA such as lysergic acid diethylamide (LSD) and 
psilocybin, Health Canada is concerned that the ready availability and use of S. divinorum poses 
a risk to the health and safety of Canadians, particularly youth. 

While S. divinorum and salvinorin A are not currently included in any of the United Nations 
Drug Control Conventions, a number of countries have chosen to regulate one or both as 
controlled substances. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, South 
Korea, Spain and Sweden have all placed controls on the import and/or sale of S. divinorum 
and/or salvinorin A. Some American states have also implemented laws restricting their use, 
sale and/or distribution. 

I Dennehy CE, Tsourounis C, Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39( 10): 1634-9. 002668 



Including these substances within Schedule III to the CDSA would prohibit: possession, 
trafficking, possession for the purpose of trafficking, importation, exportation, possession for the 
purpose of exportation, and production (or cultivation). The scheduling of S. divinorum and 
salvinorin A under the CDSA will also enable law enforcement agencies to take action against 
suspected illegal activities involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or 
salvinorin A for legitimate medical, scientific or industrial purposes, Health Canada is seeking 
information from stakeholders on whether there are any such uses in Canada. Information 
received in response to this notice will be instrumental in determining appropriate regulation 
under the CDSA. 

The publication ofthis notice begins a 30-day comment period. There will be additional 
opportunities to provide comments as the federal regulatory process progresses. 

If you are interested in this process or have comments on this proposal, please contact Stephanie 
Chandler, Regulatory Policy Division, Office of Controlled Substances, Address Locator: 
3503D, 123 Slater St., Ottawa, Ontario, Canada, KIA IB9, by fax at (613) 946-4224 or by email 
at OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca. 

Date ________ _ 

Cathy A. Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
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Healtlt Canada 201 I-XX 

The Government of Canada Proposes to ScheduIe.${lll'iaP!l'inorll~aI14 
SaIvinorin A as Controlled Substances 

February 17, 2011 
For immediate release 

OTTA W A - Today, the Honourable Leona Aglukkaq, Minister of Health announcedJhe 
Government of Canada's proposed intention to include ~alvia divillorum andsalvill()rin 
A, also known as Salvia, as controlled substances. A Notice to Interested Parties outlining 
Health Canada's proposal will be published in Canada Gazette, Part I, on February 19, 
2011 

"After reviewing Canadian surveillance data and scientific reports that suggest 
this substance has the potential for abuse, especially among young people, we are taking 
these steps to protect the health and safety of Canadians from the potentially harmful 
effects of this substance," said Minister Aglukkaq. "The use of this substance is of 

,,( Deleted: Regulate 

Deleted: that 

Deleted: ds to regulate 

concern to Health Canada ~~_X~_ryJj~J,~js,~9.~~_~~g.l:ltH~J<?l1g~!~~_~ff~~!~_()l1_ttt_~_~!"~!l1 __ n / ,( Formatted: Highlight 

and body." 

The Notice to Interested Parties will propose that Salvia divinorum and its main 
active ingredient salvin orin A be added to Schedule III to the Controlled Drugs and 
Substances Act. This means that activities such as possession, trafficking, possession for 
the purpose of trafficking, importation, exportation, possession for the purpose of 
exportation, and production (or cultivation).~Ht~~AIJ_~g~t\ll1!~~~_~.I:l!~()_~!~~~_bX ____ m_m,m __ , ,,' 

regulation. The s,cheduling ()( !j(l(yia divinorllm aI1~ ~ah'illorill ~,lls llc()lltrollt!d, '" 
substance will also enable law enforcement agencies to take action against suspected 
illegal activities involving these substances. 

In,terest~~,partie~,_ll!"~el1(;ou.rag~d,t()sulJl11it.a.ny.~.oll1l11~n.ts_rt!gar~illg.~h.e_~().tic~.t() .. _, 
Interested Parties by March 14, 2011. 

For more inf()rmation on.sall'ia{livillOl·u.n~llnd the risks associat~d with its lise" 
please see !t's Y()ur [-lca It II at: (illsert linl\: t()tlle !t'~5" J'()~llo1j('{lltllarticl~)", 

.1 ... 

-30-

002670 

Deleted: importation, 
exportation, and production (or 
cultivation) 

Deleted: Regulating 

Deleted: '1 

'1 
Formatted: English (Canada) 

Formatted: Font: Italic 

Formatted: Font: Not Bold, 
Italic 

Formatted: Font: Not Bold 

Formatted: Font: Italic 

Formatted: Indent: First line: 
1.27 cm 

Formatted: Font: Bold 



I • 

Media Enquiries: 
Health Canada 
(613) 957-2983 

Jenny Van Alstyne 
Office of the Honourable Leona Aglukkaq 
Federal Minister of Health 
(613) 957-0200 

Public Enquiries: 
(613) 957-2991 
1-866 225-0709 

Egalement disponible en franr;:ais 

Health Canada news releases are available on the Internet at 
www.healthcanada.gc.calmedia 

1+1 Government 
of Canada 

Gouvernement 
duCanada Canada 
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DRAFT 
OJ/0212011 .. 

Media Lines 
Salvia divinorum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 

.. { Deleted: I 

should be schedule(illnderthe Con.trolled Drugs and Substall(;ej"1(;t(GP~i\)in~r4~~t() .. /' /' ( Deleted: regulated 
protect the health and safety of Canadians, particularly youth. A Notice to Interested 
Parties outlining Health Canada's proposal to regulate this substance will be published in 
Canada Gazette, Part I, on February 19,2011. 

Key Messages: 

After reviewing available information and reports that suggest this substance has 
the potential for abuse, especially among young people, Health Canada is 
proposing to schedule ,PothSalvia divino rum and its main ~ctive ingredient . 
salvinorin A as controlled substances. 

The Government of Canada is taking these steps in order to protect the health and 
safety of Canadians, particularly youth, from the potentially harmful effects of 
these substances. 

Canadians should not use products containing Salvia divinorum and/or salvinorin 
A because they are hallucinogenic .~(I)(t.t.I~i~~o\\TIl ~})oll~tl1elong~t~rt11effe(;~ 
of these substances on the brain and body. 

The proposed inclusion of Salvia divino rum and salvin orin A in Schedule III to 
the Controlled Drugs and Substances Act will make possession, trafficking, 

, .. ' { Deleted: regulate 

/' ( Formatted: Highlight 

importation, exportation,,p!(),~~~~!()Il,«)!_(;~!!!~~~j_()~)).R()~?_~?,~!()J1,X(),r,th_eJ(lll'p'(),~~_~f_"_"'{,-De_le_te_d_:_a_nd _____ ~ 
traflicking or possession tor the purposes of exporting illegal unless authorized by 
regulation. :( Deleted: regulated 

( Deleted: 

Supplementary Messages: 

Though it is a hallucinogen, the plant Salvia divinorum is not currently t'c~~dulecl 
pnder the CDSA. .. At the present time, pro~ucts containing Salvia divin0r£inl 
.would meet the ~efinitio~ ofa n~t1:lral health product (NHJl)llnd(!r tlleNatural . 
Health Products Regulations. 

To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 

(::',\vindowsiTcrnp\notesDJFEFI\Salvia MLs CSTD-DG (17-(l2-II.do~ , 
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DRAFT 
OJI02/2011 

natural health products containing Salvia divinorum or its active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Questions and Answers: 

Ql - What is involved in scheduling,.S'illl'ia divinorllfflllsllcolltrolled substall(;(!and 
what stage is it at? 

Al - Health Canada considers several factors in determining whether the schedulingpf a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

International requirements and trends in international control; 
Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
Overall risk to public health and safety posed by the substance. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against the aforementioned factors and proposes to include both substances in Schedule 

( Deleted: I 

- ( Deleted: regulating 
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III to the CDSA. The first step in the process of schedlllin&'~.~!l~~tllt1.'?~u.n~~rtht?QQ~A_ / -( Deleted: regulating J 
is the publication of a Notice to Interested Parties (N0l) in Canada Gazette, Part I. Any 
comments received will be considered during the preparation of a regulatory proposal. 
There will be additional opportunities for comment as the federal regulatory process 
progresses. 

Cpntrollin&,these products will redu<;e the potential riskstothehealthandsllfetyof 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current misconception that these substances are a safe alternative to other 
illegal drugs. Furthermore, the scheduling will also enable law enforcement agencies to 
take action against suspected illegal activities involving these substances. 

Q2 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are 
these substances regulated in other countries? 

A2 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, there is no requirement for them to be schedllleda~ 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. 

C:\WindowsITernp\notesD3FEFI '-Salvia MLs CSTD-DG 07-02-11.(\o£,.um ... m .... m u u .... 
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DRAFT 
0.1102/201 1 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some 
individual u.S. states have implemented laws restricting their use, sale and/or 
distribution. 

Q3 - Is there any research on the use of Salvia divillorum in Canada? 

A3 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, 1.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

Q4 -If Health Canada is aware of adverse effects associated with the use of Salvia 
divillorum, why is it not controlled under the Controlled Drugs and Substances Act? 

.. { Deleted: 1 

A4 - The move to schedule,.Salviadilli1}o.rum andsalvin~riIl.A a~c()Iltr()lled su~~tances.is /-i Deleted: regulate 

based on surveillance data from surveys such as the Canadian Alcohol and Drug Use 
Monitoring Survey (CADUMS), Youth Smoking Survey (YSS) and the Ontario Student 
Drug Use and Health Survey (OSDUHS), some of which only became available in 2010. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it currently 
meets the definition of a natural health product under the Natural Health Products 

Regulations (NHPR1 .... 'J}1t!s~e()(uIlal1thori:ze~Ilatl1~~lhe~lthp.r()<il1cts.1l1ax~esll~je~tt() 
compliance and enforcement action in accordance with the Food and Drugs Act and its 
associated regulations. 

Q5 - What will Health Canada do if it finds products containing Salvia divillorum 
on the market? 

A5 - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Currently, however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
action by Health Canada. For more information on how to submit a consumer complaint 
about the unauthorized sale of drugs containing Salvia divinorum and/or salvinorin A, 
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visit: www.hc-sc.gc.ca/dhp-mps/compli-conform/prob-report
rapport/gui 44 consumer consommateur cp-pc-eng.php. 

T _________________________________________________________________________________________________________________________________ _ 

Q6 - Has Health Canada issued any kind of warning to Canadians about Salvia 
divinorum? 

A6 - Health Canada has developed an It's Your Health article about Salvia divinorum to 
help inform the general public about the risks associated with the use of this plant. The 
article can be found on the Health Canada website at: (link to come). Health Canada also 
issued a news release on February 17:h.al1tl()un(;illglh~G()'1ell1nl~l1tof<:'aJ1acl<t's...iJltenti()n 
Joschedule J,alvia divinotwtl. ancisalyinorinA,. a.s. controlledsubstan(;es: . A N()tic~to .. . 
Illterested Parties\~outlil1ing H~~)t~h~<;~~n<td~~~ l?r()p()~~al},\y~as.J?ll~!i~J~~~}n_(t'-na~((l C;pzett~,~ __ \ 
Part I, Oll February 19,2011, giving interested parties a 30-day period to submit their \', 

\ ":''-comments. "..; . 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Some street names for 
S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska pastora, 
diviner's sage, magic mint, puff, incense special, and salvia. Its leaves are chewed or 
smoked to obtain psychotropic effects .• These effects are short)lctinginnature.and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

The use of Salvia divinorum as a psychotropic agent first came to Health Canada's 
attention some years ago. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 
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• the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• use of Salvia divinorum was significantly higher in males than in females (6.2% 

vs. 2.3%) in 2009. 
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Salvia divino rum 

Issue 

Salvia divinorum (s. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Mari~ _------

, I ---------
Comment [51]: Q From Cathy 
- Should tbis info. be in the media 
lines - as a Q&A? pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and lSalvill!. . ...... . 

Certain websites promote the use of S. divinorum as a "legal" alternative to street drugs. 
Recent Canadian surveillance data indicates that Canadian teens and young adults are 
using S. divinorum for its ability to produce hallucinations. Scientific reports also 
suggest that it has the potential for abuse. 

Canadians should not use products containing S. divino rum and/or salvinorin A because 

"'" Stephanie - have added this line to 
"'. the Media lines background 

Comment [CR2]: Not 
necessary - we will be providing a 
link to the IYH article from the 
media lines and NR. 

they are hallucinogenic andJittle is}(p.own about tile .long-term effects ofthes(! substances/ {Formatted: Highlight 

on the brain and body. There is also no way to predict how it will affect you with each 
use. 

In light of this information, Health Canada is proposing to schedult<,both s.~ .di,!in0rlJrtz. 
and its main active ingredient salvinorin A under Schedule III to the Controlled Drugs 
and Substances Act (CDSA) in order to protect the heJthll1l4sllf~ty()f<::allll<iillns~. 
particularly youth. 

Risks Associated with the Use of Salvia divillorum 

S. divino rum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-bodyexperiences 
uncontrollable laughter 
loss of consciousness 
short -term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

the potency of the product 
how much is used 
the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 
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how it is taken, for example, whether the product is chewed, swallowed or 
smoked 
the user's mood and expectations 

While scientists know which brain receptors are targeted by the main active ingredient, 
salvinorin A, very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage 
how it interacts with other substances, including other drugs, natural health 
products and alcohol 
the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
1 Canada recommends that you should not use S. divinorum .. be_ca.:lls~:v~rylittleislm0wn Formatted: Highlight 

about the long -term .. ~ff~c!S jt~_a):' _l.J:f:l:V~ _Ol~_ ):,9.ll.~ _~_().ct):' _ ~E-~ 9.~_ ~!a.:~Il: X1:1t?-~!!9.Il:s: }~he~l?j~al~_o _ _ _ _ --- Formatted: Highlight 

no way to predict how it will affect you with each use. Just because a drug is plant-based 

______ -1 

or "natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divinorum 

In Canada 
As S. divinorum is a plant with hallucinogenic properties when consumed by humans, it 
currently meets the definition of a natural health product (NHP) under the Natural Health 
Products Regulation-\ __ ~_~_9.q<:I?~~~_~g.1_~~JI~a.:l~~_~~E-a.:~f:l_ha.:s_ll()_t a.:ll!l.J:()_~~~~~X9.~_sa.:ll? ______ ... --- Deleted: when marketed as a 

hallucinogen any natural health products which contain S. divinorum as an ingredient. The sale of ' 
unauthorized natural health products containing S. divinorum or its main active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health Canada 
under the Food and Drugs Act. 

While S. divinorum and salvinorin A are not currently scheduled.un4~~tl1~Contl'0lleti 
Drugs and Substances Act (CDSA), Health Canada is now developing a regulatory 
proposal that would add S. divinorum and salvinorin A to Schedule III to the CDSA 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Italy and 
Japan, have placed controls on the import and/or sale of S. divinorum and/or salvinorin A 
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In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it illegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution. In some states, for example, 
it is illegal for S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

The products are sold in a number of forms, including fresh or dried leaves, liquids or 
seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, 1.6% of Canadians aged 15 years and older have reported using S. 
divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in youth 
aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also show 
that 5% of 15 year olds have used S. divinorum in the past year. The 2009 Ontario 
Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students 
in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported using 
this substance in the past year. For more information on these surveys, see the Need More 
Info section below. 

Health Canada's Role 

In light of the health and safety risks associated with the use of S. divinorum and 
particularly the risks to youth, Health Canada is taking steps to schedult;,s:(iiyinorum and _ .... { Deleted: regulate 

salvinorin A as controlled substances. As a first step in this process, Health Canada 
published a Notice to Interested Parties (NO!) in Canada Gazette, Part I, on February 19, 
2011. In the interim, Health Canada will continue to monitor the sale of unauthorized 
health products that contain S. divinorum or its main active ingredient salvinorin A. It 
will take appropriate action should it become aware of any unauthorized health products 
that may pose a risk to Canadians. 

Need More Info? 

For information on how to submit a consumer or trade complaint about the 
unauthorized sale of health products containing S. divinorum please consult the 
following documents: 
Consumers: http://www.hc-sc.gc.ca/dhp-mps/compli-confom1lprob-report
rapportlgui 44 consumer consommateur cp-pc-eng.php 
Trade: http://www.hc-sc.gc.ca/dhp-mps/compli-conform/prob-report
rapport/gui 38 trade-industrie cp-pc-eng.php. Or contact the Health Products 
and Food Branch Inspectorate directly by calling toll-free 1-800-267-9675. 
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You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 
RcpOtt online at the MedEITect™ Canada website at: http://www.hc-sc.gc.ca/dhp
mps/medeff/index -eng.php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 

. Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 0701C 
Ottawa, ON KIA OK9 

To have postage pre-paid, download the postage paid label from the MedEfJect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at: hup:llwww.hc
sc.gc.caldhp-mps/medefflreport-declaration/ar-ei_form-eng.php 

For information about the Government of Canada's National Allti-DrugStrategy, 
go to: www.nationalantidrugstrategy.gc.ca/ 
The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager, at: www.hc..;sc.gc.ca/hc-ps/pubs/adp
apd/talk -aborder/index -eng. php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.html 
Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.ca/hc-ps/drugs-drogues/youth-jeunes/facts
faits/index-eng.php 

Information on natural health products and the Natural Health Products 
Regulations can be found at: www.hc-sc.gc.caldhp-mps/prodnatur/index-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calindex.cfm?section=5&page=288 
The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/statlindex-eng.php 
The 2009 Ontario Student Drug Use and Health Survey, at: 
hUp:1 Iwww.camh.net/News _ eventslN ews Jeleases _and _ media_advisories _and _ b 
ackgrounders/osduhs2009 _advisory.html 

Additional Resources: 
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U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divillorllllt and Salvin orin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 
U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.samhsa.gov/2kS/hallucinogens/hallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.caliyh 

You can also call toll free at I-S66-225-0709 or TTY at I-S00-267-1245* 
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Re: Revised Salvia NOI [;]l 
Suzanne Desjardins to: Christine Roush 2011-02-0711 :40 AM 
Cc: Jocelyn Kula, stephanie.chandler, Denis Arsenault, Stephanie Szick 

Hi Christine, 

I am fine with the yellow highlighted text. 
Thanks 

Suzanne 

Christine Roush Hi All - I revised all the documents based on co ... 

From: Christine Roush/HC-SC/GC/CA 
To: Suzanne Desjardins/HC-SC/GC/CA@HWC 

2011-02-07 11 :20:36 AM 

Cc: 

Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC, stephanie.chandler@hc-sc.gc.ca, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
2011-02-07 11 :20 AM 

Subject: Re: Revised Salvia NOI 

Hi All - I revised all the documents based on comments from HPFB & HECS Legal services, and your 
revised NO!. As a quick signal check to ensure consistency throughout all documents in how we refer to 
the known effects (short and long-term), I have highlighted in yellow the references to these in all docs. 
Could you please take a quick look and let me know by 1 :00 pm today if all are OK with the revisions, 
before seeking HECS and HPFB ADMO approvals. thx. 

[attachment "DRAFT Salvia NOI_Feb 4 EN_clean.wpd" deleted by Suzanne Desjardins/HC-SC/GC/CA] 
[attachment "Salvia NR_CSTD-DG_07-02-11.doc" deleted by Suzanne Desjardins/HC-SC/GC/CA] 
[attachment "Salvia MLs_CSTD-DG_07-02-11.doc" deleted by Suzanne Desjardins/HC-SC/GC/CA] 
[attachment "IYH Salvia divinorum_v24_CSTD-DG_07-02-11.doc" deleted by Suzanne 
Desjardins/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisorl 

Suzanne Desjardins 
Jocelyn Kula 
Stephanie Chandler 
Suzanne Desjardins 
Stephanie Chandler 
Christine Roush 
Stephanie Chandler 

thank you both for the clarification Suzanne 
Suzanne Only to echo what Stephanie just said, .. . 

Hi Suzanne, As far as the NOI is concerned w .. . 
Hi All, I wouldn't mind commenting, but the NO .. . 
Hi Christine, Hope you are feeling better soon! 

Thanks Stephanie - I am home sick today and w ... 

----- Original Message -----
From: Stephanie Chandler 
Sent: 2011-02-04 01:17 PM EST 
To: Christine Roush 

2011-02-0707:56:44 AM 
2011-02-0403:14:25 PM 
2011-02-0403:08:42 PM 
2011-02-0402:58:10 PM 
2011-02-04 02:09:37 PM 
2011-02-04 01 :44:07 PM 

ec: Jocelyn Kula; Denis Arsenault; Stephanie Chandler; Stephanie Szick 
Subject: Re: Revised Salvia Nor 

Hi Christine, 

This is the revised NOI that Cathy has just signed. We have not included the suggested reference by 
HPFB to include "short and long-term effects" and we have changed "The regulation of Salvia" to "The 
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Re: Revised Salvia NOI I]j 
Christine Roush to: Denis Arsenault 
t',,, Suzanne Desjardins, Jocelyn Kula, stephanie.chandler, Stephanie 
~'~ Szick 

2011-02-0703:14 PM 

Thanks Denis - will do. The documents are currently with HPFB (Paul) for ADM approval. 

Christine Roush 
Senior Communications Advisorl 

Denis Arsenault Hi Christine, For the sake of consistency with th ... 

From: 
To: 

Denis ArsenaultlHC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-02-0701:11:41 PM 

Cc: 

Date: 

Suzanne Desjardins/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, 
stephanie.chandler@hc-sc.gc.ca, Stephanie SzicklHC-SC/GC/CA@HWC 
2011-02-0701 :11 PM 

Subject: Re: Revised Salvia NOI 

Hi Christine, 

For the sake of consistency with the other documents, we may want to take out "very" in the highlighted 
portion of the NR and the "Minimizing Your Risk" section of the IYH. (i.e. "vefY little is known about its 
long-term effects ... ") 

Denis 

Denis Arsenault, NManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances contr61ees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur: (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 

Christine Roush Hi All - I revised all the documents based on co ... 

From: Christine Roush/HC-SC/GC/CA 
To: Suzanne Desjardins/HC-SC/GC/CA@HWC 

2011-02-07 11 :20:32 AM 

Cc: 

Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC, stephanie.chandler@hc-sc.gc.ca, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
2011-02-07 11 :20 AM 

Subject: Re: Revised Salvia NOI 

Hi All - I revised all the documents based on comments from HPFB & HECS Legal services, and your 
revised NOI. As a quick signal check to ensure consistency throughout all documents in how we refer to 
the known effects (short and long-term), I have highlighted in yellow the references to these in all docs. 
Could you please take a quick look and let me know by 1 :00 pm today if all are OK with the revisions, 
before seeking HECS and HPFB ADMO approvals. thx. 

[attachment "DRAFT Salvia NOI_Feb 4 EN_clean.wpd" deleted by Denis ArsenaultlHC-SC/GC/CA] 
[attachment "Salvia NR_CSTD-DG_07-02-11.doc" deleted by Denis ArsenaultlHC-SC/GC/CA] 
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Re: Salvia Event is ON! ~ 
Jocelyn Kula to: Christine Roush 2011-02-0807:58 PM 

Hi Christine, 

r' .. "Denis Arsenault", "Stephanie Chandler", Stephanie Szick, Nicole 
,,"c. Prentice 

Well I can't say I am surprised about the event, although I really can't understand the logic here given that 
it will only bring more pressure on us to get through the regulatory process as fast as we can ..... which is 
exactly what I now understand MO is asking for per your conversation with Stephanie C this afternoon. 
And not sure exactly what to tell you other than what we have already said in the NOI package, i.e, we will 
have a package intended for pre-publication in CG I ready for departmental approvals in May 2011. I am 
not able to commit how long it will take DMO and MO to review our package (and I suspect they will not 
commit to a timeline) and hence, we just can't be any more specific than that. Typically, the reg process 
documents in HC say that program areas should allow 4-8 weeks for ministerial concurrence, which would 
take us to the end of June 2011 ...... 1 just don't want to be held to that, in case there are shifts in priorities in 
the meantime, etc. Obviously, we would like to get through TB before the house rises for the Summer but 
honestly, it is not I or anyone else in CSTD who will decide that. 

Re. partners, I think RCMP or possibly CBSA would be more important than DOJ as they are the ones 
who see Salvia coming into the country! on the street. 

Happy to discuss, and sorry for being so late to reply. I left the office 

Jocelyn 

5.19(1) 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Hi Jocelyn, Dave just got off the weekly call with ... 2011-02-0802:16:42 PM 

From: 
To: 
Cc: 

Date: 
Subject: 

Hi Jocelyn, 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
"Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Stephanie Chandler" 
<stephanie.chandler@hc-sc.gc.ca>, Stephanie SzicklHC-SC/GC/CA@HWC, Nicole 
Prentice/HC-SC/GC/CA@HWC 
2011-02-0802:16 PM 
Salvia Event is ON! 

Dave just got off the weekly call with MO Comms and they want a Salvia event next Wednesday,February 
16th. The documents are currently in HECS-ADMO for Hillary's approval - though Jesse has just asked if 
we could shorten the IYH article. Dave is looking at it now and I will let you know what edits are done to it. 
There will be a planning meeting held soon. HPFB has fully approved the documents - Paul Glover signed 
off this morning on them. We will likely receive a request to prepare a Ministerial Event Proposal, which I 
will draft - and a speech, which our Ministerial Services unit will draft with assistance from your group. Not 
sure whether there would be any partner depts involved, though it would make sense to have Justice or 
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RCMP there too. More to come, I'm sure. 

Christine Roush 
Senior Communications Advisorl 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch! 
Direction gemerale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelITel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

Jocelyn Kula 

From: 
To: 
Cc: 

Date: 
Subject: 

great! 

great! Denis! Stephanie- I think we still have to c ... 

Jocelyn Kula/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
"Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Stephanie Chandler" 
<stephanie.chandler@hc-sc.gc.ca> 
2011-02-0410:01 AM 
Re: Fw: Fw: Salvia NR, MLs, NOI and IYH article - DLSU input 

2011-02-04 10:01 :50 AM 

Denis! Stephanie- I think we still have to change the NOI, and I assume that means Cathy will have to 
resign. That means another docket, which we will need to get Arafo to rush as today is her last day. 
Please add note to docket explaining why she needs to sign again. 
JK 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Jocelyn - NHPD is ok with dropping the hallucin ... 

From: 
To: 
Cc: 

Date: 
Subject: 

Christine Roush/HC-SC/GC/CA 
"Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca> 
"Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>. "Stephanie Chandler" 
<stephanie.chandler@hc-sc.gc.ca> 
2011-02-0408:55 AM 
Fw: Fw: Salvia NR, MLs, NOI and IYH article - DLSU input 

2011-02-0408:55:50 AM 

Jocelyn - NHPD is ok with dropping the hallucinogen statement. I'll make the rest of the changes to the 
docs and keep them moving. 
That was easier than I expected. 

C 
Elizabeth Keeping 

----- Original Message -----
From: Elizabeth Keeping 
Sent: 2011-02-04 08:46 AM EST 
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To: Christine Roush 
Subject: Re: Fw: Salvia NR, MLs, Nor and rYH article - DLSU input 

Hey Christine, 

NHPD says it's okay to drop the hallucinogen statement - per legal advice. 

Cheers, 
Beth 

Christine Roush Hi Beth - I will address points 1 and 2 below in S ... 2011-02-0407:40:33 AM 
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Re: Revised Os&As re: Timing for Regulatory Process [Jl 
Christine Roush to: Jocelyn Kula 
Cc: Denis Arsenault, Stephanie Chandler 

·.~ •• ~ •• " •• ,~ •• , .. ~_,,~~""~~_, ___ ~~~~_,wWW~' 

Noted thx. 
Jocelyn Kula 

----- Original Message ----
From: Jocelyn Kula 
Sent: 2011-02-09 12:24 PM EST 
To: Christine Roush 
Cc: Denis Arsenault; Stephanie Chandler 

2011-02-09 12:50 PM 

Subject: Re: Revised Qs&As re: Timing for Regulatory Process 
Hi Christine, 

No I was not inferring that it could be considerably shorter, I was suggesting that making a big fuss over 
the NOI might lead to increased pressure for us to work faster. Not the same thing at all! I say we stick 
with the 18-24 month timeline that we have already stated. 

JK 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Thx Jocelyn - I'll ensure these changes are mad ... 

From: 
To: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2011-02-09 08:30:37 AM 

Cc: 
Date: 

Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-02-0908:30 AM 

Subject: Re: Revised Qs&As re: Timing for Regulatory Process 

Thx Jocelyn - I'll ensure these changes are made. So to be clear, you are Ok with saying that the 
regulatory process could take 18 to 24 months to complete? I thought I understood from your email last 
night that it could be considerably shorter? 

Jocelyn Kula 

----- Original Message ----
From: Jocelyn Kula 
Sent: 2011-02-08 11:53 PM EST 
To: Christine Roush 
Cc: Denis Arsenault; Stephanie Chandler 
Subject: Re: Revised Qs&As re: Timing for Regulatory Process 

Hi Christine, 

For 02, the 0 should read "Why has the Gov't now decided to schedule these substances under the 
CDSA?" (in order to be consistent with wording elsewhere and in the NOIIIYH) 
I personally also think that the word "control" is vague unless you say "control as controlled substances" 
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(which is repetitive) 

For Q3, all good. Per previous message to Stephanie, I do not think we should try and change the 
language to read "illegal" etc. 

Lastly, for Q1, there is a mistake that is quite important to fix. In the edited text, you refer to Schedule II, 
when it should read Schedule III (Schedule II is for cannabis only). 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952~2177 Fax: (613) 946~4224 

Christine Roush Stephanie, Can you please take a look at Qs 2 ... 2011-02-08 03:32:07 PM 

From: Christine Roush/HC~SC/GC/CA 
To: Stephanie Chandler/HC~SC/GC/CA@HWC 
Cc: 
Date: 

Jocelyn Kula!HC~SC/GC!CA@HWC, Denis ArsenaultlHC~SC/GC/CA@HWC 
2011-02-0803:32 PM 

Subject: Revised Qs&As re: Timing for Regulatory Process 

Stephanie, 
Can you please take a look at Qs 2 & 3 and let me know ASAP if you are OK with the answers. I need to 
keep the products moving. I also included the revised IYH article - we just deleted some repetition in it. 

[attachment "Salvia MLs_ CSTD-DG_08-02~ 11_15h25.doc" deleted by Christine Roush/HC-SC/GC/CA] 

[attachment "IYH Salvia divinorum_v24_HECS~ADM_08~02~ 11_14h27.doc" deleted by Christine 
Roush/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisor! 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branchl 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile : 948~8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 
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DRAFT 
07/0212011 

Media Lines 
Salvia divinorum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be scheduled under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. A Notice to Interested 
Parties outlining Health Canada's proposal to regulate this substance will be published in 
Canada Gazette, Part I, on February 19,2011. 

Key Messages: 

After reviewing available information and reports that suggest this substance has 
the potential for abuse, especially among young people, Health Canada is 
proposing to schedule both Salvia divinorum and its main active ingredient 
salvinorin A as controlled substances. 

The Government of Canada is taking these steps in order to protect the health and 
safety of Canadians, particularly youth, from the potentially harmful effects of 
these substances. 

Canadians should not use products containing Salvia divinorum and/or salvinorin 
A because they are hallucinogenic and little is known about the long-term effects 
of these substances on the brain and body. 

The proposed inclusion of Salvia divinorum and salvinorin A in Schedule III to 
the Controlled Drugs and Substances Act will make possession, trafficking, 
importation, exportation, production (or cultivation), possession for the purpose of 
trafficking or possession for the purposes of exporting illegal unless authorized by 
regulation. 

Supplementary Messages: 

Though it is a hallucinogen, the plant Salvia divinorum is not currently scheduled 
under the CDSA. At the present time, products containing Salvia divinorum 
would meet the definition of a natural health product (NHP) under the Natural 
Health Products Regulations. 

To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 

--------~~~--~~~~~~~~~~~~~~~~---------C:"\villdows\l'cmp\llotesD3IEFI\Salvia MLs (S'ID-DC; 08-1)2-11 15h25,do,", ________ . ___ .. u ___ .! 

Created by Christine Roush 
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natural health products containing Salvia divinorum or its active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Questions and Answers: 

Ql - What is involved in scheduling Salvia divinorum as a controlled substance and 
what stage is it at? 

Al - Health Canada considers several factors in determining whether the scheduling of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

Overall risk to public health and safety posed by the substance. ../ 
TChemicallllld Ph:lrma(;()I()gicalsi!11ilarityt()()the!stl~stances aireadyreslll,'lted 
under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
International requirements and trends in intemational control. 

THeaiih-Canada-rec-entiy-conc-iu-ded-iis-assessmeni-C;{Saivia-divinornm-and-saiv{n-orin-A-----~ 
against the~ factors and proposes toincl~de ~()th substal1ces in Schedule III to the 
CDSA. Jh~_fir~t __ ~!~p_i~_!he_pr()~~~~_()fs_~h~_dllli~g_a_~_':l_b~ta~~~_~~~er._t_~~_C::P~~_j~_th_e 
publication of a Notice to Interested Parties (NOI) in Canada Gazette, Part I, which will 
be published.Q11.f<:~~1l3:rx_L91_~9.!_~_KC?r_:l_~_9 .. :~_~x_~_C?!~~!11~_l1~_R~~!()~: __ l1?-.i.~_I)._()_tice P!.<?_,:,!~e~ ______ . 
interested stakeholders with the 0ppol1unity to provide comments 011 Health Canada's . 
proposal to add j,'alviq rJivJll()rurfi pl~ it~. J11,'lillacti,,~ illgredit!l1ts,'ll"inor.ill J\t()~~pedule 
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II to the CDSA. Any comments received.m;ec()l1:~i4er~4d':l!il1sth~preparati()1l()f_<l 
regulatory proposal. There will be additional opportunities for comment as the federal 
regulatory process progresses. which.,usl):l!l)'._ta~~~_<lb_()tlt)? __ t_())~_tn_Ol~~h~_to_~()_TI1l?!~!~:{>=, D=e=le=t=ed=:=w=ill=b=====< 

Deleted: . 
.92. \Vhy has the ,Government now decided to control these substances'? ____ m ____________ < t Formatted: Font: Bold 

A2. Controlling these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current misconception that these substances are a safe alternative to other 
illegal drugs. Furthermore, the scheduling will also enable law enforcement agencies to 
take action against suspected illegal activities involving these substances. 
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'~s~~J~s~:~l:/;:~~i~r~'i:~~~:~~~~:i~list·~~~t~o.I.~e~J~~~~~~.~~~.~.~J.I~J .. ~.~~.~r~u_ .' -1 ~eleted: 11 

-( Deleted: Z 

1\1. ~._ :Neit~(!r Salvia divil1ortl111:I1()r~<llvil1()ril1 A~~(!liste.4tl114e.~t~e y I1i~e4:N ~ti()l1s J:)ruS_ 
Control Conventions; as a result, there is no requirement for them to be scheduled as 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some 
individual U.S. states have implemented laws restricting their use, sale and/or 
distribution. 

.{ Deleted: 2 

Q:! -:- Is there any r:esearch ontheuseo(Sillvia tJivin()T.um inCallada? {~De_le_ted_:_3 _____ ~ 

A.4_~.~.e~tl.I.t.~_f~()~.~~.e._(q!!l}.rJ.~q.'!A!c9.~ola!!c/p!.l!gg~_e._M9.nH0!.~ngJi!l:~~y.{CAPJ!!v£s)_______ __ {,-De_le_ted_: 3 _____ -' 

reveal that, in 2009, l.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

Q2.-:-.. IrII~alth Canad~ _is~l\'ar~of:ldverse effe~ts~sso_c.iat~c:I",it~t~~~s~~f~lllvia_ 
divinorum, why is it not controlled under the Controlled Drugs and Substances Act? 

.-,-
-' ( Deleted: 4 

~.~Ihe.~(),,:e.~().~.~he.411!e.§qly'~{l_4jy.tllC!.r!l'!l_.~4.~~I.y.i_I1()rjl1_A_~~_c()l1tr()lle.d.s_tl~~_~~l1~_e.~.i_~ __ - ._-.(_De_le_te_d_:_4 _____ ~ 
based on surveillance data from surveys such as the Canadian Alcohol and Drug Use 
Monitoring Survey (CADUMS), Youth Smoking Survey (YSS) and the Ontario Student 
Drug Use and Health Survey (OSDUHS), some of which only became available in 2010. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it currently 
meets the definition of a natural health product under the Natural Health Products 
Regulations (NHPR). The sale of unauthorized natural health products may be subject to 
compliance and enforcement action in accordance with the Food and Drugs Act and its 
associated regulations. 
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Q&::_~h.~("'iIIMe_a.lth_.~~~Il~~._~_oJLi(t}Il~sJ?~~.d_uct_~_~_ollta~llillg§~/v_~~_~i~i"-~.~~In ____ . __ .. .... [~D_e_le_te_d_:_s ______ l 
on the market? 

Ali ~()nce~aJyia clillif1:f!rt':ffl. ~l1dsaJyil1()rill .. A: .. :lre inc I uded. il1~chedule. III to the.C=PSA, . 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Currently, however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
action by Health Canada. For more information on how to submit a consumer complaint 
about the unauthorized sale of drugs containing Salvia divinorum andlor salvinorin A, 
visit: www.hc-sc.gc.ca/dhp-mps/compli-conform/prob-report-
rapport/gui 44 consumer consommateur cp-pc-eng.php. 

.Q2-:H~sll~al_th Ganadaissued anyldD.<iof",arning to~anadians about Sa/vJa.. 
divinorum? 

( Deleted: 5 

.-·r Deleted: 11 

: ..... [ Deleted: 6 
J 

1 

A.Z_~_ffe.~!!h_C=(il1_:l~:l_h~~_~e_y_e.~()l'e.~_:l1?:!(~_X:l?~rIf~~I!~_~u:~~cJ~_:l_~~~!§q_Z1!illA~1!!,!~rJ!!!l_t().m_""" (,-D_e_le_te_d_: 6 _____ ---') 
help inform the general public about the risks associated with the use of this plant. The 
article can be found on the Health Canada website at: (link to come). Health Canada also 
issued a news release on February 17th announcing the Government of Canada's intention 
to schedule Salvia divinorum and salvinorin A, as controlled substances. A Notice to 
Interested Parties, outlining Health Canada's proposal, was published in Canada Gazette, 
Part I, on February 19,2011, giving interested parties a 30-day period to submit their 
comment~J-:l:t_e.~~_~iJJ_~~~~~i!i()l1_:lJ_()pp.()~l:l~Jti~~_K<?~_~()l1:t_l:t:t~!lt_<l~_~~_e.J~~e.~::lL r~!?il:lJ~t()rx_ .. ' {,-De_le_ted_: . _____ ---' 
process progresses. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Some street names for 
S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska pastora, 
diviner's sage, magic mint, puff, incense special, and salvia. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

P:it(i frol1:t the 2008-2009 Y ()llthSm()~il1gSu~e.)'in4icatestll:lt:_ 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
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• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 
year; and 

• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 

• the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• use of Salvia divinorum was significantly higher in males than in females (6.2% 

vs. 2.3%) in 2009. 
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Salvia divino rum ..-_It'(\'()lI ... JI~~lt~A'-"~t'*_m_um ___ mm ____ uummuu ____________ uum _______ u ____ --{ Deleted: ~ ______________ --J 

Issue 

Salvia divinorum (s. divinorum) is a species of sage belonging to the mint family. Some 
street names for S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria 
pastora, ska pastora, diviner's sage, magic mint, puff, incense special, and salvia. 

Certain web sites promote the use of S. divinorum as a "legal" alternative to street drugs. 
Recent Canadian surveillance data indicates that Canadian teens and young adults are 
using S. divinorum for its ability to produce hallucinations. Scientific reports also 
suggest that it has the potential for abuse. 

Canadians should not use products containing S. divinorum and/or salvinorin A because 
they are hallucinogenic and little is known about the long-term effects of these substances 
on the brain and body. There is also no way to predict how it will affect you with each 
use. 

In light of this information, Health Canada is proposing to schedule both S. divinorum 
and its main active ingredient salvinorin A under Schedule III to the Controlled Drugs 
and Substances Act (CDSA) in order to protect the he;!lth and safety of Canadians, 
particularly youth. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 

the potency of the product 
how much is used 
the purity of the product (products that contain S. divinorum may be mixed with 
other substances) 
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how it is taken, for example, whether the product is chewed, swallowed or 
smoked 
the user's mood and expectations 

While scientists know which brain receptors are targeted by the main active ingredient, 
salvinorin A, very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects 
or ifit can cause permanent damage 
how it interacts with other substances, including other drugs, natural health 
products and alcohol 
the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you should not use S. divinorum because little is known about 
the long-term effects it may have on your body and/or brain functions. There is also no 
way to predict how it will affect you with each use. Just because a drug is plant-based or 
"natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using illegal 
drugs, such as marijuana, cocaine, ecstasy, LSD and other substances that distort reality. 
See the "Need More Info?" section below for links to resources that can help you with 
this. 

Legal Status of Salvia divinorum 

In Canada 
As S. divinorum is a plant with hallucinogenic properties when consumed by humans, it 
currently meets the definition of a natural health product (NHP) under the Natural Health 
Products Regulations. As of February 2011, Health Canada has not authorized for sale 
any natural health products which contain S. divino rum as an ingredient. The sale of 
unauthorized natural health products containing S. divinorum or its main active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health Canada 
under the Food and Drugs Act. 

While S. divinorum and salvinorin A are not currently scheduled under the Controlled 
Drugs and Substances Act (CDSA), Health Canada has issued a Notice to Interested 
Parties which proposes to,ildd S. divinoru.m and sllivinorin}\ to Schedule HIto the 
CDSA 

In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Italy and 
Japan, have placed controls on the import and/or sale of S. divinorum and/or salvinorin A. 
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In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed restrictions on their sale 
and/or import. For example, several states have made it iIIegal to manufacture, distribute, 
import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to various 
degrees, while others have placed restrictions on distribution. In some states, for example, 
it is illegal for S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

The products are sold in a number of forms, including fresh or dried leaves, liquids or 
seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, 1.6% of Canadians aged 15 years and older have reported using S. 
divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in youth 
aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also show 
that 5% of 15 year olds have used S. divinorum in the past year. The 2009 Ontario 
Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students 
in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported using 
this substance in the past year. For more information on these surveys, see the Need More 
Info section below . 

.N~~c1I\fore Illfo?. 

For information on how to submit a consumer or trade complaint about the 
unauthorized sale of health products containing S. divinorum please consult'the 
following documents: 
Consumers: http://www.hc-sc.gc.ca/dhp-mps/compli-conform/prob-report
rapportlgui 44 consumer consommateur cp-pc-eng.php 
Trade: http://www.hc-sc.gc.ca/dhp-mps/compli-conform/prob-report
rapport/gui 38 trade-industrie cp-pc-eng.php. Or contact the Health Products 
and Food Branch Inspectorate directly by calling toll-free 1-800-267-9675. 

You can report any adverse reactions to the Canada Vigilance Program by one of 
the following three ways: 
Report online at the MedEffecflM Canada website at: http://www.hc-sc.gc.ca/dhp
mps/medeff/index -eng. php 
Call toll-free at 1-866-234-2345 
Complete a Canada Vigilance Reporting Form and either: 
Fax toll-free to 1-866-678-6789 
Mail to: Canada Vigilance Program 

Health Canada 
AL 0701C 

002697 

Deleted: Health Canada's Role11 
11 
In light of the health and safety 
risks associated with the use of S. 
divinorum and particularly the 
risks to youth, Health Canada is 
taking steps to schedule S. 
divinorum and salvinorin A as 
controlled substances. As a tirst 
step in this process, Health Canada 
published a Notice to interested 
Parties (NOI) in Canada Gazelle. 
Parti.on February 19, 2011. In the 
interim, Health Canada will 
continue to monitor the sale of 
unauthorized health products that 
contain S. divinorum or its main 
active ingredient salvinorin A. It 
will take appropriate action should 
it become aware ofany 
unauthorized health products that 
may pose a risk to Canadians." 

11 



Ottawa, ON KIA OK9 
To have postage pre-paid, download the postage paid label from the MedEffect™ 
Canada website. The Canada Vigilance Reporting Form and the adverse reaction 
reporting guidelines may also be obtained via this website at: http://www.hc
sc.gc.caldhp-mps/medeff/report-declaration/ar-ei_form-eng.php 

For information about the Government of Canada's National Anti-Drug Strategy. 
go to: www.nationalantidrugstrategy.gc.ca/ 
The Prevention section on this site has a number of helpful resources for parents, 
including: 

Tips on Talking to Your Teenager, at: www.hc-sc.gc.calhc-ps/pubs/adp
apd/talk -aborder/index -eng. php 
What to Do if Your Teen is Using Drugs, at: 
www.nationalantidrugstrategy.gc.calparents/pubs/talking-aborder/talking
aborder.html 
Health Canada's Not4Me youth drug prevention section at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/youth-jeunes/facts
faits/index-eng.php 

Information on natural health products and the Natllral Health Products 
Regulations can be found at: www.hc-sc.gc.caldhp-mps/prodnaturlindex-eng.php 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 

The 2008-2009 Youth Smoking Survey, at: 
http://www.yss.uwaterloo.calindex.cfm?section=5&page=288 
The 2009 Canadian Alcohol and Drug Use Monitoring Survey, at: 
http://www.hc-sc.gc.calhc-ps/drugs-drogues/stat/index-eng.php 
The 2009 Ontario Student Drug Use and'Health Survey, at: 
http://www.carnh.netlNews _ eventslNews _releases_and _media_advisories _and _ b 
ackgrounders/osduhs2009 _ advisory.html 

Additional Resources: 
U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: 
Salvia divinorum and Salvin orin A at: 
www.deadiversion.usdoj.gov/drugsconcern/salviad/salviad.htm 
U.S. Department of Health & Human Services, National Survey on Drug Use 
and Health: Use of Specific Hallucinogens: 2006 at: 
www.oas.sarnhsa.gov/2k8/hallucinogenslhallucinogens.pdf 

For additional articles on health and safety issues go to the It's Your Health web 
section at: www.healthcanada.gc.caliyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: 
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Re: pictures for IYH lit 
Lisa MacKay to: Stephanie Chandler 
Cc: Jocelyn Kula 

Thank you both. The pics bellow should be sufficient. 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Consumer Information Bureau / Bureau d'information aux consommateurs 

2011-02-0901:48 PM 

Marketing and Communications Services Directorate/Direction des services de marketing et de 
communications 
Public Affairs, Consultation and Communications Branch/ Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Lisa_Mackay@hc-sc.gc.caa 

Stephanie Chandler Hi both, Just to confirm that no, OCS does not... 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi both, 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Lisa MacKay/HC-SC/GC/CA@HWC 
2011-02-0901 :47 PM 
Re: pictures for IYH 

2011-02-0901 :47:09 PM 

Just to confirm that no, OCS does not have any other pictures of Salvia for the IYH. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances controlE~es 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Jocelyn Kula 

From: 
To: 
Cc: 
Date: 
Subject: 

I am enclosing the most relevant of the bunch y ... 

Jocelyn Kula/HC-SC/GC/CA 
Lisa MacKay/HC-SC/GC/CA@HWC 
stephanie.chandler@hc-sc.gc.ca 
2011-02-0901 :36 PM 
pictures for IYH 

2011-02-09 01:36:39 PM 

I am enclosing the most relevant of the bunch you sent me; personally, the more we show actual labelling 
indicating is is sold as incense, but then suggesting how to use, the better. The original 2nd pic you 
suggested with the baggies with spades on them is rather meaningless to me, as it could be anything. 
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Same goes for the vial and leaf extract... .. 1 don't think we have any others but am copying Stephanie 
Chandler in case she knows ..... 

[attachment "Salvia Divinorum (Natural)0001.jpg" deleted by Stephanie Chandler/HC-SC/GC/CA] 
[attachment "Salvia Divinorum (Natural)0002.jpg" deleted by Stephanie Chandler/HC-SC/GC/CA] 
[attachment "PURPLE STICKY SALVIA0003.jpg" deleted by Stephanie Chandler/HC-SC/GC/CA] 
[attachment "Salvia Divinorum (Apple)0001.jpg" deleted by Stephanie Chandler/HC-SC/GC/CA] 
[attachment "Salvia Divinorum (Apple)0002.jpg" deleted by Stephanie Chandler/HC-SC/GC/CA] 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
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Fw: ADMO Q re: Salvia 
Jocelyn Kula to: stephanie.chandler 2011-02-0902:47 PM 

for the file 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la 
sante environnementale et de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (6l3) 952-2177 Fax: (6l3) 946-4224 

Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-02-09 02:46 PM -----

From: Stephanie Szick/HC-SC/GC/CA 
To: Jocelyn Kula/HC-SC/GC/CA@HWC 
Cc: Christine Roush/HC-SC/GC/CA@HWC 
Date: 2011-02-09 02:16 PM 
Subject: Re: ADMO Q re: Salvia 

Thanks Jocelyn, this should do it. will forward and noting the suggestion 
of a CDSA overview briefing for Hilary ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Jocelyn Kula/HC-SC/GC/CA 
Stephanie Szick/HC-SC/GC/CA@HWC 
Christine Roush/HC-SC/GC/CA@HWC 
2011-02-09 02:00 PM 

Re: ADMO Q re: Salvia 

Sorry for the delay. 

1. In general, the impact of our proposing to regulate salvia as a 
controlled substance in Canada will result in the same activities being 
illegal here as are illegal in other countries where they have taken 
similar action. That said, it does depend on the country. In Australian 
and Japan for instance, it is illegal to import and/or sell Salvia. In 
the US however, some states have gone so far as to impose an age limit on 
sale and use, i.e., the product cannot be sold to anyone under the age of 
18 etc. 

2. Yes and no. While the offences are the same for marihuana (Schedule 
II) and what they will be for Salvia (Schedule III), some of the 
applicable penalties are different, e.g., a possession offence for 
marihuana will incur varying penalties depending on the amount (this is 
the whole impact of Sch VII and Sch VIII to the CDSA) while a possession 
offence for a Schedule III substance is liable to imprisonment up to 3 
years. For illegal production, the penalty for marihuana is imprisonment 
up to 7 years but only up to 3 years for a substance in Schedule III. 
(this sounds confusion I know but this is the CDSA- perhaps we should 
think about doing a general overview on the Act with Hilary, or at least 
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providing her with the info sheets we have ..... ) 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la 
sante environnementale et de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

From: 
To: 
Cc: 
Date: 
Subject: 

Stephanie Szick/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Christine Roush/HC-SC/GC/CA@HWC 
2011-02-09 10:12 AM 

ADMO Q re: Salvia 

Hi Jocelyn 

Follow up from Jesse/Hilary -- -- can you provide As to these Qs after you 
are settled this morning? 

Thanks, S 

Forwarded by Stephanie Szick/HC-SC/GC/CA on 2011-02-09 10:06 AM 

From: Jesse Arnup-Blondin/HC-SC/GC/CA 
To: Stephanie Szick/HC-SC/GC/CA@HWC 
Cc: "Senior communications Advisor Christine Roush" 
<christine.roush@hc-sc.gc.ca> 
Date: 2011-02-09 09:52 AM 
Subject: Re: Fw: ADMO Q re: Salvia 

I spoke with Hilary about this again this morning. What she is really 
getting at is will Canada's scheduling be in line with what other 
countries are doing? e.g. in those other countries/states we mention, are 
possession, trafficking, import/export, and production illegal? 

She doesn't want a country by country or offence by offence comparison, 
but wants to understand if the things we're making illegal are illegal in 
other places. 

Also, she would like to know if this will put similar controls as we have 
on marihuana? 

Thanks, 

Jesse 
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From: Stephanie Szick/HC-SC/GC/CA 
To: "Jesse Arnup-Blondin" <jesse.arnup-blondin@hc-sc.gc.ca>, "Senior 
Communications Advisor Christine Roush" <christine.roush@hc-sc.gc.ca> 
Date: 2011-02-08 08:18 PM 
Subject: Fw: ADMO Q re: Salvia 

Hi Jesse, 
Please see Jocelyn's reply below. 
Illegal activities with a given controlled substance constitutes different 
things in different countries (even state to state as in the US) 
contingent on the legislation of the country/state. 

Have a look at Jocelyn's reply and let us know if this does the trick or 
if you want more specifics, which folks can pull from the lAS if need be. 

Thanks, S 

Original Message 
From: Jocelyn Kula 
Sent: 2011-02-08 08:04 PM EST 
To: Stephanie szick 
Cc: Christine Roush 
Subject: Re: ADMO Q re: Salvia 

A central principle of our legislative framework for controlled substances 
is that a substance is never "illegal", only activities, e.g., sale, 
importation, cultivation, possession, etc., with a given substance can be 
illegal depending on what Schedule it is in. This mirrors the way the UN 
drug control conventions are set up. In other countries, depending on 
the legislation in place, the activities that are illegal will differ from 
country to country, or in the US, where there are no national controls in 
place, from state to state. 

Our lAS on Salvia has more specific information in it, and Stephanie C can 
provide if needed. I would not suggest however that we try to clarify the 
IYH, it will only lead to more confusion .... the wording we use here is 
consistent with the media lines, and all of our previous dockets etc ..... 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la 
sante environnementale et de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

From: 
To: 
Advisor 
Date: 
Subject: 

Stephanie Szick/HC-SC/GC/CA 
"Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca>, "Senior 
Christine Roush" <christine.roush@hc-sc.gc.ca> 
2011-02-08 07:47 PM 

ADMO Q re: Salvia 

Hi Jocelyn, 

communications 
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Plse see Jesse's email below and Q from Hilary re: controls place on 
salvia in other countries -
Are you able to provide a reply before noon tomorrow? 
Thanks, S 

From: Jesse Arnup-Blondin 
Sent: 2011-02-08 05:35 PM EST 
To: Stephanie Szick; Christine Roush 
Subject: Salvia - Question from ADM 

Both the NOI and It's Your Health make reference to other countries 
"placing controls on the import and/or sale of salvia". Hilary wants to 
know if this means they are illegal. Can you please clarify? We may need 
to revise language to make it more clear. 

Thanks! 
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Hi Jocelyn, 

Re: Authority for publishing Salvia NOI C1 
Stephanie Chandler to: Jocelyn Kula 
Cc: Denis Arsenault 

2011-02-10 09:45 AM 

The BZP NOI was published under the authority of "Section 55 (1 )(a) and Section 60 of the CDSA". I will 
revise the Salvia NOI insertion form to reflect this. 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Jocelyn Kula 

From: 
To: 
Cc: 
Date: 
Subject: 

hmmm ..... sounds good to me, but perhaps we s ... 

Jocelyn Kula/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-02-0904:44 PM 
Re: Authority for publishing Salvia NOI 

2011-02-0904:44:08 PM 

hmmm ..... sounds good to me, but perhaps we should double check with past precedent.. .... what did we 
say with the BZP NOI back in 2008? 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 

Stephanie Chandler .. Hi Jocelyn, With regards to the authority of the ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-02-0904:27 PM 
Authority for publishing Salvia NOI 

2011-02-0904:27:17 PM 

With regards to the authority of the CDSA under which the Salvia NOI will be published, Section 60 of the 
Act states: 

The Governor in Council may, by order, 
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amend any of Schedules I to VIII by adding to 
them or deleting from them any item or portion 
of an item, where the Governor in Council 
deems the amendment to be necessary in the 
public interest 

Please advise as to whether we should include this Section on the NOI insertion form as opposed to 
Section 55? 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Hi Jocelyn, 

For review - Minister's Speech - Salvia 
Christine Roush to: Jocelyn Kula 
,-, . Stephanie Chandler, Denis Arsenault, Dave Stephens, 
(,C CSTD-OCS-DO 

2011-02-1003:10 PM 

In case MO would like to revisit the idea of a Salvia event sometime soon, we have proceeded with the 
drafting of a speech for the Minister. I have reviewed the speech and my changes are in red. Could you 
please do the same and return your comments to me by Friday, Feb 11 at 10:00 am. 

Thanks, 

Sp-Min-Salvia-v3(revcrLFeb10_15hOO.doc 

Christine Roush 
Senior Communications Advisor! 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch! 
Direction gEmerale des affaires publiques, 

de la consultation et des communications 
Health Canada!Sante Canada 
Telffel : (613) 954-0712!Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail!courriel:christine_roush@hc-sc.gc.ca 
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Good Morning/Afternoon: Thank you for being here. 

A substance known as Salvia is being used - and abused - by some 
young people. 

It has peen g~tting more popular because it's currently not an illegal 
substanceJ. but it can have some of the same effects as illegal drugs. 

It~ C3ls0poPlJ'arCl rn<:>,.,g }'<:>LJ~hbecause it' seC3sHYc:lvC3HClt>'~c:llld. 
because of the perception that it doesn't do any harm. L . 

-[ Deleted: 's 

j . r Deleted: 's 

: - i Deleted: been getting 

Deleted: The fact is that we 1 
don't know what kind of harm it I 

We are still learning about Salvia, but we do know that when it is can cause·lJ ' 

used, it is most commonly smoked,.qAnd we ~nowthClt smo~i/'1g$C3lviC3.' (Deleted: aSifitwereadrUg~ 
can produce hallucinations. 

Those two facts alone tells us that is has ,potential to c:ause damagE;! .. _. ..' { Deleted: enormous 

to the body or the brain .... or both. 

If it's producing hallucinations, then it is interfering with the normal 
functions of the brain. When you are young. your brain is going 
through an important period of development. Anything that interferes 
with that development could have serious. long-term consequences.I ... 

That's why we will be moving to control_$ClI'(i9_ClllcUt~JT1C3i_n __ Cl~t_iy~ ___ u 
ingredient, "Salvinorin A", .as~()_/'1t[<:>II~cj __ S.~t>_stc:lIl_C:_~~: ___ m_u_mu_uuu __ _ 

, Comment [51]: To my 
, knowledge, there is no evidence it 

affects development 

,- Deleted: 11 

Deleted: m 
, ,,>========, 

As a first step, a notice will be published in the Canada Gazette in a Deleted: to the list of drugs) 

few days. This .vvillgive Canadians an opportunity tqcomment on ()lJrq / <{ Deleted: of J 
proposal to include, t~E3_s_~_~LJ_~sta_nc:es .lJl1<:l_~ruS_cbE3<:1_lJleuU~ t().1~E3 ______ u _____ u":' . I Deleted: That's the same lawl 

. that makes it illegal to possess I' 

Controlled Drugs and Substances Act. . or sell common street drugs.lJ , 
1.11. ___ .J 

I 
. ( Deleted: it 

JY1C3kingSalviqa controlled s.ubstanc;e willmak~ activities such as. 
[ Deleted: auld 

possession, trafficking, importing or cultivatin~salviaillegal. . f:=D=el=et=ed=:=s=alv=ia===_. __ =_==<~j 
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Deleted: at 

Deleted: ould 
Th§..""illma~e itrnuchnhCifcj~r.t()g~t Salvia, .. .9lli1ii.CiI~()s~"cj§th~ 
message to young Canadians that they should not be taking this 
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against illegal activities involving this substance. 

' .. ~ Deleted: ill 

'f' ..... 

l.egislation is an importa"t step in controlling the availability and use 
of Salvia) but our most important task is to get the message to young 
people that this substance is dangerous. That is why we are taking 
these steps now and why we have 'posted"i"torrnati()n()l1. ()lJr wet>sit~ 
about Salvia and the risks of using it.lWewantJ()~lirniI1Clt~ ~h~ ...• 
misconception that Salvia is safe compared to illegal drugs. 

Any non-prescription substance that interferes with the normal 
functions of a person's brain should not be taken by anyone at 
anytime·i 
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Fw: For review - Minister's Speech - Salvia 
Denis Arsenault to: Jocelyn Kula 
Cc: Stephanie Chandler 

2011-02-10 03:56 PM 

~_"m',"~._'#"~""~~"~"<""_"" __ "'~""'""_"~~"_""'""'~~"'~~".""~"~", __ ""_"m'"""~_"'" __ '"~" __ "~"'"M""_ 

Hi Jocelyn, 

Stephanie and I have made a number of edits and suggestions. 

That being said, there are several fairly definitive statements about the health effects of salvia that should 
be reviewed by Suzanne's group as we may want to clarify and/or tone down some of these statements. 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur : (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenauIUHC-SC/GC/CA on 2011-02-10 03:53 PM ----

From: 
To: 
Date: 
Subject: 

Hi Denis, 

Stephanie Chandler/HC-SC/GC/CA 
Denis ArsenauIUHC-SC/GC/CA@HWC 
2011-02-JO 03:46 PM 
Fw: For review - Minister's Speech - Salvia 

I have reviewed the Minister's Speech (see attached). Would it be possible to discuss some of my 
comments for a few minutes this afternoon? Christine would like back by 10:00am tomorrow, though she 
seems to be suggesting that the event is not happening ... do you know if this is the case? 

Sp-Min-Salvia-v3(revcrLFeb10_15h43.doc 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-02-10 03:44 PM -----

From: Christine Roush/HC-SC/GC/CA 
To: Jocelyn Kula/HC-SC/GC/CA@HWC 
Cc: Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenauIUHC-SC/GC/CA@HWC, Dave 

Stephens/HC-SC/GC/CA@HWC, CSTD-OCS-DO 
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Date: 2011-02-1003:10 PM 
Subject: For review - Minister's Speech - Salvia 

Hi Jocelyn, 
In case MO would like to revisit the idea of a Salvia event sometime soon, we have proceeded with the 
drafting of a speech for the Minister. I have reviewed the speech and my changes are in red. Could you 
please do the same and return your comments to me by Friday, Feb 11 at 10:00 am. 

Thanks, 

[attachment "Sp-Min-Salvia-v3(revcrLFeb1 0_15hOO.doc" deleted by Stephanie 
Chandler/HC-SC/GC/CA1 

Christine Roush 
Senior Communications Advisorl 
Conseillere p~incipale en communications 
Public Affairs, Consultation and Communications Branchl 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelITel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 
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Issue: Proposal to a,dd, Salvia Divinorum and "Salvinorin 
A" to Schedule III the Controlled Drugs and Substances 
Act. 

Date: TBD 

Location TBD 

Time: TBD 

I Word Count: .328 
Check Against Delivery 
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Good Morning/Afternoon: Thank you for being here. 

A substance known as Salvia is being used - and abused - by some 
young people. 

It has peengetting more popular because it's currently not an illegal 
substanceJ. but it can have some of the same effects as illegal drugs. 

It~ also,popular among youth because it's easily available and 
because of the perception that it doesn't do any harm .• 

. .... _, 
I 

...............••. ) 

Deleted: 's 

Deleted: been getting 

I Deleted: The f~~t is th;t w~ 
i don't know what kind of harm it 

We are still learning about Salvia, but we do know that when it is J,c:<ln~~~seJj 
used, it is most commonly smoked., And we know that smoking Salvia .' / {Deleted: as ifitwerea drug 1 
can produce hallucinations. 

Those two facts alone tells us that is has ,potential to cause damage 
to the body or the brain .... or both. 

If it's producing hallucinations, then it is interfering with the normal 
functions of the brain. When you are young, your brain is going 
through an important period of development. Anything that interferes 
with that development could have serious, long-term consequences.1 
. 
Because of the way it is being used and because of its potential for 
abuse, we believe this substance. r1_~~g_~_t()J:)~~on~rol!~Q.. This will _ 
reduce the potential risks to the health and safety of Canadians from 
its. ready availability, its. increased use and its. unknown effects if used 
long-term. 

That's why we will be moving to controLSalvianar1dit~nm~inClctive 
ingredient, "Salvinorin A", .€!§....c;or1troll~d ~ubstances .. 

As a first step, a notice will be published in the Canada Gazette in a 
few days. This .will give Canadians an opportunity to comment on our 
proposal to include.~~ese substances,ljnderSchedulelll to.the 
Controlled Drugs and Substances Act. 
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Thi§...will make it much harder to get Salvia, and.lLalso send§. the 
message to young Canadians that they should not be taking this 
substance. It will also allow law enforcementagencies to takeacti()n 
against illegal activities involving this substance. 
. 
1,egislation is an important step in controlling the availability and use 
of Salvia, but our most important task is to get the message to young 
people that this substance is dangerous. That is why we are taking 
these steps now and why we have bosted. informationonourweb~ite 
about Salvia and the risks of using it. Wewant)o eliminate the 
misconception that Salvia is safe compared to illegal drugs. 

~ny non-prescription substance that interferes with the normal 
functions of a person's brain should not be taken by anyone at 
anytime.[ 

l
.ThOU9h aJl of the dangers of Salvia are not known, we do know from 
our own review of information thatAis. notsafe._ And we don't want 
~oung people to find out the hard way and suffer for the rest of their 
lives. 

I 
Thank you. 
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Fw: For review - Minister's Speech - Salvia 
Jocelyn Kula to: stephanie.chandler, Denis Arsenault 

can you both pis review and perhaps we should huddle at 9:30 to go over comments .... 
JK 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances contr61ees 

2011-02-10 04:03 PM 

Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-02-1004:02 PM -----

From: 
To: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Dave 
Stephens/HC-SC/GC/CA@HWC, CSTO-OCS-OO 

Date: 2011-02-1003:10 PM 
Subject: For review - Minister's Speech - Salvia 

Hi Jocelyn, 
In case MO would like to revisit the idea of a Salvia event sometime soon, we have proceeded with the 
drafting of a speech for the Minister. I have reviewed the speech and my changes are in red. Could you 
please do the same and return your comments to me by Friday, Feb 11 at 10:00 am. 

Thanks, 

Sp-Min-Salvia-v3(revcrLFeb1 0_1 ShOO.doc 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 
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Fw: Salvia news release 
Denis Arsenault to: Jocelyn Kula 
Cc: Stephanie Chandler 

FYI - Further to my conversation with Christine. 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances contr6lees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-MaiIiCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2011-02-10 04:24 PM -----

From: Christine Roush/HC-SC/GC/CA 
To: Denis ArsenaultlHC-SC/GC/CA@HWC 

2011-02-10 04:25 PM 

Cc: 
Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-02-10 04:07 PM 

Subject: Fw: Salvia news release 

Hi Denis - as discussed, Dave just forwarded an email to me from MO (I wasn't copied on it) saying 
program is OK to go ahead and publish the NOI in CGI on Feb. 19th. See below. 

Christine Roush 
Senior Communications Advisor/ 

From: 
To: 
Date: 
Subject: 

Dave Stephens/HC-SC/GC/CA 
christine.roush@hc-sc.gc.ca 
2011-02-10 04:04 PM 
Fw: Salvia news release 

it should be posted next week regardless 

Dave Stephens 
Senior Communications Executive-Gestionnaire Principal des Communications 
HECSB/DGSCSE 
Health Canada/Sante Canada 
6th Floor, Room 6-033, 269 Laurier Ave. W., Ottawa, ON 
Tel: (613) 946-8107 
Cell: (613) 859-3581 

Forwarded by Dave Stephens/HC-SC/GC/CA on 2011-02-10 04:04 PM -----

From: Alexis M Tervo/HC-SC/GC/CA 
To: "Dave Stephens" cdave.stephens@hc-sc.gc.ca> 
Cc: "Ken Polk" cken.polk@hc-sc.gc.ca>, "Charles Mojsej" 
ccharles.mojsej@hc-sc.gc.ca>, "Blossom Leung" cblossom.leung@hc-sc.gc.ca> 
Date: 2011-02-10 08:07 AM 
Subject: Salvia news release 
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Hi Dave, Tim is checking if they want a Salvia news release next week (now 
that there mostly likely won't be an event). Tim also said that program 
can still proceed with going to CG1 for Feb 19th. 
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11/02/2011 

Media Lines 
Salvia llivillorum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be scheduled under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. A Notice to Interested 
Parties outlining Health Canada's proposal to regulate this substance will be published in 
Canada Gazette, Part I, on February 19,2011 (TBC). 

Key Messages: 

• The Government of Canada is takingthese steps in order to protect the health and 
safety of Canadians, particularly youth, from the potentially harmful effects of 
Salvia divinorum and/or salvinorin A. 

• After reviewing available information and reports that suggest these substances 
have the potential for abuse, especially among young people, Health Canada is 
proposing to schedule both Salvia divinorum and its main active ingredient 
salvinorin A as controlled substances. 

• Health Canada is continuing to survey the prevalence of salvia use and have based 
our proposed scheduling on available information and reports that suggest these 
substances have the potential for abuse, especially among young Canadians. The 
risks of salvia use include hallucinations, loss of consciousness and short-term 
memory loss. 

• The proposed inclusion of Salvia divinorum and salvinorin A in Schedule III to 
the Controlled Drugs and Substances Act would make possession, trafficking, 
importation, exportation, production (or cultivation), possession for the purpose of 
trafficking or possession for the purposes of exporting illegal unless authorized by 
regulation. 

Supplementary Messages: 

• Though it is a hallucinogen, the plant Salvia divinorum is not currently scheduled 
under the CDSA. 

To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorllll1 as an ingredient. The sale of unauthorized 
natural health products containing Salvia divinorum or its active ingredient 
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salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Questions and Answers: 

Ql - What are the risks associated with the use of Salvia {livillorum 

Al - S. divinorul1l is known to have both physical and mental effects. The effects of S. 
divillorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
• uncontrollable laughter 
• loss of consciousness 
• short-tenn memory loss 
• lack of physical coordination 

sluned speech and awkward sentence patterns 

There is no way to predict what effect these substances may have on an individual. In 
addition, the effects may differ from one use to the next, depending on factors such as: 

the potency of t~e product; 
• how much is used; 

the purity of the product (products that contain S. divinorum may be mixed with 
other substances); 
how it is taken, for example, whether the product is chewed, swallowed or 
smoked; and 
the user's mood and expectations. 

While scientists know which brain receptors are targeted by the main active ingredient, 
salvinorin A, very little is known about the following: 

• how it affects the brain overall, including whether there are any long-tenn effects 
or if it can cause pennanent damage; 
how it interacts with other substances, including other drugs, natural health 
products and alcohol; 

• the potential of S. divinorum to produce physical dependence and/or addiction. 

For more infomlation on Salvia divillorum and the risks associated with its use, please 
see It's Your Health at: (insert link to the It's Your Health article.) 

Q2 - What is involved in scheduling Salvia divinorllm as a controlled substance and 
what stage is it at? 
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A2 - Health Canada considers several factors in detennining whether the scheduling of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

Overall risk to public health and safety posed by the substance. 
Chemical and pharn1acological similarity to other substances already regulated 
under the CDSA; 

• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 

• Extent of actual abuse of the substance in Canada and internationally; and 
International requirements and trends in international control. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against these factors and proposes to include both substances in Schedule III to the 
CDSA. The first step in the process of scheduling a substance under the CDSA is the 
publication of a Notice to Interested Parties (NOI) in Canada Gazette, Part I, which will 
be published on February 19,2011 (TBC) for a 30-day comment period. This notice 
provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add Salvia divinorum and its main active ingredient salvinorin A to 
Schedule III to the CDSA. Any comments received are considered during the preparation 
of a regulatory proposal. There will be additional opportunities for comment as the 
federal regulatory process progresses, which usually takes about 18 to 24 months to 
complete. 

Q3. Why has the Government now decided to schedule these substances under the 
CDSA? 

A3. Scheduling these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current misconception that these substances are a safe alternative to other 
illegal drugs. Furthennore, the scheduling will also enable law enforcement agencies to 
take action against suspected illegal activities involving these substances. 

Q4 - Are Salvia tiivillorum and/or salvinorin A controlled internationally? How are 
these substances regulated in other countries? 

A4 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, there is no requirement for them to be scheduled as 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed similar controls on the import and/or sale of Salvia divinorum and/or salvinorin A. 
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Some individual U.S. states have implemented similar laws restricting their use, sale 
and/or distribution. 

Q5 - Is there any research on the use of Salvia divinorum in Canada? 

A5 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009,1.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

Q6 - If Health Canada is aware that the use of Salvia divinorum can produce 
negative health effects such as hallucinations, feelings of anxiety, etc., why is it not 
controlled under the Controlled Drugs and Substances Act? 

A6 - The move to schedule Salvia divinorum and salvinorin A as controlled substances is 
based on surveillance data from surveys such as the Canadian Alcohol and Drug Use 
Monitoring Survey (CADUMS), Youth Smoking Survey (YSS) and the Ontario Student 
Drug Use and Health Survey (OSDUHS), some of which only became available in 2010. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it currently 
meets the definition of a natural health product under the Natural Health Products 
Regulations (NHPR). The sale of unauthorized natural health products may be subject to 
compliance and enforcement action in accordance with the Food and Drugs Act and its 
associated regulations. 

Q7 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 

A 7 - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Currently, however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
action by Health Canada. For more information on how to submit a consumer complaint 
about the unauthorized sale of dmgs containing Salvia divinorum and/or salvinorin A, 
visit: www.hc-sc.gc.ca/dhp-mps/compli-conform/prob-report-
rapport/glli 44 consumer consommateur cp-pc-eng.php. 
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Q8 - Has Health Canada issued any kind of warning to Canadians about Salvia 
(/ivillOrU11l ? 

A8 - Health Canada has developed an It's Your Health article about Salvia divinorum to 
help infonn the general public about the risks associated with the use of this plant. The 
article can be found on the Health Canada website at: (link to come). Health Canada also 
issued a news release on February XX announcing the Government of Canada's intention 
to schedule Salvia divinorum and salvinorin A, as controlled substances. A Notice to 
Interested Parties, outlining Health Canada's proposal, was published in Canada Gazette, 
Part I, on February 19, 2011 (TBC), giving interested parties a 30-day period to submit 
their comments. There will be additional opportunities for comment as the federal 
regulatory process progresses. 

Background 

Salvia divinoru111 is a species of sage belonging to the mint family. Some street names for 
S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska pastora, 
diviner's sage, magic mint, puff, incense special, and salvia. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
te1l11 memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 

• the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• lise of Salvia divinorltl11 was significantly higher in males than in females (6.2% 

vs. 2.3%) in 2009. 
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Hi Stephanie, 

Re: Fw: For review - Minister's Speech - Salvia ~ 
Suzanne Desjardins to: Stephanie Chandler 
Cc: Denis Arsenault, Jocelyn Kula, Christine Roush, Hanan Abramovici 

This message has been replied to and forwarded. 

2011-02-11 08:58 AM 

Please find our comments attached. You were right that the health effects were not quite accurate (that's 
reflected by the number of comments). 

Sp-Min-Salvia-v3(revcr)Jeb1 0_15h43 SO cmts 16h38_HA.doc 

Thanks 
Suzanne 

Stephanie Chandler Hi Suzanne, Would it be possible for you to rev ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Suzanne Desjardins/HC-SC/GC/CA@HWC 

2011-02-1004:26:13 PM 

Cc: 
Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-02-10 04:26 PM 

Subject: Fw: For review - Minister's Speech - Salvia 
----,".~---

Hi Suzanne, 

Would it be possible for you to review the Minister's Speech for the (potential) Salvia NOI event? There 
are several fairly definitive statements about the health effects of Salvia, so your input would be 
appreciated. 

[attachment "Sp-Min-Salvia-v3(revcrLFeb1 0_15h43.doc" deleted by Suzanne Desjardins/HC-SC/GC/CA] 

My apologies for the short-turn around time, but Comms would like it back from OCS by 10:00am 
tomorrow, so if you could review ASAP it would be much appreciated. 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-02-1004:21 PM -----

From: 
To: 

Denis ArsenaultlHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
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Substances Act. 
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Good Morning/Afternoon: Thank you for being here. 

I A substance known as ISalviatcjiv_i_norLJrT1Js __ ~~_i_,!gJ~J)lJ_~~(t-:_~Y_~()rDE3___ J-

young people. 

Comment [HABR1]: Should 
we not be specifying that we are 
talking about Salvia divinorum in 
particular'? There are many species 
of Salvia. 

Comment [52]: This substance 
is only being used for its 
psychoactive effects, therefore it is 
abused 

Deleted: used - and It has ,been getting more popular because it's currently not an illegal 
substanc8J. but it can have some of the same (effects as certain' illegal 

. -
- . [Deleted: 's 

- . 

-_. __ . __ .. _ .. _._ ... __ ....•. -._-j 
drugs~ ____________________________________________ . _________________________________________________ _ 

It~ alsopopular among youth becausE:}it'SE:}9~j1y availablE:} and 
because of ~he false perception ~b9t!t9_()E:}~_'!Jcj9_9_r:t_}'_b9_r!I1L 

'/lie are still learning about Salvia, but we do know that when it is • ___________________________________ ~ ____ . _________________ . _____ .L.. ______ . _________ .. _________________________________________ . ____ .. __ _ 

used, it is most commonly smoked;./\nd'Nekno'"that smoking Salvia 
can produce hallucinations. 
While we are still learning about Salvia divinorum, we know that when 
it is used, it is most commonly smoked and that smoking Salvia can 
produce hallucinations. 

Those two facts alone tells us that is has the 'p9_~E:}n_~i_ClIJ9 harm health._ 
.Q~~.~_~_g_~~_~g~ __ tg __ tt!~_JJ.ggy_gr_tb~_~@1~_'_::_'_gr_~g~_t!: ________________ . _____________________ _ 

,,----------------------_ .. _-----------------------------------------------------------------------------------------------------

Therefore. because of the way it is being used, and its potential for 

,-

-
-, 

\'" 

, , 

, 
\> 

Comment [HABR3]: I think 
we should be more precise. even if 
we're being vague: "some of the 
same effects as CERT AIN illegal 
drugs." 

Deleted: 's 

Deleted: been getting I 

-,' Comment [HABR4]: "because 
of the FALSE perception that it 

'-. doesn't do any harm" 

Comment [HABRS]: Unsure 
about this statement. Some 
websites claim it's relatively safe, 
but many who've used it report 
very wlpleasant experiences. 
Maybe we should remove the 
second half of this sentence. Or 
alternatively we could say: ..... _and 
because of the false perception that 
it is safe compared to other illegal 
drugs" 

Deleted: The fact is that we 

i '.\:, don't know what kind of harm it 
can cause.'ll .-J 
Formatted: Strikethrough 

Formatted: Strikethrough 

Deleted: as it it were a SFUQ 

Deleted: enormous J ,'. 
[ Formatted: Strikethrough 

Comment [56]: To my : 
abuse and harm to health we will be moving to control Salvia .. knOWledge. there is no eViLIiIJ 

divinorum and its main active ingredient, "Salvinorin A", as controlled ( Comment [HABR7]: IsG:illJ 

substances to reduce the known and potential risks to the health and LD~lete_d: 'll _ - _ _ ~~ 
safety of Canadians .• ~_E?o?~~_~_~_~_qb_E?o_!\'~yJU~J?_E?oi[lg __ LJ~~_<:i_9_r}~ _______ m _________ ---·--1 Formatted: Strikethrough 

because of its potential for abuse, we believe this substanGe._[l~_e_c1sJ.()___ >=D~e=le=te=d:=it======< 
be Gontrolleq. Ihi§'II!illreg119~ tbePQt~f!tiq! ri§~§ !() tbe boaitbaod. Deleted: FegUIatOO J 
safety of Canadians from it~~~~d_yav.~il§piIJ~'(.it§; in_2rE3_~se(;i lJ_s_e ~_ndm_ Deleted: tAeif J 

Deleted: tAeif 'I 
it§; lJ_l}k[lo'/t'r"l effE:}C::~s_ ifus~~I()[lgt~rm_'_n nn __ m _____ n_n m_nm __________ n ( Deleted: tAeif --j 

C;;~rmatt~d: Strikethrough---- ) 
Jh~r~_'Nhyw~_yt'ill __ bE3Fl1()\!JngJ.o_c::'OFl!rolSaIVi(3divinorum (3nditsmain 
active ingredient, "Salvinorin A", :E§;Gontrolled substances. 
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,,( Deleted: 

As a first step, a notice will be published in the Canada Gazette in a 
few days. This.will give Canadians an opgortunity to comment on our 
progosal to include.t~~sesuq~t(:inces .LlI1c:i~r Sch~c:iulelllt().the 
Controlled Drugs and Substances Act. 
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: ,',r Deleted: m 
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Making Salvia divinorum (and "Salvinorin A"l.ct~().~~r911.El<:J.s.Ll~~.t?l1.c.~§ __ , 
willl"0(:ikeactivities such as possEl~sion,traffic~ing,irl1porting()r '> 

cultivating. illegal. 

Thlli...will make it much harder to get Salvia l an<i.itwill CJJ~C:>.~(3.n.d§ __ ttl(3 
message to young Canadians that they should not be taking this 
substance. It willalso allow law enforcement agencies to take action, 
against illegal activities involving these.~'-:lq~t(:i.I1C;(3s:.mm.m ____ .. __ mmm ... m.,., 
... 
.6.egl~ICJ~Jc:>~J~.?~.J~[l().rt.(:i.~t~~.El[l in con~folling the availabili,t'i and u~~. 
of Salvia divinortJm, but our most important task is to get the 
message to young people that this substance is dangerous. That is 
why we are taking these stegs now and why we have posted. 
information on our website about Salvia and the risks of using it. We 
want J().elifll.i.n.?t(3 .. tb(3 __ flli~<:;.()I1(;E3[ltj().~JI1?t§C3.lyJ.?J~~C3J~.<:;.()I"0PCJ~El<:JJ(). 
illegal drugs. 

"" 

" , 
,',' 

AFlY,f> LJ.tJE)t~FI (J~ .. th~~" i FI~~ ~X~.~ .~{~tb. ~b~ .. FI<?rFD ~J .. ~ D.9~igD.~ .. <?f.~" f?~ r£?().FI: €?. " 
brain should not be taken by anyone at anytime, unless it is \ 

, prescribed by a physician for the treatment of a disease~m..m .. m __ m .. m\,'.\>\ 

{ Deleted: to the list of drugs 

Deleted: of 

Deleted: That's the same law 
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or sell common street drugs,~ 
~ 

Deleted: it 

Formatted: Strikethrough 
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Deleted: at 
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Deleted: is 
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Comment [510]: I wour.:16f 

Deleted: It is not safe. 
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Page 2: [1] Comment [56] STCHANDL 2011-02-103:32:00 PM 
To my knowledge, there is no evidence it affects development. 

Page 2: [2] Comment [HABR7] Hanan Abramovicf 2011-02-10 5:48:00 PM 
Is this paragraph really needed in light of the information provided above? I would remove this. 

Page 3: [3] Deleted CROU5H 2011-02-10 2:31:00 PM 

If it's producing hallucinations, then it is interfering with the normal 
functions of the brain. When you are young, your brain is going 
through an important period of development. Anything that interferes 
with that development could have serious long-term consequences. 

Page 3: [4] Comment [58] STCHANDL 2011-02-103:25:00 PM 
Will the IYH have been posted prior to event? 

Page 3: [5] Comment [59] 5DE5JARD 2011-02-104:36:00 PM 
Agreed that this para should be deleted; it is too hard to explain in a sentence and would confuse the 
message i.e. it is OK to interfere with brain functions if you are sick, but not if you are healthy??? What 
about alcohol??? It does interfere with the brain functions 

Page 3: [6] Comment [510] STCHANDL 2011-02-10 3:38:00 PM 
I would suggest deleting ... seems a bit too forceful, and what about OTCs and NHPs that affect the brain? 

Page 3: [7] Comment [511] STCHANDL 2011-02-10 3:43:00 PM 
No evidence oflong-term effects at this point, so do we want to say this? 

Page 3: [8] Comment [512] 5DE5JARD 2011-02-104:37:00 PM 
Agreed that we should delete this part as we don't know long-term effects. 
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Speech on Salvia 
Carmen Berube t . Denis Arsenault, Suzanne Desjardins, 

o. Stephanie Chandler 2011-02-11 09:18AM 

Jocelyn will be a few minutes late. Please come by her office at around 9:40 

----- Forwarded by Carmen 8erube/HC-SC/GC/CA on 2011-02-11 09: 17 AM -----

Subject: 

When: 

Who: 

Where: 

Description 

Calendar Entry 
Meeting 
Jocelyn Kuia/HC-SC/GC/CA 

Speech on Salvia 

Starts: 2011-02-11 Fri 09:30 AM 

Ends: 2011-02-11 Fri 10:00 AM 

Local time 

Local time 

D Mark Private 

D Mark Available 

30 mins 

Required: 
Denis ArsenauIUHC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 

Location: 0387 (OCS DO) 
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Issue: Proposal to add Salvia Divinorum and Salvinorin 
A to Schedule III to the Controlled Drugs and 
Substances Act. 
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Time: TBD 

Word Count: 328 
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Good Morning/Afternoon: Thank you for being here. 

A substance known as 'Salviajdivin()rum is being !Cibu~E}cjLt?Y_~9_1"D~ . Co';~e~t [HABR1]: sho~hl---l 
we not be specifying that we are I 

young peopl!3lrlll talking about Salvia divinorum in 

--:e.Jr-S ...y. /1C.S J');ic~ Ct&5I~ t" (¥JOt) hr,''Y ~ CfiJAholktj \, ~~~~I~\~~'! There are many species J 
It~ Li>een §-9tt1n9 mort( po~r because it's currently not aR-fftegaI Comment [52]: This substance 

substance h·~an.h!:lve some of the same/effects as certain jll~ '(/'r,.,. isonlybeingusedforits . , ~ v ~h ';' i ~, ''-1 psychoactive effects. therefore it is 

drug~~ ....... e~~ If . . . '. ". '. . .". ... ?=a __ buse=d =======< 

~
(,qI'I£ . Comment [HABR3]: I think 

we should be more precise, even if 
It's also opular among youth because it's easily available and we're being vague: "some of the I 

I , II- • \ r 'f same effects as CERTAIN ,lIegal 
because of ~he false perception ,lLDCit 'tdO~(3~~'tqc:~gy",Dg,frp, c;~ ~~. >=_d~rugs;,...'=' ======< 

L-? -\V\()..\: ,~ \. '> ~ .. -.....-- ~ U·· r Comment [HABR4]: "because I 

Wh'l t'lll' b t S I'd' , k th t h of the FALSE perception that it I I e we are s I earning a ou a via IVlnorum, we now a w en ,doesn'tdoanyharm" J 
it is used, it is most commonly smoked and that smoking Salvia can 
produce hallucinations, 

Those two facts alone tells us that is has the potential to harm health. 

Therefore, because of the way it is being used, and its pote~IJor .~ 
abuse and harm to health, we will be moving to control'8a)vla \ \,-, c. 

divinorum, and its main active ingredient salvinorin A, as controlled 
substances to reduce the ,knpwn and potential risks to the health and 
safety of Canadians, fUV' hw Iwty you~. 

As a first step, a notice will be published in the Canada Gazette in a 
few days, This will give Canadians an 0p,portunity to comment on our 
proposal to include these substances ~r Schedule III to the 
Controlled Drugs and Substances Act. 

Making Salvia divinorum (and salvinorin A) controlled substances will 
make activities such as possession, trafficking, importing or 
cultivating illegal. 

This will make it much harder to get Salvia, and will also send the 
message to young Canadians that they should not be using this 
substance. It will also allow law enforcement agencies to take action 
against illegal activities involving these substances, 
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Legislation is an important step in controlling the availability and use 
of Salvia divinorum, but our most important task is to get the 
message to young people that this substance is dangerous. That is ~s;~ . 
why we are taking these steps now and why we have posted Of' cvr" 
information GA our websi~ about Salvia and the risks of using it!w e _- Comment [55]: Will the IYH 

< •••• have been posted prior to event'! 
want to eliminate the misconception that Salvia is safe compared to 

oVw- ',\\~CAlr iIl8~8~drugs. 

Though all of the dangers of Salvia are not known, we do know from 
our own review of information that it is not safe. And we don't want 
young people to find out the hard way. 

Thank you. 
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particular? There are many species 
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'<,:\ abused 
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If it's producing hallucinations, then it is interfering with the normal 
functions of the brain. When you are young, your brain is going 
through an important period of development. Anything that interferes 
with that development could have serious long-term consequences. 
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Will the IYH have been posted prior to event? 
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message i.e. it is OK to interfere with brain functions if you are sick, but not if you are healthy??? What 
about alcohol??? It does interfere with the brain functions 

Page 3: [6] Comment [510] STCHANDL 2011-02-10 3:38:00 PM .. 
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iiistory: 

Hi Stephanie, 

Fw: For review - Minister's Speech - Salvia 
Suzanne Desjardins to: Stephanie Chandler 
Cc: Hanan Abramovici 

This message has been forwarded. 

I support Hanan's input below. 

Thanks 

Suzanne 

----- Forwarded by Suzanne Desjardins/HC-SC/GC/CA on 2011-02-11 11 :11 AM -----

From: 
To: 
Date: 
Subject: 

Hi Suzanne, 

Hanan Abramovici/HC-SC/GC/CA 
Suzanne Desjardins/HC-SC/GC/CA@HWC 
2011-02-11 10:26 AM 
Re: Fw: For review - Minister's Speech - Salvia 

2011-02-1111:13AM 

I have made some additional changes to the document (please see attached word document). 

Clean versions of these paragraphs (and explanations) below: 

I have modified the original paragraphs 2 and 3 to yield (I think it makes more sense this way): 
"Its use has been increasing in popularity, even though it can have some of the same 
effects as certain illicit drugs. It has also become popular among youth because it is not 
currently a controlled substance, it's easily available, and because of the false 
perception that it is safer than illicit drugs." 

Last paragraph has been eliminated and merged to the second to last paragraph to yield (also the word 
"out" in bold has been added): 
"Legislation is an important step in controlling the availability and use of Salvia 
divinorum, but our most important task is to get the message out to young people that 
this substance is dangerous. That is why we are taking these steps now and why we 
have posted information about Salvia and the risks of using it on our website. We want 
to eliminate the misconception that Salvia is safe compared to other illicit drugs and we 
don't want young people to find out the hard way." 

Thanks, 
Hanan 

Sp-Min-Salvia-v3(revcrLFeb 11_9h59 _ OCS+ORS_HA.doc 
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Stephanie Chandler Hi Suzanne, I have incorporated the comments ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Suzanne Desjardins/HC-SC/GC/CA@HWC 

2011-02-1110:04:35AM 

Cc: 

Date: 

Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC. Hanan 
Abramovici/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC 
2011-02-11 10:04 AM 

Subject: Re: Fw: For review - Minister's Speech - Salvia 

Hi Suzanne, 

I have incorporated the comments from today's meeting and would appreciate if you could have one last 
look to make sure you are okay with the changes. 

[attachment "Sp-Min-Salvia-v3(revcrLFeb11_9h59_0CS+ORS.doc" deleted by Hanan 
Abramovici/HC-SC/GC/CAj 

Thank you! 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branchl Direction gemerale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Suzanne Desjardins Hi Stephanie, Please find our comments attac ... 

From: 
To: 

Suzanne Desjardins/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 

2011-02-11 08:58:45 AM 

Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC. Christine 
Roush/HC-SC/GC/CA@HWC, Hanan Abramovici/HC-SC/GC/CA@HWC 

Date: 2011-02-11 08:58 AM 
Subject: Re: Fw: For review - Minister's Speech - Salvia 

Hi Stephanie, 

Please find our comments attached. You were right that the health effects were not quite accurate (that's 
reflected by the number of comments). 

[attachment "Sp-Min-Salvia-v3(revcrLFeb10_15h43 SD cmts 16h38_HAdoc" deleted by Stephanie 
Chandler/HC-SC/GC/CAj 

Thanks 
Suzanne 

Stephanie Chandler Hi Suzanne, Would it be possible for you to rev ... 2011-02-10 04:26: 13 PM 
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Its use has been increasing in popularity, even though it can have 
some of the same effects as certain illicit drugs. It has also become 
pOl2ular among youth because it is not currently a controlled 
substance, it's easily available, and because of the false perception 
that it is safer than illicit drugs. 
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Unsure about this statement. Some web sites claim it's relatively safe, but many who've used it report very 
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If it's producing hallucinations, then it is interfering with the normal 
functions of the brain. When you are young, your brain is going 
through an important period of development. Anything that interferes 
with that development could have serious, long-term consequences. 
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Fw: Salvia NOI 
Denis Arsenault to: Jocelyn Kula 

Stephanie Chandler 

FYI - We will deliver the package this morning after our meeting with Suzanne. 

Denis 

Denis Arsenault, AlManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur: (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2011-02-11 09:38 AM -----

From: 
To: 
Cc: 
Date: 

Jesse Arnup-Blondin/HC-SC/GC/CA 
Stephanie SzicklHC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-02-11 09:19AM 

Subject: Re: Salvia NOI 

Yep! 
Stephanie Szick 

----- Original Message ----
From: Stephanie Szick 
Sent: 2011-02-11 09:03 AM EST 
To: Jesse Arnup-Blondin 
ec: Denis Arsenault 
Subject: Salvia Nor 

hi Jesse, 

Salvia NOI is being delivered today -- by 10:00 for CG1 Sat. Feb. 26. 

Assuming this is all still fine to proceed? 

Stephanie Szick 
Director General's Office I Bureau du directeur general 
Controlled Substances & Tobacco Directorate (CSTD) I 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada / Sante Canada 
Tell Tel: (613) 948-8651 

2011-02-11 09:38 AM 
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Re: Fw: For review - Minister's Speech - Salvia GIl 
Jocelyn Kula to: Stephanie Chandler 

This message has been forwarded. 

approved; pis send to Christine 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 

2011-02-1111:19AM 

Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Chandler Hi Jocelyn, Hanan has suggested some minor ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2011-02-11 11: 19:29 AM 

Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, Hanan Abramovici/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC 

Date: 2011-02-1111:19AM 
Subject: Fw: For review - Minister's Speech - Salvia 

Hi Jocelyn, 

Hanan has suggested some minor changes and Suzanne has approved th,em. For your review. 

Sp-Min-Salvia-v3(revcrLFeb11_11 h 17 _OCS+ORS.doc 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-02-11 11: 17 AM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Stephanie, 

Suzanne Desjardins/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
Hanan Abramovici/HC-SC/GC/CA@HWC 
2011-02-1111:13AM 
Fw: For review - Minister's Speech - Salvia 
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Re: REVISED- Minister's Speech - Salvia Gl 
Hanan Abramovici to: Stephanie Chandler 

This message has been replied to. 

Thanks Stephanie! My apologies for not catching that one earlier. 

h. 

Stephanie Chandler Hi Christine, Sorry but Hanan just caught one ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-02-11 11 :34 AM 

2011-02-1111:31:46AM 

Cc: Hanan Abramovici/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 

Date: 2011-02-1111:31 AM 
Subject: REVISED- Minister's Speech - Salvia 

Hi Christine, 

Sorry but Hanan just caught one error in the version I last sent you. In the last paragraph, the word "other" 
should be removed so as not to give the impression that Salvia is an illicit drug. I have fixed in the version 
attached below: 

[attachment "Sp-Min-Salvia-v3(revcrLFeb11_11 h29_0CS+ORS.doc" deleted by Hanan 
Abramovici/HC-SC/GC/CAj 

Sorry about that! 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique n3glementaire 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branchl Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-02-11 11 :29 AM -----

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

Cc: 

Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC, Hanan Abramovici/HC-SC/GC/CA@HWC 
2011-02-11 11 :21 AM 

Subject: Fw: For review - Minister's Speech - Salvia 

Hi Christine, 

Both Jocelyn and Suzanne have approved. My apologies for the delay. 

002755 



[attachment "Sp-Min-Salvia-v3(revcrLFeb11_11h17 _OCS+ORS.doc" deleted by Stephanie 
Chandler!HC-SC!GC!CAj 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-02-11 11 :20 AM -----

From: 
To: 
Date: 
Subject: 

Jocelyn Kula/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-02-1111:19AM 
Re: Fw: For review - Minister's Speech - Salvia 

approved; pis send to Christine 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Chandler 

Stephanie Chandler 
Suzanne Desjardins 
Stephanie Chandler 

Hi Jocelyn, Hanan has suggested some minor. .. 

Hi Suzanne, I have incorporated the comments .. . 
Hi Stephanie, Please find our comments attac .. . 
Hi Suzanne, Would it be possible for you to rev .. . 

2011-02-1111:19:29AM 

2011-02-1110:04:35AM 
2011-02-11 08:58:45 AM 
2011-02-1004:26:13 PM 
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Hi Christine, 

Re: REVISED- Minister's Speech - Salvia Gil 
Stephanie Chandler to: Christine Roush 
c~' Hanan Abramovici, Suzanne Desjardins, Jocelyn Kula, Denis 
,-'" , Arsenault 

2011-02-11 03:10PM 

I think saying "even though" is referring to the potential negative effects of illicit drugs, but I see what you 
mean. I don't think we should use "because" as that isn't necessarily the reason that Salvia is increasing 
in popularity. What about if we said just said "and"? 

Its use has been increasing in popularity, and it can have some of the 
same effects as certain illicit drugs. 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Christine Roush Hi Stephanie - I have a question about a revisio ... 

From: Christine Roush/HC-SC/GC/CA 
To: Stephanie Chandler/HC-SC/GC/CA@HWC 

2011-02-11 02:54:58 PM 

Cc: Hanan Abramovici/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 

Date: 2011-02-11 02:54 PM 
Subject: Re: REVISED- Minister's Speech - Salvia 

Hi Stephanie - I have a question about a revision that Hanan made to the speech. Should we not say 
below 
"because" it can have some of the same effects as certain illicit drugs, instead of "even though"? I thought 
Salvia had become popular because people discovered it wasn't illegal and it had some of the same 
effects as illicit drugs? 

Its use has been increasing in popularity, even though it can have some of 
the same effects as certain illicit drugs. 

Christine Roush 
Senior Communications Advisor/ 
ConseillE~re principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
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TelfTel: (613) 954-0712!Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail!courriel:christine_roush@hc-sc.gc.ca 

Stephanie Chandler 

Stephanie Chandler 

Stephanie Chandler 
Suzanne Desjardins 
Stephanie Chandler 

Hi Christine, Sorry but Hanan just caught one ... 

Hi Jocelyn, Hanan has suggested some minor. .. 

Hi Suzanne, I have incorporated the comments .. . 
Hi Stephanie, Please find our comments attac .. . 
Hi Suzanne, Would it be possible for you to rev .. . 

2011-02-1111:31:46AM 

2011-02-1111:19:29AM 

2011-02-11 10:04:35 AM 
2011-02-11 08:58:45 AM 
2011-02-1004:26:13 PM 
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Re: Salvia Media Lines - DG, Comms requested changes Q1 
Suzanne Desjardins to: Jocelyn Kula 2011-02-11 11 :37 AM 
('" Christine Roush, stephanie.chandler, Denis Arsenault, Stephanie 
. ..,(" Szick, Hanan Abramovici 

Hi Jocelyn, 

Hanan just reminded me that adverse effects have been reported in the literature and these include more 
than hallucinations and anxiety; anyway since this is our question, we can use "negative health effects" if 
you think it is easier. 

Thanks 

Suzanne 

Jocelyn Kula Christine, I think we have to be careful that we d ... 2011-02-11 11 :02:09 AM 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC 
Cc: 

Date: 

Suzanne Desjardins/HC-SC/GC/CA@HWC, stephanie.chandler@hc-sc.gc.ca, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
2011-02-11 11 :02 AM 

Subject: Re: Salvia Media Lines - DG, Comms requested changes 

Christine, 

I think we have to be careful that we don't end up back with the old old content re the four "red herring" 
adverse event reports etc. that got HPFB all twisted around back in 2007-08, and since the Qs in these 
media lines come from us, I would like to suggest that we rephrase the question to make it easier for us to 
answer, i.e., 

Q5 - If Health Canada is aware that the use of Salvia divbwrum can produce negative 
health effects such as hallucinations, feelings of anxiety, etc., why is it not controlled under 
the Controlled Drugs and Substances Act? 

Then we could stick with the existing answer. 

Suzanne- any thoughts? 

JK 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Hi Suzanne, The Salvia package is with our DG ... 2011-02-11 09:42:07 AM 

From: Christine Roush!HC-SC/GC/CA 
To: Suzanne Desjardins/HC-SC/GC/CA@HWC 
Cc: Jocelyn Kula/HC-SC/GC/CA@HWC, stephanie.chandler@hc-sc.gc.ca, Denis 
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Date: 
Subject: 

Hi Suzanne, 

ArsenaultlHC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
2011-02-11 09:42 AM 
Re: Salvia Media Lines - DG, Comms requested changes 

The Salvia package is with our DG, Comms for approval, but they have requested that we include a 
response (or sentence- maybe as part of 05) on whether we are aware of any Adverse Reactions caused 
by Salvia use. Could you please provide a line or two on this by noon today and return to me so I can 
continue with approvals. 

Thanks. 

Q5 - If Health Canada is aware of adverse effects associated with the use of Salvia 
divinorum , why is it not controlled under the Controlled Drugs and Substances Act? 

AS - The move to schedule Salvia divinorum and salvinorin A as controlled substances is based 
on surveillance data from surveys such as the Canadian Alcohol and Drug Use Monitoring 
Survey (CADUMS), Youth Smoking Survey (YSS) and the Ontario Student Drug Use and Health 
Survey (OSDUHS), some of which only became available in 2010. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it currently meets 
the definition of a natural health product under the Natural Health Products Regulations (NHPR) 
. The sale of unauthorized natural health products may be subject to compliance and 
enforcement action in accordance with the Food and Drugs Act and its associated regulations. 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelfTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

Suzanne DeSjardins Hi Christine, I am fine with the yellow highlight... 

From: 
To: 

Suzanne Desjardins/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-02-07 11 :40:39 AM 

Cc: 

Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC, stephanie.chandler@hc-sc.gc.ca, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
2011-02-07 11 :40 AM 

Subject: Re: Revised Salvia NOI 

Hi Christine, 

I am fine with the yellow highlighted text. 
Thanks 

Suzanne 
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Christine Roush Hi All - I revised all the documents based on co ... 2011-02-07 11 :20:36 AM 

From: Christine Roush/HC-SC/GC/CA 
To: Suzanne Elesjardins/HC-SC/GC/CA@HWC 
Cc: 

Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC. stephanie.chandler@hc-sc.gc.ca. Denis 
ArsenaultlHC-SC/GC/CA@HWC. Stephanie SzicklHC-SC/GC/CA@HWC 
2011-02-07 11 :20 AM 

Subject: Re: Revised Salvia NOI 

Hi All - I revised all the documents based on comments from HPFB & HECS Legal services. and your 
revised NOI. As a quick signal check to ensure consistency throughout all documents in how we refer to 
the known effects (short and long-term). I have highlighted in yellow the references to these in all docs. 
Could you please take a quick look and let me know by 1 :00 pm today if all are OK with the revisions. 
before seeking HECS and HPFB ADMO approvals. thx. 

[attachment "DRAFT Salvia NOI_Feb 4 EN_clean.wpd" deleted by Suzanne Desjardins/HC-SC/GC/CA] 
[attachment "Salvia NR_CSTD-DG_07-02-11.doc" deleted by Suzanne Desjardins/HC-SC/GC/CA] 
[attachment "Salvia MLs_CSTD-DG_07-02-11.doc" deleted by Suzanne Desjardins/HC-SC/GC/CA] 
[attachment "IYH Salvia divinorum_v24_CSTD-DG_07-02-11.doc" deleted by Suzanne 
Desjardins/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisor/ 

Suzanne Desjardins thank you both for the clarification Suzanne 2011-02-0707:56:44 AM 

From: 
To: 
Cc: 

Date: 
Subject: 

Suzanne Desjardins/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
stephanie.chandler@hc-sc.gc.ca. Christine Roush/HC-SC/GC/CA@HWC. Denis 
ArsenaultlHC-SC/GC/CA@HWC. Stephanie SzicklHC-SC/GC/CA@HWC 
2011-02-07 07:56 AM 
Re: Revised Salvia NOI 

----------------------------------------------------------------------------------
thank you both for the clarification 

Suzanne 

Jocelyn Kula 
Stephanie Chandler 

Suzanne Desjardins 

Stephanie Chandler 

Christine Roush 
Stephanie Chandler 

Suzanne Only to echo what Stephanie just said •... 

Hi Suzanne. As far as the NOI is concerned w .. . 

Hi All. I wouldn't mind commenting. but the NO .. . 

Hi Christine. Hope you are feeling better soon! 

Thanks Stephanie - I am home sick today and w ... 

----- Original Message -----
From: Stephanie Chandler 
Sent: 2011-02-04 01:17 PM EST 
To: Christine Roush 

2011-02-0403:14:25 PM 

2011-02-0403:08:42 PM 
2011-02-0402:58:10 PM 

2011-02-04 02:09:37 PM 

2011-02-0401 :44:07 PM 

ee: Jocelyn Kula; Denis Arsenault; Stephanie Chandler; Stephanie Szick 
Subject: Re: Revised Salvia Nor 

Hi Christine. 

This is the revised NOI that Cathy has just signed. We have not included the suggested reference by 
HPFB to include "short and long-term effects" and we have changed "The regulation of Salvia" to "The 
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scheduling of Salvia" in the fifth paragraph. We have also revised the OCS email for consistency, 
however I don't believe any of the comms products include our email. 

[attachment "DRAFT Salvia NOI_Feb 4 EN_clean.wpd" deleted by Christine Roush/HC-SC/GC/CA] 

DGO would also like to confirm that it is not necessary for Cathy to re-approve any of the comms products 
and that we are still on track as far as comms is concerned for publication on Feb 19. Could you please 
confirm? 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Christine Roush 
Jocelyn Kula 
Christine Roush 

Hi all - could you please share the updated NOI... 
great! Denis! Stephanie- I think we still have to c .. . 
Jocelyn - NHPD is ok with dropping the hallucin .. . 

2011-02-04 10:33:36 AM 
2011-02-04 10:01 :50 AM 
2011-02-0408:55:50 AM 
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Thanks. 

Denis 

Re: Confirmation for Salvia NOI on Monday ~ 
Denis Arsenault to: Stephanie Chandler 

Denis Arsenault, NManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada / Sante Canada 
Tel/Tel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-MaillCourriel:denis_arsenault@hc-sc.gc.ca 

Stephanie Chandler Hi Denis, As you are aware, due to my absenc ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Denis, 

Stephanie Chandler/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
Isabel Shanahan/HC-SC/GC/CA@HWC 
2011-02-1111:35AM 
Confirmation for Salvia NOI on Monday 

2011-02-1111:37 AM 

2011-02-11 11 :35:44 AM 

As you are aware, due to my absence on Monday, Feb 14th, you have been listed as the person Canada 
Gazette should contact to confirm receipt of the Salvia NOI and to confirm the publication date. If by noon 
on Monday you have not received a call confirming the NOI, please contact Canada Gazette at 
613-996-1268. 

I am in training all day Monday and Tuesday, but if you need to get in touch with me, you can contact me 
on my cell at 

Thanks, 
5.19(1) 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Fw: For review - Minister's Speech - Salvia !] 
Christine Roush to: Stephanie Chandler 

Suzanne Desjardins, Denis Arsenault, Jocelyn Kula, Hanan 
Abramovici 

2011-02-11 11 :43 AM 

Hello all- any further comments on the Salvia speech - Jocelyn, Suzanne? Comments were due by 10:00 
am - thx 

Christine Roush 
Senior Communications Advisor/ 

Stephanie Chandler Hi Suzanne, I have incorporated the comments ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Suzanne Desjardins/HC-SC/GC/CA@HWC 

2011-02-11 10:04:35 AM 

Cc: 

Date: 

Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC 
2011-02-11 10:04 AM 

Subject: Re: Fw: For review - Minister's Speech - Salvia 

Hi Suzanne, 

I have incorporated the comments from today's meeting and would appreciate if you could have one last 
look to make sure you are okay with the changes. 

Sp-Min-Salvia-v3(revcrLFeb11_9h59_0CS+ORS.doc 

Thank you! 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Suzanne Desjardins Hi Stephanie, Please find our comments attac ... 

From: 
To: 

Suzanne Desjardins/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 

2011-02-11 08:58:45 AM 

Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, Hanan Abramovici/HC-SC/GC/CA@HWC 

Date: 2011-02-11 08:58 AM 
Subject: Re: Fw: For review - Minister's Speech - Salvia 

Hi Stephanie, 

002764 



Speech for the Minister 

The Honourable Leona Aglukkaq 

Deleted: A 

Issue: Proposal to arcJ.(t~~lyi~. Divinorum~.~~.,Salvinorin Deleted: ing 
>==~~=======< A. to Schedule III~the ContrCJlled Drugs ancJ . >==De=le=te=d:="=======< 

Substances Act····i-:=::=:=:;_· :-f =====-< 

Date: TBD 

Location TBD 

Time: TBD 

I Word Count: .328 
Check Against Delivery 

..... ( Formatted: Highlight 
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Good Morning/Afternoon: Thank you for being here. 
Comment [HABR1]: Should 
we not be specifying that we are 
talking about Salvia divinorum in 
particular'! There are many species 
of Salvia, 

A substance known as Salvia! divirl()rurni~beiflg~t>IJ~~c.tt.lY~()rT1e "'" """'" \," Comment [52]: This 
I ' is only being used for its 

young peop e. psychoactive effects. therefore it is 
abused 

Its use has J?_~E3_njncreasing inpopularj!y because it's currently nota.C Deleted: used -and ) 

controllecl.?ubstance~.eyerlthough i~C;§rlmhave som(3m9ttbe Sarn(3,mm::::,::l:::::::: .~ J 
effects as certain illicitqrlJg?l~ '" -~~ --D-;;let;d~~;Wng -'-I 

more .. A .. illegal..,but ... , .. 1 

~nhda;:~~~'~:6~~: f~~~I~~'~c~~~~;~~~~',i~~~~~f~i-!~~~TIIT~*di~~~.l11~,.\, "r'~!!~~t;!a~g~~~~~~~-;f--I 
\ 'I' same effects as CERTAIN illegal I 

.VVhil(3weare s~illlearningat>OlJt $alviad.ivingrum, w(3krl()\\fth§t\\fl1~n 
it is used, it is most commonly smoked and that smoking Salvia can 
produce hallucinations. 

,\. drugs," ! 

\LEelet~d: .~ .. been ge~;1[5IT) 
['Comment [HABR4]: "becaus~ 1 
1 of the FALSE perception tl~ 

, (-·,O::c:.::::.= .... ·::,c:.=.-:::<::::,:..,==;==:::::::,-::.7:::: ..... :.: ..•.. , .............. , 

,,\5_~~~.~.!tH~-=-l!_CillJ 

Those two facts alone tells us that is has the ,potential to harm health .• : ................... ............... .. ". "'\ 

... ". mO'", "',. _ , _ 

Deleted: The fact is tha ... 6 

JIlf3r(3f()rel, b(3c§u?egt tile, "'!§\I, iti~,t>E3irlglJseq! ,and. !t~.p()t(3nti§lfor 
abuse and harm to health, we will be moving to control Salvia 
divinorum, and its main active ingredient s.alvinorin A. like other illic!t 
drugs in order to reduce the known and potential risks to the health 

, Deleted: 

, Deleted: enormous... '" 9 

", . Comment [56]: To m .•. 10 
''.', ( '-', 

and safety of Canadians, particularly youth .•.... m. 
'-"',1 Comment [HABR7]: r=TIill 

mmmmmmm, .. ·o':'..fD~I~~ed;~m. ... ----.(jillj 
... _.- .- --- .. 

'f ___ ~ ______________________________________________________________________________________ ._____ ________ _____________ _ ___ ___ __ .. :::~.".,~\. 

As a first step, a notice will be published in the Canada Gazette in a\,' 
few days. This .will give Canadians an opgortunity to comment on our \\, 
proposal to includeJI1~_s~s~_b~ta_~c~~ jo. Schedule iir to, the Controlled-'\," 

I Deleted: ~ 
'i Deleted: ~ I ... f131 

Deleted:~ 

'" 
Drugs and Substances Act. \\:\\.f>=D=e=let=ed=:..;;.~~=""""""ClillJ~ ... ~lS~ 

\::-: . ( Deleted: ~ 

'( Deleted: , Th' ... rl41 

M~_~trlg __ $alyi§ d)virlo~~m_ (aI}9 __ s.?lvinorl~ A\.controlled substance§ Will, \ ... (?eleted: add ~ 
make activities such as possession, trafficking, importing or "::, ','r Del~ted: m . _.) 
cultivating, ille9.§1. '<~\f Deleted: to the listOf~ 

- ~ \ 
,. . .. - ... 

Th§"~illrTlakeitmrTlLJc;h .. h§rd.~rt() g~t Salvia,.ancl.~iH§I~()m~~Ilc1mthe.m. 
message to young Canadians that they should not be ,using this 
substance. It willal_~o §lIgyvlayy erlf()rcE?_r:n~.l1t §genctes_ totake acti(~m 
against illegal activities involving these substances. 

,,------------------_.---------------_ .. _-------------- .. _---------------------- --------------------------------------------------------
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.b,egislation is an imp()rtant ~tepin controllingthe availability and use 
of Salvia divinorum, but our most important task is to get the 
message to young people that this substance is dangerous. That is 
why we are taking these steps now and why we have posted, 
information about Salvia and the risks of using it on our webslte.-We 
want l()_~lirTli_nCltE3 __ thE3 __ rTli~_c_~r:}~E3_Rti()rl_tb_Clt§C3_I'JJ_Cl_i~_~~~*~ __ ~_~rTlPCl~~~J~ __ m~'.'" '.. 
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, , ,. ... ..... ...... -...... ................................................................. ......... ... ... ...... . .. -.-._ ..... " 
,Though 9J-'--~UI}~ACl~g~~~gr~_Cl~y!Cl __ aXE3 __ r:}()~k.r:}()_~r1, we do know from ____ ;,t,' ',\ " 

our own review of information thatJli?"-~ot safe.~ Anq\tVE3q()r:}'t war:}t
n
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young people to find out the hard wayj \ ~" '. ' '" , )t 
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Deleted: If it's producing 
hallucinations, then it is 
interfering with the normal 
functions of the brain. When 
you are young, your brain is 
going through an important 
period of development. 
Anything that interferes with 
that development could have 
serious long-term 
consequences.1I 
11 
Deleted: Using I 

Deleted: to our website 

Comment [58]: Will the IYH 
have been posted prior to event? 

Deleted: have 

Deleted: illegal 

Comment [59]: Agreed that 
this para should be deleted; it is 
100 hard 10 explain in a sentence 
and would confuse the message i.e. 
it is OK to interfere with brain 
functions if you are sick. but not if 
you are healthy??'! What about 
alcohol?'!'I1t does interfere with 
the brain functions 

Comment [510]: I would 
suggest deleting ... seems a bit too 
forceful, and what about OTCs and 
NHPs that affect the brain" 

Deleted: 11 
My 

Deleted: AeA pFes6Fipti9A 

Deleted: substaAsB tRat 
iAtBFfeF8S witA tAB AeFmal 
fllAstieAs ef a peFS9A'S l:JFaiA 
sReula Aetl:JB tailBA by aAyeAB 
at aAytiFAs, uAlsss it is 
pFessFibea l:Jy a pRysisiaA ler 
lAB tFeatFAeAt el a aisBasB. 

Deleted: 11 
Deleted: It is not safe. 

Deleted: A 

Deleted: they 

Deleted: are 

Formatted: Not Highlight 

Comment [511]: No evidence 
of long-term effects at this point, 
so do we want to say this? 

Comment [512]: Agreed that 
we should delete this part as we 
don't know long-term effects. 

[ Deleted: ~d SulloF reF tRB Fest 1 
ellABiF 1i"B5. 
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Page 2: [1] Deleted STCHANDL 2011-02-11 9:57:00 AM 

getting more 
Page 2: [1] Deleted 5TCHANDL 2011-02-119:57:00 AM 

n 
Page 2: [1] Deleted 5TCHANDL 2011-02-119:57:00 AM 

illegal 
Page 2: [1] Deleted 5TCHANDL 2011-02-11 9:57:00 AM 

but 
Page 2: [1] Deleted STCHANDL 2011-02-11 9:57:00 AM 

egal 
Page 2: [2] Deleted 5TCHANDL 2011-02-103:29:00 PM 

's 
Page 2: [2] Deleted STCHANDL 2011-02-103:29:00 PM 

been getting 
Page 2: [31 Comment [HABR41 Hanan Abramovici 2011-02-104:58:00 PM 

"because of the FALSE perception that it doesn't do any harm" 

Page 2: [4] Comment [HABR51 Hanan Abramovici 2011-02-106:07:00 PM 
Unsure about this statement. Some websites claim it's relatively safe, but many who've used it report very 
unpleasant experiences. Maybe we should remove the second half of this sentence. Or alternatively we 
could say: "" .. and because of the false perception that it is safe compared to other illegal drugs" 

Page 2: [51 Deleted STCHANDL 2011-02-119:58:00 AM 

that it doesn't do any harm[HABRI] 
Page 2: [6] Deleted CROUSH 2011-02-102:02:00 PM 

The fact is that we don't know what kind of harm it can cause. 
Page 2: [7] Deleted STCHANDL 2011-02-11 9:05:00 AM 

\lVe are still learning about Salvia, but we do know that when it is 
used, it is most commonly smoked as if it were a drug. And we know 
that smoking Salvia can produce hallucinations. 

Page 2: [81 Formatted 

Strikethrough 

Page 2: [8] Formatted 

Strikethrough 

Page 2: [9] Deleted 

enormous 

Hanan Abramovici 

Hanan Abramovici 

STCHANDL 

Page 2: [9] Deleted STCHANDL 

cause damage to the body or the brain .... or both. 
Page 2: [10] Comment [561 5TCHANDL 

To my knowledge, there is no evidence it affects development. 

2011-02-10 5:45:00 PM 

2011-02-10 5:45:00 PM 

2011-02-103:19:00 PM 

2011-02-11 9:05:00 AM 

2011-02-10 3:32:00 PM 

Page 2: [11] Comment [HABR7] Hanan Abramovici 2011-02-105:48:00 PM 
Is this paragraph really needed in light of the information provided above? I would remove this. 

Page 2: [12] Deleted STCHANDL 2011-02-11 9:06:00 AM 
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If it's producing hallucinations, then it is interfering with the normal 
functions of the brain. When you are young, your brain is going 
through an important period of development. Anything that interferes 
with that development could have serious, long-term consequences. 

Page 2: [13] Deleted STCHANDL 2011-02-11 9:06:00 AM 

Page 2: [13] Deleted STCHANDL 2011-02-119:09:00 AM 

, "s 
Page 2: [13] Deleted STCHANDL 2011-02-11 9:09:00 AM 

" 

Page 2: [13] Deleted STCHANDL 2011-02-11 9:58:00 AM 

as controlled substances 
Page 2: [13] Deleted STCHANDL 2011-02-11 9:06:00 AM 

Because of the way it is being used and because of its potential for 
abuse, vie believe it needs to be controlled 

Page 2: [14] Deleted STCHANDL 2011-02-119:06:00 AM 

. This \vill reduce the potential risks to the health and safety of 
Canadians from their ready availability, their increased use and their 
unknown effects if used long term. 

Page 2: [15] Deleted STCHANDL 2011-02-11 9:06:00 AM 

That's why we will be moving to have Salvia divinorum and its main 
active ingredient, "Salvinorin A", become controlled substances. 

Page 2: [16] Deleted 

to the list of drugs 
Page 2: [16] Deleted 

under 
Page 2: [16] Deleted 

of 

STCHANDL 2011-02-103:23:00 PM 

STCHANDL 2011-02-11 9:59:00 AM 

STCHANDL 2011-02-103:23:00 PM 

Page 2: [17] Deleted CROUSH 2011-02-102:08:00 PM 

That's the same law that makes it illegal to possess or sell common 
street drugs. 

Page 2: [18] Deleted STCHANDL 2011-02-11 9:06:00 AM 

"s 
Page 2: [18] Deleted STCHANDL 2011-02-119:06:00 AM 

" 

Page 2: [18] Deleted STCHANDL 2011-02-103:41:00 PM 
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it 
Page 2: [18] Deleted STCHANDL 2011-02-119:06:00 AM 

a 
Page 2: [18] Deleted STCHANDL 2011-02-10 3:41:00 PM 

auld 
Page 2: [18] Deleted STCHANDL 2011-02-10 3:41:00 PM 

Salvia 
Page 2: [19] Deleted STCHANDL 2011-02-103:24:00 PM 

but 
Page 2: [19] Deleted STCHANDL 2011-02-11 9:07:00 AM 

taking 
Page 2: [19] Deleted STCHANDL 2011-02-10 3:41:00 PM 

auld 
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Re: Salvia Media Lines - DG, Comms requested changes Gb 
Suzanne Desjardins to: Christine Roush 2011-02-11 12:01 PM 

Jocelyn Kula, stephanie.chandler, Denis Arsenault, Stephanie Szick, 
Hanan Abramovici 

Hi Christine, 
I am fine with Jocelyn's suggested Q and A. Not sure what else to add. 

Thanks 

Suzanne 

Christine Roush Hi Suzanne - I need to get these revised MLs ba ... 2011-02-11 11 :55:59 AM 

From: 
To: 
Cc: 

Date: 
Subject: 

Christine Roush/HC-SC/GC/CA 
Suzanne Desjardins/HC-SC/GC/CA@HWC 
Jocelyn Kula/HC-SC/GC/CA@HWC, stephanie.chandler@hc-sc.gc.ca, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC 
2011-02-1111:55AM 
Re: Salvia Media Lines - DG, Comms requested changes 

Hi Suzanne - I need to get these revised MLs back to our DG, Comms asap. Could you please provide a 
line or two on this by noon today and return to me so I can continue with approvals. thx. 

Christine Roush 
Senior Communications Advisorl 

Suzanne Desjardins Hi Jocelyn, Hanan just reminded me that adve ... 

From: 
To: 

Suzanne Desjardins/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2011-02-11 11 :37:20 AM 

Cc: Christine Roush/HC-SC/GC/CA@HWC, stephanie.chandler@hc-sc.gc.ca, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC 

Date: 2011-02-1111:37 AM 
Subject: Re: Salvia Media Lines - DG, Comms requested changes 

Hi Jocelyn, 

Hanan just reminded me that adverse effects have been reported in the literature and these include more 
than hallucinations and anxiety; anyway since this is our question, we can use "negative health effects" if 
you think it is easier. 

Thanks 

Suzanne 

Jocelyn Kula Christine, I think we have to be careful that we d ... 2011-02-11 11 :02:09 AM 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC 
Cc: Suzanne Desjardins/HC-SC/GC/CA@HWC, stephanie.chandler@hc-sc.gc.ca, Denis 

ArsenaultlHC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC 
Date: 2011-02-11 11 :02 AM 
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Health 
Canada 

Healthy Environments 
and Consumer Safety 
Branch 

Address Locator: 3503D 
Ottawa ON KIA OK9 

Josee Boisvert 
AJManager, Editing Services 
Canada Gazette Directorate 
GovenunentofCanada 
350 Albert Street, 5th Floor 
Ottawa, Ontario 
KIA OS5 

Dear Ms. Boisvert: 

Sante 
Canada 

Direction generale, 
Sante environnementale et 
securite des consommateurs 

Your file Votre reference 

Our file Notre reference 

11-101374-981 

Re: Notice to Interested Parties - Proposal re2ardin2 the addition of Salvia divillOruln 
and salvin orin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA). 

Please find enclosed, in both official languages, the following documents: 

• two hard copies of a Notice to Interested Parties regarding these substances; 
• electronic copies of the notice, with English and French versions in two separate 

files; and 
• a signed and completed "Request for Insertion" form. 

We ask that the notice be published in Canada Gazette,Part I, on February 19, 2011. The 
departmental contact for this notice is Denis Arsenault, who can be reached at 613-957-6828. 

Attachments 

Canacla 

Jocelyn Kula 
AJDirector 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 
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Jocelyn Kula 

Fw: Salvia event confirmed for wednesday 
Jocelyn Kula to: Denis Arsenault, stephanie. chandler 

Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 

2011-02-1410:57 AM 

Healthy Environments and Consumer Safety Branch! Direction gemerale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-02-14 10:57 AM -----

From: Dave Stephens/HC-SC/GC/CA 
To: 

Cc: 

"Christine Roush" <christine.roush@hc-sc.gc.ca>, Jesse Arnup-Blondin/HC-SC/GC/CA@HWC, 
"Brenda Paine" <brenda.paine@hc-sc.gc.ca>, "Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca> 
"Nicole Prentice" <nicole.prentice@hc-sc.gc.ca> 

Date: 2011-02-14 10:44 AM 
Subject: Fw: Salvia event confirmed for wednesday 

Fyi 
Alexis M Tervo 

----- Original Message ----
From: Alexis M Tervo 
Sent: 2011-02-14 10:42 AM EST 
To: Dave Stephens; Charles Mojsej; Ken Polk; Blossom Leung; Alastair 

Sinclair; Stephane Shank; Adam Blondin 
Subject: Salvia event confirmed for wednesday 

Hi all, Cailin just confirmed that we will be doing an event for Salvia on wednesday. 

It will not be our minister making the annoucement. She will be up north. 

Dave - can you start a MEP? I can work with someone from your team to pull it together. 

The event will take place in BC building or the press gallery tbc 
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Re: URGENT REVISED- Minister's Speech - Salvia ~ 
Christine Roush to; Suzanne Desjardins, Jocelyn Kula 2011-02-14 11 :02 AM 
.~.. Hanan Abramovici, Denis Arsenault, Stephanie Chandler, Stephanie 
(jC. • k D S h SZIC, ave tep ens 

Jocelyn/Suzanne, 
Can I please get your final approval of the Salvia speech below by 11 :30 today. Seems like the event is 
happening this Wednesday. Further details to follow, as we get them. 

~ 
Sp-Min-Salvia-v6Jeb14_10h58.doc 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch! 
Direction gemerale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelITel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

Stephanie Chandler Hi Christine, I think saying "even though" is ref ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-02-1103:11:06 PM 

Cc: Hanan Abramovici/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 

Date: 2011-02-1103:11 PM 
Subject: Re: REVISED- Minister's Speech - Salvia 

Hi Christine, 

I think saying "even though" is referring to the potential negative effects of illicit drugs, but I see what you 
mean. I don't think we should use "because" as that isn't necessarily the reason that Salvia is increasing 
in popularity. What about if we said just said "and"? 

Its use has been increasing in popularity, and it can have some of the 
same effects as certain illicit drugs. 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
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E-Mail: stephanie.chandler@hc-sc.gc.ca 

Christine Roush Hi Stephanie - I have a question about a revisio ... 2011-02-11 02:54:58 PM 

From: Christine Roush/HC-SC/GC/CA 
To: Stephanie Chandler/HC-SC/GC/CA@HWC 
Cc: Hanan Abramovici/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC, Jocelyn 

Kula/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
Date: 2011-02-11 02:54 PM 
Subject: Re: REVISED- Minister's Speech - Salvia 

Hi Stephanie - I have a question about a revision that Hanan made to the speech. Should we not say 
below 
"because" it can have some of the same effects as certain illicit drugs, instead of "even though"? I thought 
Salvia had become popular because people discovered it wasn't illegal and it had some of the same 
effects as illicit drugs? 

Its use has been increasing in popularity, even though it can have some of 
the same effects as certain illicit drugs. 

Christine Roush 
Senior Communications Advisor! 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelITel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail!courriel:christine_roush@hc-sc.gc.ca 

Stephanie Chandler 

Stephanie Chandler 

Stephanie Chandler 
Suzanne Desjardins 
Stephanie Chandler 

Hi Christine, Sorry but Hanan just caught one ... 

Hi Jocelyn, Hanan has suggested some minor ... 

Hi Suzanne, I have incorporated the comments .. . 
Hi Stephanie, Please find our comments attac .. . 
Hi Suzanne, Would it be possible for you to rev .. . 

2011-02-1111:31:46AM 

2011-02-1111:19:29AM 

2011-02-11 10:04:35 AM 
2011-02-11 08:58:45 AM 
2011-02-1004:26:13 PM 
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Speech for the Minister 

The Honourable Leona Aglukkaq 

Issue: Proposal to add Salvia Divinorum and Salvinorin 
A to Schedule III to the Controlled Drugs and 
Substances Act. 

Date: Wednesday. February 16. 2011 _____ m __ mj'/ 

,A Deleted: TBD 
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Good Morning/Afternoon: Thank you for being here. 

Among today's generation of our youth, a substance known as Salvia 
has been gaining popularity and is being abused by some young 
people. 

But ~ isn't safe. _-----{ Deleted: I . ___________________________________________________________________________________________________________________________ - '--______ -.-J 

We are still learning about Salvia, but.w~J5_r:!<:>\:"!'Jtl~~_w~e~ it is u~ed! iL/-/ 
is most commonly smoked, and smoking it.~~r'_pr()_~~~_~nnm_nm_nmn ____ __ 
hallucinations \, .. _ -n __________ n ________________ n ______________________ n __ n _________________ n _________________________ \<:'\ 
Those two facts alone tells us that it has the potential to harm health. 

J?_~~~_y_~~_()J_~b_~_'!!~y_l~_!~ __ t>~!r'g __ ~~_~~! __ ~~~ __ lt~_f?9t~_n_~!~!_f~r __ ~~~_!?_~!_~_~ _____ _ 
are proposing to add -S~!y!~_~!yir'()X~m!~_r:!~J~!? __ rm:3J'_"!_~_~~!y~Jn_g~~~r~_'_"!L_ 
salvinorin A. to the Controlled Drugs and Substances Act"nm __ m ___ m ___ m_ 

We believe these substances._~b_~~I~n~~ __ ~<:>r'~_~<:>HE3_~~jl:l_~tl!~~ __ ~!b_~rJlHfiL 
drugs~ because of their potential risks to the health and safety of 
Canadians, particularly our young people. 

I A!? __ ~Ji_~~L~_~~f?_ ~~ f<;>~tf<:>llir1g_thE3_s~_~y_t>~tCl~fe!?!_~ __ r:!<:>t_i_~_~_'!!iIL~_~ ______ n _________ -------
published in the Canada Gazette in a few days. That will start a 
process during which Canadians will have an opportunity to comment 
on our proposal. 

Making it a controlled substance will make activities such as 
possessing, trafficking, importing or cultivating Salvia illegal. 

That will make Salvia harder to get and send the message to young 

Deleted: but at this early 
stage there is evidence that it 
could cause long-term damage 
to the body and the brain.1I 
11 
W 

Deleted: it 

Deleted: when it is smoked 

Deleted: And at the moment it 
is not a controlled substance 
and it's easily available. 11 
11 
Deleted: will be moving to 
control S 

Deleted: . 

Deleted: Salvia 

Deleted: We are proposing 
Salvia be added to the 
Controlled Drugs and 
Substances Act. 

Canadians that they should not be using it. Jt VIIillals<:>_aI19\N_I~Vllm ___________ /-{,-D_el_et_ed_: ____ -------' 
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... 

enforcement agencies to take action against illegal activities involving 
these substances. 

Legislation is an important step in controlling the availability and use 
of Salvia divinorum, but our most important task is to get the 
message out to young people that Salvia is dangerous. 

I ;~;;~s?~~~_;be()~~~~_~:_~~a_~hde_~;e~:l~~: __ ~f:~_~~~dJr;~_~~ ~~~~itz.sted 
We want to eliminate the misconception that Salvia is safe compared 
to illicit drugs and we don't want young people to find out the hard 
way. 

Thank you. 
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Re: URGENT REVISED- Minister's Speech - Salvia [iJ 
Jocelyn Kula to: Christine Roush 
(' . Suzanne Desjardins, Hanan Abramovici, Denis Arsenault, Stephanie 
~c. Chandler, Stephanie Szick, Dave Stephens 

Only comment is a minor change to the following para: 

2011-02-14 11 :05 AM 

Making it a controlled substance will make activities such as possessing, 
trafficking, importing or cultivating Salvia illegal. 

to read 

Regulating Salvia and Salvinorin A as controlled substances will make 
activities such as possessing, trafficking, importing or cultivating Salvia 
illegal. 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Jocelyn/Suzanne, Can I please get your final ap ... . 2011-02-1411:02:03 AM 

From: Christine Roush/HC-SC/GC/CA 
To: Suzanne Desjardins/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC 
Cc: Hanan AbramovicilHC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie 

Chandler/HC-SC/GC/CA@HWC, Stephanie SzicklHC-SC/GC/CA@HWC, Dave 
Stephens/HC-SC/GCfCA@HWC 

Date: 2011-02-1411 :02 AM 
Subject: Re: URGENT REVISED- Minister's Speech - Salvia 

Jocelyn/Suzanne, 
Can I please get your final approval of the Salvia speech below by 11 :30 today. Seems like the event is 
happening this Wednesday. Further details to follow, as we get them. 

Sp-Min-Salvia-v6 Jeb 14_1 Oh58.doc 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712!Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 
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Re: URGENT REVISED- Minister's Speech - Salvia []} 
Brenda Paine to: Christine Roush 

Jocelyn Kula, Hanan Abramovici, Denis Arsenault, Stephanie 
Cc: Chandler, Stephanie Szick, Dave Stephens, Suzanne Desjardins, 

Michael Assad, CSTD-DGO 

Stephanie is working on getting it back to you with our jOint comments. 
Christine Roush 

----- Original Message ----
From: Christine Roush 
Sent: 2011-02-14 12:01 PM EST 
To: Brenda Paine 

2011-02-14 12:54 PM 

Cc: Jocelyn Kula; Hanan Abramovici; Denis Arsenault; Stephanie Chandler; 
Stephanie Szick; Dave Stephens; Suzanne Desjardins; Michael Assad; CSTD-DGO 

Subject: Re: URGENT REVISED- Minister's Speech - Salvia 
Hi Brenda - for your urgent approval (by 12:30 please) - the speech that will be used on Wednesday to 
announce the Govt's proposal to schedule Saliva. Thanks, 

[attachment "Sp-Min-Salvia-v6_Feb14_1 Oh58.doc" deleted by Brenda Paine/HC-SC/GC/CAj 

Christine Roush 
Senior Communications Advisorl 

Suzanne Desjardins Approved Thanks 

From: 
To: 

Suzanne Desjardins/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-02-1411:51:22AM 

Cc: Jocelyn Kula/HC-SC/GC/CA@HWC, Hanan Abramovici/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC, Dave Stephens/HC-SC/GC/CA@HWC 

Date: 2011-02-1411:51 AM 
Subject: Re: URGENT REVISED- Minister's Speech - Salvia 

Approved 
Thanks 

Suzanne 

Christine Roush 
Stephanie Chandler 
Christine Roush 
Stephanie Chandler 

Stephanie Chandler 

Stephanie Chandler 
Suzanne Desjardins 
Stephanie Chandler 

Jocelyn/Suzanne, Can I please get your final ap .. . 
Hi Christine, I think saying "even though" is ref .. . 

Hi Stephanie - I have a question about a revisio .. . 
Hi Christine, Sorry but Hanan just caught one .. . 

Hi Jocelyn, Hanan has suggested some minor. .. 

Hi Suzanne, I have incorporated the comments .. . 
Hi Stephanie, Please find our comments attac .. . 
Hi Suzanne, Would it be possible for you to rev .. . 

2011-02-1411:02:02AM 
2011-02-1103:11:06 PM 
2011-02-11 02:54:58 PM 
2011-02-11 11:31:46 AM 

2011-02-11 11: 19:29 AM 

2011-02-11 10:04:35 AM 
2011-02-11 08:58:45 AM 
2011-02-10 04:26: 13 PM 
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Salvia event off for now Ql 
Christine Roush to: Stephanie Szick 
C . Michael Assad, Brenda Paine, Jocelyn Kula, Stephanie Chandler, 
,c. Denis Arsenault 

2011-02-1402:08 PM 

Please don't shoot the messenger - but we are told that the Salvia event will not be taking place this 
Wednesday, but as per before, MO would like us to keep the products moving. The speech is now with 
HECS-ADMO for approval, as well as HPFB. 

Christine Roush 
Senior Communications Advisorl 

Stephanie Szick hi Christine, With regrets for this delay. Please c ... 

From: 
To: 

Stephanie SzicklHC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-02-1401:21:59 PM 

Cc: 
Date: 

Michael Assad/HC-SC/GC/CA@HWC, Brenda Paine/HC-SC/GC/CA@HWC 
2011-02-1401:21 PM 

Subject: Re: Fw: URGENT REVISED- Minister's Speech - Salvia 

hi Christine, 

With regrets for this delay. Please consider the attached AlDG approve with revisions as indicated in track 
changes. 

Keep us posted on this - how things progress! 

Thanks, 

Stephanie Szick 
Director General's Office I Bureau du directeur gemeral 
Controlled Substances & Tobacco Directorate (CSTD) I 
Direction des substances controlees et de la lutte au tabagisme (DSCL T) 
Health Canada / Sante Canada 
Tel ITel: (613) 948-8651 

~ 
Min_ Speech_ Salvia_ CSTD DGO _14-02-11.doc 

Christine Roush Hi - is there anything either of you can do to get... 

From: Christine Roush/HC-SC/GC/CA 

2011-02-14 12:55:45 PM 

To: 
Date: 

Stephanie SzicklHC-SC/GC/CA@HWC, Michael Assad/HC-SC/GC/CA@HWC 
2011-02-14 12:55 PM 

Subject: Fw: URGENT REVISED- Minister's Speech - Salvia 

Hi - is there anything either of you can do to get Brenda's approval of the Salvia speech by 1 pm. I need to 
have full approvals of the speech before 3pm today - to allow for translation etc. Thanks. 

Christine Roush 
Senior Communications Advisorl 
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From: 
To: 

Christine Roush/HC-SC/GC/CA 
Brenda Paine/HC-SC/GC/CA@HVvC 

Cc: 

Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Hanan Abramovici/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC, Dave Stephens/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC, Michael Assad/HC-SC/GC/CA@HWC, CSTD-DGO 
2011-02-1412:01 PM 

Subject: Re: URGENT REVISED- Minister's Speech - Salvia 

Hi Brenda - for your urgent approval (by 12:30 please) - the speech that will be used on Wednesday to 
announce the Govt's proposal to schedule Saliva. Thanks, 

[attachment "Sp-Min-Salvia-v6_Feb14_1 Oh58.doc" deleted by Stephanie SzicklHC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisor/ 

Suzanne Desjardins 
Christine Roush 
Stephanie Chandler 
Christine Roush 
Stephanie Chandler 

Stephanie Chandler 

Stephanie Chandler 
Suzanne Desjardins 
Stephanie Chandler 

Approved Thanks 
Jocelyn/Suzanne, Can I please get your final ap ... 

Hi Christine, I think saying "even though" is ref... 
.. ... 

Hi Stephanie - I have a question about a revisio .. . 
Hi Christine, Sorry but Hanan just caught one .. . 

Hi Jocelyn, Hanan has suggested some minor ... 

Hi Suzanne, I have incorporated the comments .. . 
Hi Stephanie, Please find our comments attac .. . 
Hi Suzanne, Would it be possible for you to rev .. . 

2011-02-14 11 :51 :22 AM 
2011-02-14 11 :02:02 AM 
2011-02-11 03:11 :06 PM 
2011-02-11 02:54:58 PM 
2011-02-1111:31:46 AM 

2011-02-1111:19:29AM 

2011-02-1110:04:35AM 
2011-02-11 08:58:45 AM 
2011-02-1004:26:13 PM 

002783 



Speech for the Minister 

The Honourable Leona Aglukkaq 

Issue: Proposal to add Salvia Divinorum and Salvinorin 
A to Schedule III to the Controlled Drugs and 
Substances Act. 

Date: Wednesday, February 16, 2011 _______________ " 
// ( Deleted: TBD 

Deleted: 

.L...c>~ClJi_~_~ __ Brooke Claxton Bldg, or National_~,>« Formatted: Indent: Lett: 3.81 

Pre ss G a II e ry T B 0 L u ____ u ______ u u u u u ____ u ___ u u u _________ u u _ u ___ u >=cm _____ --< 
Deleted: TBD 

Time: TBD 

I Word Count: 3~uuu ____________ uuuu ___ uuuu_uu_uu_ uuuuuu _ u uuuu_ u __ uuu __ 

--{ Deleted: 28 

Check Against Delivery 

002784 



Deleted: generation of our 

Deleted: . It's easily available, 

Good Morning/Afternoon: Thank you for being here. Deleted: s 

/j,[ Deleted: and the 
.:' 

,':',:, Deleted: I 

Among today's .)'g_l}_tb! __ ?_~~_~~t9-'~!~~ __ ~Qg~I}_Cl_~ __ ~_?t~iCl __ ~_?~ __ ~~~_I}_g_<?_i_QiQH_~/ :::: 
popularity and is being abused by some young people. 

'/ / Deleted: We are still learning 
, /: about Salvia, but 

Its popularity comes from the fact that it can have some of the same i 

effects as certain illicit drugs.,. and th~r~ _L§ at~g_ a false J)~X~~p!jg_t:1Jb_?LJ 
it is safe. 

But ~J~_I}'t_~9J~~ __________ m _____________ m _______________________ m ________ m ______ _ 

.Salviahas the_real pg~~Q~i9Ito be harr'T1fuL __ 

It can cause hallucinations .:..:....;=:...:...::==::...:...==:.:.:...:;=::.:...:~>r ________________________________________________________________________ _ 

It presents potential risks to the health and safety of Canadians, 
particularly our young people. 

That is why we .we _ prop()~ingto?cjdH.S?I~i9 __ ~i~iQQr~_rTlL9_QcjJts main 
active ingredient salvinorin A, to the Controlled Drugs and 
Substances Act =-=::..::..::=~:...:....::'-'-'=.:..lI .. _____________________________________________________________________________________________________ , 

I Jh_~s~_~ub~_~ClQce~o:~_~g~J~ __ ~~_~g_t:1_~r9JI_~~~_1~~t)j~~_g!_~_~!':JJJ_i_<?J(~!':~g_~"'y _______ ,,_ 
t;~::\ 

I t._~ __ ClJi_~~L~_~~~ to cc>ntr()lIing tbE?se s~b~tance_sL9J'g!J~_~_Y'{!!L~_~ _____ m _______ , \:::\ 
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published in the Canada Gazette in a few days. That will start a \. \\ . , Deleted: We believe these 
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process during which Canadians will have an opportunity to comment -- ' 
on our proposal,, ___________________________________________________________________________ _ 
,-
Legislation is an important step in controlling the availability and use 
of Salvia divinorum and salvinorin A. 

It will make activities with these substances, such as possession, 
trafficking, importing or cultivating illegal. 

It sends a clear message that these substances are dangerous, and 
that they are illegal in Canada. 
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It will allow law enforcement agencies to take action against illegal 
activities involving these substances. 

Most importantly .• it vviURrotectouryoungR~_oRlefrornt~~ __ h_9rms ___ hhh_//{~D_ele_te_d_: ' ____ -' 

associated with Salvia. 

This is why we are taking this step now and why we have also made 
information about Salvia available on the Health Canada web site. 
". . ........... - - ~ .... - - - . - . - - .. 

We want to eliminate the misconception.§, that Salvia is safe and legal. 

It's neither. 
•.... _ .... ---------------------------------------

Thank you. 
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Page 2: [1] Deleted SSZICK 2011-02-14 1:02:00 PM 

because of their potential risks to the health and safety of Canadians, 
particularly our young people. 

Page 2: [2] Deleted CROUSH 2011-02-14 10:44:00 AM 

We are proposing Salvia be added to the Control/ed Drugs and 
Substances Act. 

Page 2: [3] Deleted SSZICK 2011-02-141:15:00 PM 
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Making it a controlled substance will make possessing, trafficking, 
importing or cultivating Salvia illegal. 

Page 2: [5] Deleted SSZICK 2011-02-141:15:00 PM 

Regulating Salvia and Salvinorin A as controlled substances will 
make activities such as possessing, trafficking, importing or 
cultivating Salvia illegal. 

Page 2: [6] Deleted SSZICK 2011-02-141:05:00 PM 

That will make Salvia harder to get and send the message to young 
Canadians that they should not be using it. 

Page 2: [7] Deleted SSZICK 2011-02-14 1:05:00 PM 

It will also allow law enforcement agencies to take action against 
illegal activities involving these sUbstances. 
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Re: Telephone call--- salvia ~ 
Jocelyn Kula to: Robin Maries 
Cc: Denis Arsenault, Stephanie Chandler 

Thanks for forwarding. We will certainly add to our Salvia file. 
Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances! Bureau des substances contr61E~es 

2011-02-1410:40 PM 

Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Robin Maries Yeah, well, what did he expect from a store that... 

From: 
To: 
Cc: 
Date: 
Subject: 

Robin Marles/HC-SC/GC/CA 
Joanne Regnier/HC-SC/GC/CA@HWC 
Jocelyn Kula/HC-SC/GC/CA@HWC 
2011-02-1404:31 PM 
Re: Telephone call--- salvia 

2011-02-1404:31:11 PM 

Yeah, well, what did he expect from a store that sells bongs? Obviously it is a head-shop. 

Since he is not registering a complaint, there is nothing we can do at this point. 

I am copying OCS just so they know. 

Robin 

Joanne Regnier Good afternoon Robin, Mr. Roger McCleary (ag ... 

From: 
To: 
Date: 
Subject: 

Joanne Regnier/HC-SC/GC/CA 
Robin Marles/HC-SC/GC/CA@HWC 
2011-02-14 03:25 PM 
Telephone call --- salvia 

Good afternoon Robin, 

2011-02-1403:25:51 PM 

called. It seems that he quit smoking, and was trying to find "herbal 
cigarettes." He went to a store that sold "$400 bongs" and asked for herbal cigarettes to help him quit the 
habit. The 16 yr old who served him told him that she could not find the herbal cigarettes, and suggested 
he smoke salvia instead .... 

He just wanted to call HC to tell us that this is potent stuff and that it is a hallucinogenic. He is not 
outraged that this happened to him, he's actually laughing about it, but he wanted to warn HC since he 
says a 12 year old could probably purchase it, which should be of concern to He. 

He did not want to make a complaint, but I thought you might want to know. 

Joanne Regnier 
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Natural Health Products Directorate I Direction des produits de sante naturels 
B350, Qualicum, Tower I Tour A 
AL 3301 
2936 chemin Baseline Road 
Ottawa, Ontario K1A OL9 

Tel: 613 952-9745 
Fax: 613948-6810 
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Hello all, 

Salvia It's Your Health article 
Jocelyn Kula, Stephanie Chandler, Suzanne 
Desjardins, Denis Arsenault, Hanan Abramovici, 
Bruna Brands, Christine Roush, Robin Maries, 

Lisa MacKay to: Maggie Graham, Stephanie Collins, Scott 
Jordan, Robert Leitch, Mano Murty, Shahid 
Perwaiz, Elizabeth Keeping, Blossom Leung, 
Collin Pinto 

Cc: Lisa MacKay 

2011-02-15 02:03 PM 

As I'm sure most of you know the IYH article on Salvia will be going live soon. We are still waiting on a 
final date and time for posting but I wanted to have everything on the servers ready to go live when we get 
confirmation on the date and time. I have asked that the article also be linked to the web pages below but I 
wondered if any of you wanted to link it to some of your content pages as well? 

For example 
Learn about drugs at -
http://www.nationalantidrugstrategy.gc.ca/parents/drugs-drogues/drugs-drogues.html 
Natural Health Products - http://www.hc-sc.gc.ca/dhp-mps/prodnatur/index-eng.php 
etc ..... please let me know if you would like it linked to any of your sections. 

Here is the English and French that will be going on-line 

~:~ 
E!I 

IYH Salvia divinorum Final Eng HTML 15Feb2011.doc IYH Salvia divinorum Fr Final HTML 15Feb2011.doc 

New and Updated Articles 
http://www.hc-sc.gc.ca/iyh-vsv/index_e.html 
Salvia divinorum - Updated 
http://www.hc-sc.gc.ca/iyh-vsv/indexJhtml 
Salvia divinorum - Mises a jour 

IYH - A - Z Section 
S - Salvia divinorum 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/alpha-eng.php#s 
D - Drugs - Salvia divinorum 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/alpha-eng.php#d 
S - Salvia divinorum 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/alpha-fra.php#s 
D - Drogues - Salvia divinorum 
hUp:llwww.hc-sc.gc.ca/hl-vs/iyh-vsv/alpha-fra.php#d 

Lifestyles- Feature Articles 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/index-eng.php 
Salvia divinorum 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/med/index-fra.php 
Salvia divinorum . 

Medical Information - Feature Articles 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/med/index-eng.php 
Salvia divinorum 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/diseases-maladies/index-fra.php 
Salvia divinorum 
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Products - Feature Articles 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/prod/index-eng.php 
Salvia divinorum 
http://www.hc-sc.gc.ca/hl-vsliyh-vsv/prod/index-fra.php 
Salvia divinorum 

and the All the Audience sections - Feature Articles 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/index-eng.php 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsvlindex-fra.php 

Health Canda A-Z Section 
S - Salvia - Salvia divinorum (It's Your Health) 
http://www.hc-sc.gc.ca/home-accueil/search-recherche/a-z-eng.php#S 
D - Drugs - Controlled Substances - Salvia divinorum (It's Your Health) 
http://www.hc-sc.gc.ca/home-accueil/search-recherche/a-z-fra.php#D 
S - Salvia - Salvia divinorum (Votre sante et vous) 
http://www.hc-sc.gc.ca/home-accueillsearch-recherche/a-z-fra.php#S 
D - Drogues - Abus des drogues - Salvia divinorum (Votre sante et vous) 
http://www.hc-sc.gc.ca/home-accueillsearch-recherche/a-z-fra.php#D 

Thank you! 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Strategic Communications and Ministerial Services Division I Division des communications strategiques 
et des services ministeriels 
Public Affairs, Consultation and Communications Branchl Direction genera Ie des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada· 
Tel 613.954.0105 
Fax 613.952.8644 
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It's Your Health 

Salvia divinorum 

Issue 

Salvia divinorum (S. divinorum) is a species of sage belonging 
to the mint family. Some street names for S. divinorum 
include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, 
ska pastora, diviner's sage, magic mint, puff, incense special, 
and salvia. 

Certain websites promote the use of S. divinorum as a "legal" 
alternative to street drugs. Recent Canadian surveillance data 
indicates that Canadian teens and young adults are using S. 
divinorwn for its ability to produce hallucinations. Scientific 
reports also suggest that it has the potential for abuse. 

Canadians should not use products containing S. divinorum 
and/or salvinorin A because they are hallucinogenic and little is known about the long
term effects of these substances on the brain and body. There is also no way to predict 
how it will affect you with each use. 

In light of this information, Health Canada is proposing to schedule both S. divinorum 
and its Imiin active ingredient salvinorin A under Schedule III to the Controlled Drugs 
and Substances Act (CDSA) in order to protect the health and safety of Canadians, 
particularly youth. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental 
effects. The effects of S. divinorum, which vary from person to 
person, are often described as unpleasant and may include the 
following: 

• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 

uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
effects may differ from one use to the next, depending on factors such as: 
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• the potency of the product 
• how much is used 
• the purity of the product (products that contain S. 

divinorum may be mixed with other substances) 
• how it is taken, for example, whether the product is 

chewed, swallowed or smoked 
• the user's mood and expectations 

While scientists know which brain receptors are targeted by the 
main active ingredient, salvinorin A, very little is known about 
the following: 

• how it affects the brain overall, including whether there 
are any long-term effects or if it can cause permanent damage 

• how it interacts with other substances, including other dmgs, natural health 
products and alcohol 

• the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health 
Canada recommends that you should not use S. divinorum because little is known about 
the long-term effects it may have on your body and/or brain functions. There is also no 

way to predict how it will affect you with each use. Just 
because a drug is plant-based or "natural", does not 
mean that it is safe. 

Also, if you have children, talk to them about peer 
pressure and the risks of using illegal drugs, such as 
marijuana, cocaine, ecstasy, LSD and other substances 
that distort reality. See the "Need More Info?" section 
below for links to resources that can help you with this. 

Legal Status of Salvia divinorum 

In Canada 
As S. divinorum is a plant with hallucinogenic properties when consumed by humans, it 
currently meets the definition of a natural health product (NHP) under the Natural Health 
Products Regulations. As of Febmary 2011, Health Canada has not authorized for sale 
any natural health products which contain S. divinorum as an ingredient. The sale of 
unauthorized natural health products containing S. divinorum or its main active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health Canada 
under the Food and Drugs Act. 
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While S. divinorum and salvinorin A are not currently scheduled under the Controlled 
Drugs and Substances Act (CDSA), Health Canada has issued a Notice to Interested 
Parties which proposes to include S. divinorum and salvinorin A as 
controlled substances to the CDSA. This means that activities such 
as possession, trafficking, importation, exportation, production (or 
cultivation), possession for the purpose of trafficking or possession 
for the purposes of exporting would be illegal unless authorized by 
regulation. 

In Other Countries 
Several countries including but not limited to Australia, Belgium, 
Germany, Italy and Japan, have placed similar controls on the import 
and/or sale of S. divinorum and/or salvinorin A. 

In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed similar restrictions on their 
sale and/or import. For example, several states have made it illegal to manufacture, 
distribute, import/export, possess, use, buy and/or sell S. divinorum and/or salvinorin A to 
various degrees, while others have placed restrictions on distribution. In some states, for 
example, it is illegal for S. divinorum to be sold to anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal 
and mystical purposes. 

The products are sold in a number of forms, including fresh or dried 
leaves, liquids or seeds and plant cuttings for growing purposes. 

Results from the Canadian Alcohol and Drug Use Monitoring 
Survey (CADUMS) reveal that, in 2009, 1.6% of Canadians aged 15 
years and older have reported using S. divinorum at least once in 
their lifetime, with a much higher rate of use (7.3%) in youth aged 
15-24. The results from the Canadian 2008-2009 Youth Smoking 
Survey also show that 5% of 15 year olds have used S. divinorum in 
the past year. The 2009 Ontario Student Drug Use and Health 
Survey (OSDUHS) indicated that 5.4% of Ontario students in grades 

7-12 reported ever using S. divinorum and 4.4% of these students reported using this 
substance in the past year. For more information on these surveys, see the Need More 
Iufo section below. 

Health Canada's Role 

As noted above, in light of the health and safety risks associated with the use of S. 
divinorum and particularly the risks to youth, Health Canada is taking steps to regulate S. 
divinorum and salvinorin A as controlled substances. 
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Need More Info? 

For information on how to submit a consumer or trade complaint about the unauthorized 
sale of health products containing S. divinorum please consult the following documents: 

• How to Submit a Consumer Complaint 
• How to Submit a Trade Complaint 

Or contact the Health Products and Food Branch Inspectorate directly by calling toll-free 
1-800-267-9675. 

To report an adverse reaction or interaction involving any health product, contact Health 
Canada at 1-866-234-2345 (toll free in Canada), or visit the MedEfJect Canada web 
section 

For information about the Government of Canada's National Anti-Drug Strategy 
The Prevention section on this site has a number of helpful resources for parents, 
including: 

• Tips on Talking to Your Teenager 
• What to Do if Your Teen is Using Drugs 
• Health Canada's Not4Me youth drug prevention section 

Information on natural health products and the Natural Health Products Regulations 

For more on the surveys that have collected information about Salvia divinorum use in 
Canada, see: 
• The 2008-2009 Youth Smoking Survey 
• The 2009 Canadian Alcohol and Drug Use Monitoring Survey 
• The 2009 Ontario Student Drug Use and Health Survey 

Additional Resources: 
• U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: Salvia 

divino rum and Salvinorin A 
• U.S. Department of Health & Human Services, National Survey on Drug Use and 

Health: Use of Specific Hallucinogens: 2006 

For additional articles on health and safety issues go to the It's Your Health web section 
at: www.healthcanada.gc.ca/iyh 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: Febraury 2011 
©Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2011 

002795 



.' 

Votre sante et vous 

Salvia 

Enjeu 

La salvia est une espece de sauge de la famille des labiacees qui a plusieurs noms: Maria 
pastora, ska Maria pastora, ska pastora, sauge divinatoire, sauge des devins, menthe 
magique, herbe de la bergere, herbe de Marie, herbe de la Vierge, Sally D et Lady Sally. 

Certains sites Web encouragent la consommation de salvia comme substitut legal aux 
drogues de la rue. De recentes donnees canadiennes de surveillance montrent que les 
adolescents et les jeunes adultes canadiens consomment de la salvia pour ses proprietes 
hallucinogenes. Des rapports scientifiques semblent indiquer qu'il y a risque d'abus. 

Les Canadiens doivent eviter de consommer de produits contenant de la salvia, car il 
s'agit d'une substance hallucinogene dont on connait malles effets a long terme sur Ie 
cerveau et l'organisme. Votre reaction peut etre differente chaque fois que vous en 
consommez. 

Ala lumiere de ces renseignements, Sante Canada propose d'inscrire la salvia et son 
principal ingredient actif, la salvinorine A, a l'annexe III de la Loi reglementant certaines 
drogues et aulres substances afin de proteger la sante et la securite des Canadiens, surtout 
les jeunes. 

Risques associes a la consommation de salvia 

La salvia a des effets physiques et mentaux connus qui varient d'une personne a I'autre, 
qui sont souvent qualifies de desagreables et qui peuvent comprendre les suivants : 

• 
• 

• 
• 
• 
• 
• 

hallucinations 
dysphorie (sentiment d'angoisse, de depression ou d'agitation) 
experiences extracorporelles 
rire incontr6lable 
evanouissement 
perte de memoire immediate 
manque de coordination des mouvements 
trouble de l'elocution et phrases maladroites 

II est impossible de predire quels effets cette substance aura sur vous. De plus, les effets 
peuvent varier d'une fois a l'autre en fonction de divers facteurs, dont les suivants : 

• la puissance du produit 
• la quantite consommee 
• la purete du produit (les produits contenant de la salvia peuvent etre melanges a 

d' autres substances) 
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• Ie mode de consommation (si Ie produit est chique, avale ou fume) 
• l'humeur et les attentes de l'usager 

Bien que les scientifiques sachent sur quels recepteurs du cerveau agit Ie principal 
ingredient actif, la salvinorine A, on connalt mal: 

• les effets globaux de cette substance sur Ie cerveau, notamment si eUe entralne des 
effets it long terme ou si elle peut causer des lesions cerebrales permanentes 

• la fa90n dont elle interagit avec d'autres substances, comme d'autres drogues, des 
produits de sante naturels et l'alcool 

• Ie risque de dependance physique ou de toxicomanie associe it la consommation 
de la salvia 

Reduire les risques 

Les hallucinogenes comme la salvia alterent les fonctions cerebrales. Sante Canada 
recommande d'eviter de consommer de la salvia, car ses effets it long terme sur les 
fonctions organiques et cerebrales sont peu connus. De plus, votre reaction peut etre 
differente chaque fois que vous en consommez. Dne drogue n'est pas forcement sure 
simplement parce qU'elle est naturelle ou fabriquee it partir de plantes. 

Par ailleurs, si vous avez des enfants, discutez avec eux de la pression du groupe et des 
risques lies it la consommation de drogues, comme la marijuana, la cocaIne, I'ecstasy, Ie 
LSD et autres substances psychotropes. Dans la section Pour en savoir plus ci-dessous 
vous trouverez des liens vers des ressources qui peuvent vous 'aider a vous preparer en 
vue d'une telle discussion. 

Statut juridique de la salvia 

Au Canada 
Comme la salvia est une plante aux proprietes hallucinogenes lorsqu' eUe est consommee 
par des humains, elle est assimilable a un produit de sante naturel selon la definition 
qu'en donne Ie Reglement sur les produits de sante naturels. En fevrier 2011, 
Sante Canada n'avait toujours pas homologue de produit de sante naturel contenant de la 
salvia. Conformement a la Loi sur les aliments et drogues, Sante Canada peut prendre des 
mesures coercitives it l' egard de quiconque vend des produits de sante naturels non 
homologues contenant de la salvia ou son principal ingredient actif, la salvinorine A. 

Si la salvia et la salvinorine A ne sont pas, it 1 'heure actuelle, considerees comme des 
substances controlees en vertu de la Loi reglementant certaines drogues et autres 
substances, Sante Canada a toutefois emis un avis aux parties interessees dans lequel il 
propose de les ajouter a l'annexe III de la Loi. 

AI' etranger 
Plusieurs pays, notamment l' Australie, la Belgique, I' Allemagne, l'Italie et Ie Japon, 
reglementent l'importation et la vente de la salvia et de la salvinorine A. 
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Aux Etats-Unis, la salvia et la salvinorine A ne sont pas reglementees en vertu de la Loi 
sur les substances contr6lees, mais certains Etats ont adopte des mesures visant a en 
restreindre la vente et l'importation. Par exemple, plusieurs Etats interdisent, a divers 
degres, la fabrication, la distribution, l'importation, l'exportation, la possession, la 
consommation, l'achat et la vente de la salvia et de la salvinorine A, tandis que d'autres 
en limitent la distribution. Dans certains Etats, il est illegal de vendre de la salvia a une 
personne de moins de 18 ans. 

Contexte 

Les Mazateques font un usage traditionnel des feuilles de cette plante lors de rites 
divinatoires ou curatifs. 

Les produits se vendent sous plusieurs formes, notamment en feuilles fraiches ou sechees, 
en liquides ou en graines et en boutures pour la culture. 

L'Enquete de surveillance canadienne de la consommation d'alcool et de drogues revele 
qu'en 2009, 1,6 % des Canadiens ont declare avoir consomme de la salvia au moins une 
fois et que la consommation est beaucoup plus elevee (7,3 %) chez les jeunes de 15 a 24 
ans. L'Enquete canadienne 2008-2009 sur Ie tabagisme chez les jeunes montre que 5 % 
desjeunes de 15 ans avaient consomme de la salvia au cours de l'annee precedente. Selon 
Ie Sondage 2009 sur la consommation de drogues et la sante des etudiants de l'Ontario, 
5,4 % des etudiants ontariens de la 7e ala 12e annee ont declare avoir deja consomme de 
la salvia, et 4,4 % d'entre eux ont affirme en avoir consommee au cours au cours de 
l'annee precedente. Pour obtenir de plus amples renseignements sur ces enquetes, 
veuillez consulter la section Pour en savoir plus ci-dessous. 

ROle de Sante Canada 

A la lumiere des risques pour la sante et la securite associes a la consommation de salvia, 
surtout chez les jeunes, Sante Canada prend des dispositions pour ajouter cette substance 
et la salvinorine A a la liste des substances contr6lees. 

Pour en savoir plus 

Pour savoir comment presenter une plainte concernant 1a vente non autorisee de produits 
de sante contenant de la salvia, veuillez consulter Ie document pertinent ci-dessous : 

• Plaintes de consommateur 
• Plaintes de l'industrie 

ou communiquer directement avec l'Inspectorat de la Direction generale des produits de 
sante et des aliments, en composant sans frais Ie 1-800-267-9675. 

Pour signaler un effet indesirable ou une interaction mettant en cause un produit de sante, 
communiquez avec Sante Canada, au 1-866-234-2345 (sans frais au Canada), ou 
consultez la section MedEfJet Canada 
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Pour vous renseigner sur la Strategie nationale antidrogue du gouvernement du 
Canada. Vous y trouverez, dans la section Prevention, plusieurs ressources a l'intention 
des parents, dont les suivantes : 

• Conseils pour aborder Ie suiet des drogues avec son adolescent 
• Que faire si votre adolescent consomme de la drogue 
• Site Web de Sante Canada, Section Odroguepourmoi sur la prevention de 

la toxicomanie 

Vous trouverez des renseignements sur les produits de sante naturels et Ie Reglement sur 
les produits de sante naturels 

Pour en savoir plus sur les enquetes sur la consommation de salvia au Canada, consultez : 
• L'Enquete 2008-2009 sur Ie tabagisme chez les jeunes 
• L'Enquete de surveillance canadienne de la consommation d'a1cool et de drogues 

2009 
• L'Enquete 2009 sur la consommation de drogues et la sante des etudiants de 

l'Ontario (en anglais seulement) 

Autres ressources 
• Drug Enforcement Administration (Etats-Unis) : Drugs and Chemicals of 

Concern: Salvia divinorum and Salvin orin A (en anglais seulement) 
• Ministere de la Sante et des Services sociaux des Etats-Unis, National Survey on 

Drug Use and Health: Use of Specific Hallucinogens: 2006 

Pour d'autres articles sur des questions de sante et de securite, consultez la section Votre 
sante et vous 

Vous pouvez aussi composer sans frais Ie 1-866-225-0709 ou Ie 1-800-267-1245* pour 
malentendants. 

Original: fevrier 2011 
©Sa Majeste la Reine du chef du Canada, representee par la ministre de la Sante, 2011 
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5.23 

Re: Fw: G;1 
Jocelyn Kula to: Christine Roush 2011-02-1504:36 PM 
Cc: Chantal Trepanier, Stephanie Chandler 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Chantal- 2011-02-15 03:00:36 PM 

From: Christine Roush/HC-SC/GC/CA 
To: Chantal Trepanier/HC-SC/GC/CA@HWC 
Cc: 
Date: 

Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-02-15 03:00 PM 

Subject: Re: Fw: 

Chantal 

Christine Roush 
Senior Communications Advisor/ 

Chantal Trepanier Hello Christine, 2011-02-1502:37:45 PM 

From: Chantal Trepanier/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC 
Cc: Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC 
Date: 2011-02-1502:37 PM 

Re: Fw: 

Hello Christine, 

Thank you! 

Chantal 
TellTel: 613 946-5682 
Telec/Fax: 613 954-9485 

Solicitor-Client Privilege/Protected 
This message is intended for the use of the individual or entity to which it is addressed and may contain 
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5.23 

information that is privileged or confidential and exempt from disclosure under applicable law. 
Unauthorized disclosure, copying or re-transmission is prohibited. Modification of the transmission is 
prohibited. If you have received this transmission in error, please notify me immediately by sending me a 
return e-mail copy. Then, delete the original message. Thank you. 

Secret professionnel de l'avocatlProtege 
Cette communication est exclusivement destinee a I'individu ou I'entite a qui elle est adressee. Elle peut 
contenir de I'information privilegiee, confidentielle et ne pouvant etre divulguee selon la loi applicable a 
I'espece. Toute divulgation non-autorisee est defendue. Toute copie non-autorisee ou re-transmission 
non-autorisee de ce message sont defendues. Si vous avez rec;u cette communication par erreur, veuillez 
m'en aviser immediatement par retour de courrie!. Puis, supprimez Ie courriel rec;u. Merci. 

Christine Roush/HC-SC/GC/CA 

Christine 
Roush/HC·SC/GC/CA To Chantal Trepanier/HC-SC/GC/CA@HWC 
15/02/2011 02:04 PM cc Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie 

Chandler/HC-SC/GC/CA@HWC 
Subject Fw: 

Hi Chantal, 

Thanks, 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

----- Forwarded by Christine Roush/HC-SC/GC/CA on 2011-02-15 02:01 PM -----

From: 
To: 
Date: 
Subject: 

Lisa MacKay/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
2011-02-1401:54 PM 
Re: Fw: 
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The images in the article are the ones she approved (except for the marajuana one in the Minimizing Your 
Risk section) 

[attachment "IYH Salvia divinorum_v28 Final Eng 14Feb2011.doc" deleted by Christine 
Roush/HC-SC/GC/CA] 

Christine Roush OK - are these the ones she chose. If so, I will h ... 

From: 
To: 
Date: 
Subject: 

Christine Roush/HC-SC/GC/CA 
Lisa MacKay/HC-SC/GC/CA@HWC 
2011-02-14 01 :42 PM 
Re: Fw: Salvia event confirmed for wednesday 

2011-02-1401:42:35 PM 

OK - are these the ones she chose. If so, I will have them vetted by Legal Services for HECS. 

From: 
To: 
Cc: 
Date: 
Subject: 

Jocelyn Kula/HC-SC/GC/CA 
Lisa MacKay/HC-SC/GC/CA@HWC 
stephanie.chandler@hc-sc.gc.ca 
2011-02-0901 :36 PM 
pictures for IYH 

I am enclosing the most relevant of the bunch you sent me; personally, the more we show actual labelling 
indicating is is sold as incense, but then suggesting how to use, the better. The original 2nd pic you 
suggested with the baggies with spades on them is rather meaningless to me, as it could be anything. 
Same goes for the vial and leaf extract... .. 1 don't think we have any others but am copying Stephanie 
Chandler in case she knows ..... 

[attachment "Salvia Divinorum (Natural)0001.jpg" deleted by Lisa MacKay/HC-SC/GC/CA] [attachment 
"Salvia Divinorum (Natural)0002.jpg" deleted by Lisa MacKay/HC-SC/GC/CA] 
[attachment "PURPLE STICKY SALVIA0003.jpg" deleted by Lisa MacKay/HC-SC/GC/CA] 
[attachment "Salvia Divinorum (Apple)0001.jpg" deleted by Lisa MacKay/HC-SC/GC/CA] [attachment 
"Salvia Divinorum (Apple)0002.jpg" deleted by Lisa MacKay/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisorl 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branchl 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

Lisa MacKay 

From: 
To: 
Date: 
Subject: 

Just a reminder that Jocelyn already approved t... 

Lisa MacKay/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
2011-02-1401 :36 PM 
Re: Fw: Salvia event confirmed for wednesday 

2011-02-1401:36:15 PM 

Just a reminder that Jocelyn already approved these - it was the legal aspect that we were a little 
concerned with. 

Thanks 
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Lisa 

Christine Roush Lisa - I will check with program on the use of the ... 2011-02-1401:22:06 PM 

From: 
To: 
Cc: 

Date: 
Subject: 

Christine Roush/HC-SC/GCICA 
Lisa MacKay/HC-SC/GC/CA@HWC 
Elizabeth Keeping/HC-SC/GC/CA@HWC, Lisa MacKay/HC-SC/GC/CA@HWC, Jaimie 
Banks/HC-SC/GC/CA@HWC, Alexis M Tervo/HC-SC/GC/CA@HWC, Dave 
Stephens/HC-SC/GCICA@HWC 
2011-02-1401 :22 PM 
Re: Fw: Salvia event confirmed for wednesday 

Lisa - I will check with program on the use of the images you sent me. 

Christine Roush 
Senior Communications Advisorl 

Lisa MacKay Christine - Yes I should be able to have it up by ... 2011-02-1401:10:30 PM 

From: Lisa MacKay/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC 
Cc: Elizabeth Keeping/HC-SC/GC/CA@HWC, Lisa MacKay/HC-SC/GC/CA@HWC, Jaimie 

Banks/HC-SC/GC/CA@HWC, Alexis M Tervo/HC-SC/GCICA@HWC 
Date: 2011-02-1401 :10 PM 
Subject: Re: Fw: Salvia event confirmed for wednesday 

Christine - Yes I should be able to have it up by Wednesday. Did you find out if there were any concerns 
with the images? 

Alexis - Do you know if there have been any changes made to the IYH article? 

Thanks 

Lisa 

Christine Roush Lisa - just learned this morning that the event is ... 2011-02-14 01 :07:44 PM 

From: 
To: 
Date: 
Subject: 

Christine Roush/HC-SC/GC/CA 
Lisa MacKay/HC-SC/GC/CA@HWC 
2011-02-14 01 :07 PM 
Fw: Salvia event confirmed for wednesday 

Lisa - just learned this morning that the event is happening this Wednesday - see details below, as we 
currently know 

it. Apparently there is a planning meeting today at 3:30. Any chance of having the IYH article posted on 
Wednesday?? 

Beth - you will be receiving a speech shortly for HPFB's urgent review by 3pm today. thx. 

Christine Roush 
Senior Communications Advisorl 

From: 
To: 

Cc: 
Date: 
Subject: 

Dave Stephens/HC-SC/GC/CA 
"Christine Roush" <christine.roush@hc-sc.gc.ca>, Jesse Arnup-Blondin/HC-SC/GC/CA@HWC, 
"Brenda Paine" <brenda.paine@hc-sc.gc.ca>, "Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca> 
"Nicole Prentice" <nicole.prentice@hc-sc.gc.ca> 
2011-02-1410:44AM 
Fw: Salvia event confirmed for wednesday 
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Thanks all, 

Re: Salvia It's Your Health article CJ 
Elizabeth Keeping to: Mano Murty 

Lisa MacKay, MHPD_MNHPD, MBBNHPB Assistants, Chris Turner, 
Robin Maries, Jocelyn Kula, Kyra Paterson, nancy-richards, Scott 
Sawler, Blossom Leung, Bruna Brands, Christine Roush, Collin 

Cc: Pinto, Denis Arsenault, Hanan Abramovici, Maggie Graham, Robert 
Leitch, Scott Jordan, Shahid Perwaiz, Stephanie Chandler, 
Stephanie DiTrapani, Suzanne Desjardins, Ian Grimwood 

"""'''''W~,'' 'w,,,,,, 

2011-02-1609:01 AM 

This point had been raised as well with respect to the draft speech - which previously lacked any 
reference to existing regulations, which could imply that no regulations would presently apply. 

I think the solution for the interim (until it becomes scheduled) may be to emphasize that there are current 
regulations that would apply (NHPR), but that NO products have been approved under these regulations 
(nor would they) - but drop references to salvia products 'meeting the definition of a natural health 
product', since I believe that this is the part that leads to confusion. 

Words to this effect are included in the revised attached speech. 

Please advise if this works for everyone. 

Thanks, 
Beth 

Mano Murty 

From: 
To: 
Cc: 

Date: 
Subject: 

Hi Lisa 

Hi Lisa I agree with Jocelyn and Robin. 2011-02-1608:06:54 AM 

Mano Murty/HC-SC/GC/CA 
Lisa MacKay/HC-SC/GC/CA@HWC 
MHPD_MNHPD, MBBNHPB Assistants, Chris Turner/HC-SC/GC/CA@HWC, Robin 
Marles/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Kyra 
Paterson/HC-SC/GC/CA@HWC, nancy _richards@hc-sc.gc.ca, Scott 
Sawler/HC-SC/GC/CA@HWC, Lisa MacKay/HC-SC/GC/CA@HWC, Blossom 
Leung/HC-SC/GC/CA@HWC, Bruna Brands/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, Collin Pinto/HC-SC/GC/CA@HWC, Denis 
ArsenauIUHC-SC/GC/CA@HWC, Elizabeth Keeping/HC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Maggie Graham/HC-SC/GC/CA@HWC, Robert 
Leitch/HC-SC/GC/CA@HWC, Scott Jordan/HC-SC/GC/CA@HWC, Shahid 
Perwaiz/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Stephanie 
DiTrapanilHC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 
2011-02-16 08:06 AM 
Re: Salvia It's Your Health article 

I agree with Jocelyn and Robin. 
We do not want to add to the already existing confusion of the consumer and their parents .... 
The more clarity we give to this issue, the better..making Health Canada look 'proactive'. 
Thanks 
Mano 
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Mano Murty MD, CCFP, FCFP 
Manager - Gestionnaire 
Clinical Section - Section Clinique 
Marketed Biologicals, Biotechnology and Natural Health Products Bureau - Bureau des produits 
biologiques, biotechnologiques et de sante naturels Commercialises 
Marketed Health Products Directorate - Direction des Produits de Sante Commercialises 
Health Canada - Sante Canada 
Tel: (613) 946-8044 
Fax: (613) 954-2354 
mano. murty@hc-sc.gc.ca 

Robin Maries Thank you, Jocelyn. You raise a good point. Cia ... 2011-02-1505:09:50 PM 

From: 
To: 

Cc: 

Date: 
Subject: 

Robin Marles/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC, Kyra Paterson/HC-SC/GC/CA@HWC, 
nancy-richards@hc-sc.gc.ca, Scott Sawler/HC-SC/GC/CA@HWC 
Lisa MacKay/HC-SC/GC/CA@HWC, Blossom Leung/HC-SC/GC/CA@HWC, Bruna 
Brands/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Elizabeth 
Keeping/HC-SC/GC/CA@HWC, Hanan Abramovici/HC-SC/GC/CA@HWC, Maggie 
Graham/HC-SC/GC/CA@HWC, Mano Murty/HC-SC/GC/CA@HWC, Robert 
Leitch/HC-SC/GC/CA@HWC, Scott Jordan/HC-SC/GC/CA@HWC, Shahid 
PerwaizlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Stephanie 
DiTrapani/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 
2011-02-1505:09 PM 
Re: Salvia It's Your Health article 

Thank you, Jocelyn. You raise a good point. Classifying Salvia divinorum as an NHP when used as a 
hallucinogen is a stop-gap measure until the amendment to CDSA has been passed. We all agree that 
CDSA is the most appropriate regulatory framework for this substance. Therefore, I don't think we don't 
want to continue drawing the public's attention to a linkage with the NHP world after the new regulatory 
proposal has been announced. 

Robin 

Jocelyn Kula 

From: 
To: 
Cc: 

Date; 
Subject: 

Hi Lisa 

Hi Lisa I don't want to speak for my colleagues i ... 2011-02-1504:24:18 PM 

Jocelyn Kula/HC-SC/GC/CA 
Lisa MacKay/HC-SC/GC/CA@HWC 
Blossom Leung/HC-SC/GC/CA@HWC, Bruna Brands/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, Collin Pinto/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Elizabeth Keeping/HC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Lisa MacKay/HC-SC/GC/CA@HWC, Maggie 
Graham/HC-SC/GC/CA@HWC, Mano Murty/HC-SC/GC/CA@HWC, Robert 
Leitch/HC-SC/GC/CA@HWC, Robin Marles/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC, Shahid PerwaizlHC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Stephanie Collins/HC-SC/GC/CA@HWC, Suzanne 
Desjardins/HC-SC/GC/CA@HWC 
2011-02-1504:24 PM 
Re: Salvia It's Your Health article 

I don't want to speak for my colleagues in NHPD but am not sure we want to continue drawing strings 
between salvia and other natural health products that have been approved and are actually being sold 
legitimately as NHPs?? Happy to defer to whatever HPFB thinks is best though ..... 

002805 



The reference to NADS and parents talking to youth is fine. 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Lisa MacKay Hello all, As I'm sure most of you know the IYH ... 2011-02-15 02:03: 11 PM 

From: Lisa MacKay/HC-SC/GC/CA 
To: Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Suzanne 

Desjardins/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Hanan 
Abramovici/HC-SC/GC/CA@HWC, Bruna Brands/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, Robin Marles/HC-SC/GC/CA@HWC, Maggie 
Graham/HC-SC/GC/CA@HWC, Stephanie Collins/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC, Robert Leitch/HC-SC/GC/CA@HWC, Mano 
Murty/HC-SC/GC/CA@HWC, Shahid PerwaizlHC-SC/GC/CA@HWC, Elizabeth 
Keeping/HC-SC/GC/CA@HWC, Blossom Leung/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC 

Cc: 
Date: 
Subject: 

Hello all, 

Lisa MacKay/HC-SC/GC/CA@HWC 
2011-02-15 02:03 PM 
Salvia It's Your Health article 

As I'm sure most of you know the IYH article on Salvia will be going live soon. We are still waiting on a 
final date and time for posting but I wanted to have everything on the servers ready to go live when we get 
confirmation on the date and time. I have asked that the article also be linked to the web pages below but I 
wondered if any of you wanted to link it to some of your content pages as well? 

For example 
Learn about drugs at
http://www.nationalantidrugstrategy.gc.ca/parents/drugs-drogues/drugs-drogues.html 
Natural Health Products - http://www.hc-sc.gc.ca/dhp-mps/prodnatur/index-eng.php 
etc ..... please let me know if you would like it linked to any of your sections. 

Here is the English and French that will be going on-line 
[attachment "IYH Salvia divinorum Final Eng HTML 15Feb2011.doc" deleted by Jocelyn 
Kula/HC-SC/GC/CA] [attachment "IYH Salvia divinorum Fr Final HTML 15Feb2011.doc" deleted by 
Jocelyn Kula/HC-SC/GC/CA] 

New and Updated Articles 
http://www.hc-sc.gc.ca/iyh-vsvlindex_e.html 
Salvia divinorum - Updated 
http://www.hc-sc.gc.ca/iyh-vsv/index_f.html 
Salvia divinorum - Mises a jour 

IYH - A - Z Section 
S - Salvia divinorum 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/alpha-eng.php#s 
D - Drugs - Salvia divinorum 
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Speech for the Minister 

The Honourable Leona Aglukkaq 

Issue: Proposal to add Salvia Divinorum and Salvinorin 
A to Schedule III to the Controlled Drugs and 
Substances Act. 

Date: Wednesday, February 16,2011 

Location Brooke Claxton Bldg, or National 
Press Gallery TBD 

Time: TBD 

Word Count: 328 
Check Against Delivery 
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Good Morning/Afternoon: Thank you for being here. 

Among today's youth, a substance known as Salvia has been gaining 
popularity and is being abused by some young people. 

Its popularity comes from the fact that it can have some of the same 
effects as certain illicit drugs, and there is also a false perception that 
it is safe. 

But it isn't safe. 

Salvia has the real potential to be harmful. 

It can cause hallucinations as well as other serious effects on the 
brain and body. In addition. very little is known about the long-term 
effects of these SUbstances. 

It presents potential risks to the health and safety of Canadians, 
particularly our young people. 

That is why we are proposing to add Salvia divinorum, and its main 
active ingredient salvinorin A, to the Controlled Drugs and 
Substances Act. 

These substances should be controlled, just like other illicit drugs. 

As a first step to controlling these substances, a notice will be 
published in the Canada Gazette in a few days. That will start a 
process during which Canadians will have an opportunity to comment 
on our proposal. 

Legislation is an important step in further controlling the availability 
and use of Salvia divinorum and salvinorin A. 

It would fl:1c*~_c:l_c_~i-,",iti~!)uvy_i~~_th_~!)~_~lJl:>_s_tC3r1_~~!)J __ ~lJc;b_C3!)pg!)!)~s~igrl'_ _-----{_D_ele_te_d_: It_w_iJl ___ ~ 
trafficking, importing or cultivating illegal. 
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Re: Salvia It's Your Health article QI 
Elizabeth Keeping to: Robin MarIes 

Jocelyn Kula, Blossom Leung, Bruna Brands, Chris Turner, Christine 
Roush, Collin Pinto, Denis Arsenault, Hanan Abramovici, Ian 

Cc: Grimwood, Kyra Paterson, Lisa MacKay, Maggie Graham, Mano 
Murty, MBBNHPB Assistants, MHPD_MNHPD, "nancy-richards", 
Robert Leitch, Scott Jordan, Scott Sawler, Shahid Perwaiz, 
Stephanie Chandler, Stephanie DiTrapani, Suzanne Desjardins 

2011-02-1609:36 AM 

Apologies for not having been clear about links vs text in the IYH. 

Could I ask for confirmation that the language speech is okay with everyone - since HECS is working to 
finalize this today. 

Beth 

~ 
Min_Speech_Salvia_CSTD HECS-ADMO_15-02-11_12h1 0 bk.doc 

Robin Maries I agree with Jocelyn! No more changes, please .... 2011-02-1609:05:57 AM 

From: Robin Marles/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC To: 

Cc: 

Date: 

Blossom Leung/HC-SC/GC/CA@HWC, Bruna Brands/HC-SC/GC/CA@HWC, Chris 
Turner/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Elizabeth 
Keeping/HC-SC/GC/CA@HWC, Hanan Abramovici/HC-SC/GC/CA@HWC, Ian 
Grimwood/HC-SC/GC/CA@HWC, Kyra Paterson/HC-SC/GC/CA@HWC, Lisa 
MacKay/HC-SC/GC/CA@HWC, Maggie Graham/HC-SC/GC/CA@HWC, Mano 
Murty/HC-SC/GC/CA@HWC, MBBNHPB Assistants, MHPD_MNHPD, "nancy-richards" 
<nancy-richards@hc-sc.gc.ca>, Robert Leitch/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC, Scott Sawler/HC-SC/GC/CA@HWC, Shahid 
PerwaizlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Stephanie 
DiTrapanilHC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 
2011-02-16 09:05 AM 

Subject: Re: Salvia It's Your Health article 

I agree with Jocelyn! No more changes, please. 

Robin 

Jocelyn Kula 

Elizabeth Keeping 

Pis let's not open the language in the doc again .... 

----- Original Message -----
From: Elizabeth Keeping 
Sent: 2011-02-16 08:58 AM EST 
To: Mano Murty 

2011-02-1609:04:30 AM 

Ce: Lisa MacKay; MHPD_MNHPD; MBBNHPB Assistants; Chris Turner; Robin 
Marles; Jocelyn Kula; Kyra Paterson; nancy_richards@hc-sc.gc.ca; Scott Sawler; 
Blossom Leung; Bruna Brands; Christine Roush; Collin Pinto; Denis Arsenault; 
Hanan Abramovici; Maggie Graham; Robert Leitch; Scott Jordan; Shahid Perwaiz; 
Stephanie Chandler; Stephanie DiTrapani; Suzanne Desjardins; Ian Grimwood 

Subject: Re: Salvia It's Your Health article 
Thanks all, 
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This point had been raised as well with respect to the draft speech - which previously lacked any 
reference to existing regulations, which could imply that no regulations would presently apply. 

I think the solution for the interim (until it becomes scheduled) may be to emphasize that there are current 
regulations that would apply (NHPR), but that NO products have been approved under these regulations 
(nor would they) - but drop references to salvia products 'meeting the definition of a natural health 
product', since I believe that this is the part that leads to confusion. 

Words to this effect are included In the revised attached speech. 

Please advise if this works for everyone. 

Thanks, 
Beth 

[attachment "Min_Speech_Salvia_CSTD HECS-ADMO_15-02-11_12h10 bk.doc" deleted by Jocelyn 
Kula/HC-SC/GC/CA] 

Mano Murty 
Robin Maries 
Jocelyn Kula 
Lisa. MacKay 

Hi Lisa I agree with Jocelyn and Robin. 
Thank you, Jocelyn. You raise a good point. Cia ... 
Hi Lisa I don't want to speak for my colleagues i... 
Hello all, As I'm sure most of you know the IYH ... 

2011-02-16 08:06:54 AM 
2011-02-15 05:09:50 PM 
2011-02-1504:24: 18 PM 
2011-02-1502:03:11 PM 

002812 



Speech for the Minister 

The Honourable Leona Aglukkaq 

Issue: Proposal to add Salvia Divinorum and Salvinorin 
A to Schedule III to the Controlled Drugs and 
Substances Act. 

Date: Wednesday, February 16,2011 

Location Brooke Claxton Bldg, or National 
Press Gallery TBD 

Time: TBD 

Word Count: 328 
Check Against Delivery 
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Good Morning/Afternoon: Thank you for being here. 

Among today's youth, a substance known as Salvia has been gaining 
popularity and is being abused by some young people. 

Its popularity comes from the fact that it can have some of the same 
effects as certain illicit drugs, and there is also a false perception that 
it is safe. 

But it isn't safe. 

Salvia has the real potential to be harmful. 

It can cause hallucinations as well as other serious effects on the 
brain and body. In addition. very little is known about the long-term 
effects of these substances. 

It presents potential risks to the health and safety of Canadians, 
particularly our young people. 

That is why we are proposing to add Salvia divinorum, and its main 
active ingredient salvinorin A, to the Controlled Drugs and 
Substances Act. 

These substances should be controlled, just like other illicit drugs. 

As a first step to controlling these substances, a notice will be 
published in the Canada Gazette in a few days. That will start a 
process during which Canadians will have an opportunity to comment 
on our proposal. 

Legislation is an important step in further controlling the availability 
and use of Salvia divinorum and salvinorin A. 

It would J:TlC3~_~_C3<:;~tYm~~_~.i~~J~_~~~ __ ~llJ?_s_tC3_~_c;~~! __ s_llc;b_C3~_2<:)~~~~~lg!1, _____ /. __ .--{,-o_el_et_ed_: It_w_ill ___ --' 

trafficking, importing or cultivating illegal. 
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Re: Salvia It's Your Health article ~ 
Elizabeth Keeping to: Robin Maries 

(,:C:: 

Blossom Leung, Bruna Brands, Chris Turner, Christine Roush, Collin 
Pinto, Denis Arsenault, Hanan Abramovici, Ian Grimwood, Jocelyn 
Kula, Kyra Paterson, Lisa MacKay, Maggie Graham, Mano Murty, 
MBBNHPB Assistants, MHPD_MNHPD, "nancy-richards", Robert 
Leitch, Scott Jordan, Scott Sawler, Shahid Perwaiz, Stephanie 
Chandler, Stephanie DiTrapani, Suzanne Desjardins 

,w,~"",_""" 

2011-02-1609:54 AM 

Super. Thanks very much. 

Beth 

Robin Maries I am fine with the text of the speech. Robin 2011-02-16 09:51:39 AM 

From: 
To: 
Cc: 

Date: 

Robin Marles/HC-SC/GC/CA 
Elizabeth Keeping/HC-SC/GC/CA@HWC 
Jocelyn Kula/HC-SC/GC/CA@HWC, Blossom Leung/HC-SC/GC/CA@HWC, Bruna 
Brands/HC-SC/GC/CA@HWC, Chris Turner/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, Collin Pinto/HC-SC/GC/CA@HWC, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Hanan Abramovici/HC-SC/GC/CA@HWC, Ian 
Grimwood/HC-SC/GC/CA@HWC, Kyra Paterson/HC-SC/GC/CA@HWC, Lisa 
MacKay/HC-SC/GC/CA@HWC, Maggie Graham/HC-SC/GC/CA@HWC, Mano 
Murty/HC-SC/GC/CA@HWC, MBBNHPB Assistants, MHPD_MNHPD, "nancy-richards" 
<nancy-richards@hc-sc.gc.ca>, Robert Leitch/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC, Scott Sawler/HC-SC/GC/CA@HWC, Shahid 
PerwaizlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Stephanie 
DiTrapanilHC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 
2011-02-1609:51 AM 

Subject: Re: Salvia It's Your Health article 

I am fine with the text of the speech. 

Robin 

Sent from my BlackBerry Wireless Handheld 

Elizabeth Keeping 

----- Original Message -----
From: Elizabeth Keeping 
Sent: 2011-02-16 09:33 AM EST 
To: Robin MarIes 
ec: Jocelyn Kula; Blossom Leung; Bruna Brands; Chris Turner; Christine 

Roush; Collin Pinto; Denis Arsenault; Hanan Abramovici; Ian Grimwood; Kyra 
Paterson; Lisa MacKaYi Maggie Grahami Mano MurtYi MBBNHPB Assistantsi 
MHPD MNHPD; "nancy richards" <nancy richards@hc-sc.gc.ca>i Robert Leitch; 
Scott Jordan; Scott Sawler; Shahid Perwaizi Stephanie Chandleri Stephanie 
DiTrapani; Suzanne Desjardins 

Subject: Re: Salvia It's Your Health article 
Apologies for not having been clear about links vs text in the IYH. 

Could I ask for confirmation that the language speech is okay with everyone - since HECS is working to 
finalize this today. 

002817 



Thank you all, 

Re: Salvia It's Your Health article ~ 
Usa MacKay to: Robin Maries, Jocelyn Kula 

Blossom Leung, Bruna Brands, Chris Turner, Christine Roush, Collin 
Pinto, Denis Arsenault, Elizabeth Keeping, Hanan Abramovici, Ian 
Grimwood, Kyra Paterson, Maggie Graham, Mano Murty, 

Cc: "nancy-richards", Robert Leitch, Scott Jordan, Scott Sawler, Shahid 
Perwaiz, Stephanie Chandler, Stephanie DiTrapani, Suzanne 
Desjardins 

2011-02-1610:37 AM 

I will request that the article be linked to the "Learn about drugs" page when it goes live but not the NHP 
page. 

Lisa Mackay 
It's Your Health Project Manager/Gestionnaire du projet Votre sante et vous 
Consumer Information Bureau / Bureau d'information aux consommateurs 
Marketing and Communications Services Directorate/Direction des services de marketing et de 
communications 
Public Affairs, Consultation and Communications Branch/ Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
Tel 613.954.0105 
Lisa_Mackay@hc-sc.gc.caa 

Robin Maries I agree with Jocelyn! No more changes, please .... 2011-02-1609:09:26 AM 

From: Robin Marles/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC To: 

Cc: 

Date: 

Blossom Leung/HC-SC/GC/CA@HWC, Bruna Brands/HC-SC/GC/CA@HWC, Chris 
Turner/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, Collin 
Pinto/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Elizabeth 
Keeping/HC-SC/GC/CA@HWC, Hanan Abramovici/HC-SC/GC/CA@HWC, Ian 
Grimwood/HC-SC/GC/CA@HWC, Kyra Paterson/HC-SC/GC/CA@HWC, Lisa 
MacKay/HC-SC/GC/CA@HWC, Maggie Graham/HC-SC/GC/CA@HWC, Mano 
Murty/HC-SC/GC/CA@HWC, MBBNHPB Assistants, MHPD_MNHPD, "nancy-richards" 
<nancy-richards@hc-sc.gc.ca>, Robert Leitch/HC-SC/GC/CA@HWC, Scott 
Jordan/HC-SC/GC/CA@HWC, Scott Sawler/HC-SC/GC/CA@HWC, Shahid 
PerwaizJHC-SC/GC/CA@HWC, Stephanie ChandlerfHC-SCfGCfCA@HWC, Stephanie 
DiTrapani/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 
2011-02-1609:09 AM 

Subject: Re: Salvia It's Your Health article 

I agree with Jocelyn! No more changes, please. 

Robin 

Jocelyn Kula 
Elizabeth Keeping 

Pis let's not open the language in the doc again .... 

----- Original Message -----
From: Elizabeth Keeping 
Sent: 2011-02-16 08:58 AM EST 
To: Mano Murty 

2011-02-1609:04:30 AM 

Ce: Lisa MacKay; MHPD_MNHPD; MBBNHPB Assistants; Chris Turner; Robin 
MarIes; Jocelyn Kula; Kyra Paterson; nancy_richards@hc-sc.gc.ca; Scott Sawler; 
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Fw: For tomorrow morning - Salvia products 
Christine Roush to: Jocelyn Kula 
(~c: "Stephanie Chandler", "Denis Arsenault", "Stephanie Szick" 

This message has been forwarded. 

2011-02-1606:15 PM 

Hi Jocelyn - can you see question below in email about date by which you will accept comments on the 
NO!. Is this date still correct? As well, see comment in MLs from the Director of Comms in Min office. I'll 
need answers to these Os by tomorrow latest. Thx 

Alexis M Tervo 

----- Original Message ----
From: Alexis M Tervo 
Sent: 2011-02-16 05:49 PM EST 
To: Christine Roush 
ec: Blossom Leung; Dave Stephens 
Subject: For tomorrow morning - Salvia products 

Hi Christine, a couple questions for you on the Salvia products. 

For the news release: 
-Can we confirm if interested parties are encouraged to submit any comments regarding the Notice to 
Interested Parties by March 14, 2011? In the news release, we still have this marked by TBC. 

For the media lines (see comments/revisions in attached). 

~ 
HECS_ML_Salvia_Feb11 1327.doc 

Alexis Tervo 
Communications Advisor 
Public Affairs, Communications and Consultation 
Health Canada 
Ph: (613) 954-4868 
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DRAFT 
11/02/2011 

Media Lines 
Salvia divinorum 

There is ongoing media interest regarding the availability of Salvia divillorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be scheduled under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. A Notice to Interested 
Parties outlining Health Canada's proposal to regulate this substance will be published in 
Canada Gazette, Part I, on February 19, 2011 (TBC). 

Key Messages: 

The Government of Canada is taking these steps in order to protect the health and 
safety of Canadians, particularly youth, from the potentially hatmful effects of 
these substances. 

Canadians should not use products containing Salvia divinoruf11 ancVor salvinorin 
A becallse they are hallucinogenic and little is known about the long-term effects 
of these substances on the brain and body. 

After reviewing available infonnation and reports that suggest this substance has 
the potential for abuse, especially among young people, Health Canada is 
proposing to schedule both Salvia divinorum and its main active ingredient 
salvinorin A as controlled sUbstancesi. 

i I .................. _._ .. 

The proposed inclusion of Salvia divinorum and salvinorin A in Schedule III to 
the Controlled Drugs and Substances Act would make possession, trafficking, 
importation, exportation, production (or cultivation), possession for the purpose of 
trafficking or possession for the purposes of exporting illegal unless authorized by 
regulation. 

Supplementary Messages: 

Though it is a hallucinogen, the plant Salvia divinorum is not currently scheduled 
under the CDSA. j'.t the present. tillle, products eontainingStJPiitJ di~illoruH'l 
would meet the definition of a natural health product (NHP) under the Nature/ 
Health Products Regukltiolls. 

To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 
natural health products containing Salvia divinorum or its active ingredient 

Page 10f6 
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DRAFT 
1110212011 

salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Questions and Answers: 

Ql - What is involved in scheduling Salvia divinorum as a controlled substance and 
what stage is it at? 

Al - Health Canada considers several factors in determining whether the scheduling of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

Overall risk to public health and safety posed by the substance. 
Chemical and pharmacological similarity to other substances already regulated 
under the CDSA; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
International requirements and trends in international control. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against these factors and proposes to include both substances in Schedule III to the 
CDSA. The first step in the process of scheduling a substance under the CDSA is the 
publication of a Notice to Interested Parties (NOI) in Canada Gazette, Part I, which will 
be published on February 19,2011 (TBC) for a 30-day comment period. This notice 
provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add Salvia divinorum and its main active ingredient salvin orin A to 
Schedule III to the CDSA. Any comments received are considered during the preparation 
of a regulatory proposal. There will be additional opportunities for comment as the 
federal regulatory process progresses, which usually takes about 18 to 24 months to 
complete. 

Q2. Why has the Government now decided to schedule these substances under the 
CDSA? 

A2. Scheduling these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current misconception that these substances are a safe alternative to other 
illegal drugs. Furthermore, the scheduling will also enable law enforcement agencies to 
take action against suspected illegal activities involving these substances. 

Page 2 of6 
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DRAFT 
11/02/2011 

Q3 - Are Salvia divillorum and/or salvinorin A controlled internationally? How are 
these substances regulated in other countries? 

A3 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, there is no requirement for them to be scheduled as 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
Finland, Gennany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed similar controls on the import and/or sale of Salvia divinorum and/or salvinorin A. 
Some individual U.S. states have implemented similar laws restricting their use, sale 
and/or distribution. 

Q4 - Is there any research on the use of Salvia divillorum in Canada? 

A4 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, 1.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

Q5 - What are the risks associated with the use of Salvia divinorum 

AS - S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-bodyexperiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In addition, the 
efTects may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 

Page 301'6 
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the purity of the product (products that contain S. divinorum may be mixed with 
other substances); 
how it is taken, for example, whether the product is chewed, swallowed or 
smoked; and 
the user's mood and expectations. 

While scientists know which brain receptors are targeted by the main active ingredient, 
salvinorin A, very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage; 
how it interacts with other substances, including other drugs, natural health 
products and alcohol; 
the potential of S. divinorum to produce physical dependence and/or addiction. 

For more information on Salvia divinorum and the risks associated with its use, please 
see It's Your Health at: (insert link to the It's Your Health article.) 

Q6 -If Health Canada is aware that the use of Salvia divillorum can produce 
negative health effects such as hallucinations, feelings of anxiety, etc., why is it not 
controlled under the Controlled Drugs and Substances Act? 

A6 - The move to schedule Salvia divinorum and salvinorin A as controlled substances is 
based on surveillance data from surveys such as the Canadian Alcohol and Drug Use 
Monitoring Survey (CADUMS), Youth Smoking Survey (YSS) and the Ontario Student 
Drug Use and Health Survey (OSDUHS), some of which only became available in 2010. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it currently 
meets the definition of a natural health product under the Natural Health Products 
Regulations (NHPR). The sale of unauthorized natural health products may be subject to 
compliance and enforcement action in accordance with the Food and Drugs Act and its 
associated regulations. 

Q7 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 

A7 - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Page 4 0[6 
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Currently, however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
action by Health Canada. For more information on how to submit a consumer complaint 
about the unauthorized sale of drugs containing Salvia divinorum and/or salvinorin A, 
visit: www.hc-sc.gc.ca/dhp-mps/cornpli-conforrn/prob-report-
rapport/gui 44 consumer consommateur cp-pc-eng.php. 

Q8 - Has Health Canada issued any kind of warn~ng to Canadians about Salvia 
divillorum? 

A8 - Health Canada has developed an It's Your Health article about Salvia divinorum to 
help infonn the general public about the risks associated with the use of this plant. The 
article can be found on the Health Canada website at: (link to come). Health Canada also 
issued a news release on February XX announcing the Government of Canada's intention 
to schedule Salvia divinorum and salvinorin A, as controlled substances. A Notice to 
Interested Parties, outlining Health Canada's proposal, was published in Canada Gazette, 
Part I, on February 19,2011 (TBC), giving interested parties a 30-day period to submit 
their comments. There will be additional opportunities for comment as the federal 
regulatory process progresses. 

Background 

Salvia divinoru11l is a species of sage belonging to the mint family. Some street names for 
S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska pastora, 
diviner's sage, magic mint, puff, incense special, and salvia. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
tern1 memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 

• the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 
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Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAM H) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• use of Salvia divinorum was significantly higher in males than in females (6.2% 

vs. 2.3%) in 2009. 

Prepared by: Stephanie Chandler and Denis Arsenault, OCS, CSTD 
Reviewed and revised by: Christine Roush, Senior Communications 
Advisor, HECS, Communications 

Approved by: 
Jocelyn Kula, AlDirector, OCS, CSTD, HECS (Jan 19,2011 and Jan 27, 2011) 
Suzanne Desjardins, Director, ODARS, CSTD, HECS (Approved Jan 20, 2011) 
Cathy Sabiston, DG, CSTD, HECS 
Chris Turner, DG, MHPD 
Scott Sawler, DG, NHPD 
Diana Dowthwaite, DG, HPFB 
Sharon Mullin, Director, Compliance and Enforcement Coordination, HPFB 
Robin MarIes, Director, Bureau of Clinical Trials, NHPD 
Chantal Trepanier, Legal Counsel, HECS 
Sherrey Collier, Legal Counsel, HPFB 
David Gotlieb, AlComrnunications Executive, HPFB 
Judith O'Brien, AlComrnunications Executive, HECS 
Ken Polk, AlDirector, Public Affairs, PACCB 
Charles Mojsej, DG, PACCB 
Paul Glover, ADM, HPFB 
Hillary Geller, AlADM, HECS 
Anne Lamar, ADM, PACCB 
DMO (pending) 
MO (pending) 
PCO (pending) 
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Hi Stephanie, 

Re: Fw: CSS-WG Stakeholders for Salvia NOI [Jl 
Lisa M Young to: Stephanie Chandler 

Sara O'Connor, Denis Arsenault 
,,_- __ m,,_, -,",>,,",'w,',-,-, 

2011-02-17 10:24 AM 

Thank you. I will review and get back to you with any comments. We will wait your confirmation before 
sending anything. 

Lisa 

Stephanie Chandler Hi Lisa, The Salvia divinorum Notice to Interes ... 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Lisa M Young/HC-SC/GC/CA@HWC 

2011-02-16 04:29:35 PM 

Cc: 
Date: 

Sara O'Connor/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-02-16 04:29 PM 

Subject: Re: Fw: CSS-WG Stakeholders for Salvia NOI 

Hi Lisa, 

The Salvia divinorum Notice to Interested Parties (NOI) has been submitted to Canada Gazette and it will 
most likely be published this coming Saturday, February 19th. 

The Office of Controlled Substances (OCS) has prepared an email which we will be distributing to our 
stakeholders, likely on the morning of Monday, February 21 s1. I have attached these proposed emails 
below, and it would be appreciated if NHPD could also distribute them to its stakeholders. If you would 
like to revise these emails to suit the needs of NHPD, OCS would appreciate if you could share with us the 
final version of what you will be sending before it is distributed. 

[attachment "Stakeholder notification of NOI Feb 162011 FR.wpd" deleted by Lisa M 
Young/HC-SC/GC/CA] [attachment "Stakeholder notification of NOI Feb 162011 EN.wpd" deleted by Lisa 
M Young/HC-SC/GC/CA] 

Please also note that as we have not yet received final confirmation of the publication, please do not send 
out this email until you have received confirmation from myself. At this time, I will also provide you with 
the appropriate website links. 

Please let me know if you have any questions or concerns. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
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Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Lisa M Young Hi Stephanie, Below is an example of a messag ... 

From: 
To: 
Date: 
Subject: 

Hi Stephanie, 

Lisa M Young/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-12-2203:41 PM 
Fw: CSS-WG Stakeholders for Salvia NOI 

2010-12-2203:41:18 PM 

Below is an example of a message we recently issued regarding some changes to the scheduling of 
certain NHP ingredients. This was sent to NHPD's Stakeholder list, which primarily includes applicants, 
however also includes industry members, pharmacists who are interested in receiving this type of 
information. 

Please let me know if you need anything else. 

Thanks 
Lisa Young 
613-954-2940 

****************************** 

October 21,2010 

Re: Update on the Assessment of Naturally-Sourced Medicinal Ingredients found on Schedule F 

Dear Stakeholders, 

In March 2009 Health Canada announced that it would be undertaking the scientific assessment of a 
number of naturally-sourced substances currently listed in Schedule F to the Food and Drug Regulations. 
The purpose of this initiative was to determine which of these substances should remain unchanged, be 
modified, or removed entirely from the Schedule. Health Canada followed up this announcement with an 
update in December 2009 
( 
http://www.hc-sc.gc.ca/dhp-mps/prodnatur/legislation/docs/notice-avis_scheduleCannexef-dec2009-eng. 
php). 

This message is to provide an update on this initiative: 

1) Four (4) medicinal ingredients proposed for removal from Schedule F: apiol oil, centella asiatica 
extract and active principles thereof. deanol and its salts and derivatives, and theobromine and its 
salts. 
Targeting consideration by Treasury Board Ministers for final publication in the Canada Gazette, Part II in 
January/February 2011. 

2) Six (6) medicinal ingredients proposed to remain on Schedule F with qualifiers: dopamine and its 
salts, gold and its salts, uracil and its salts, dimethyl sulfoxide, levocarnitine, and I-tryptophan. 
Prescription status for specific strengths, uses, routes of administration or dosages. 
Targeting consideration by Treasury Board Ministers for final publication in the Canada Gazette, Part II in 
February/March 2011. 

3) Lovastatin 
Moving forward as its own regulatory package. 
Health Canada is reviewing comments received further to the Notice of Intent and undertaking further 
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internal analysis. 

Further updates will be provided when appropriate. 

Respectfully, 

The Natural Health Products Directorate 
Health Canada 
******************************** 

----- Forwarded by Sara O'Connor/HC-SC/GC/CA on 2010-12-2106:04 PM -----

From: 
To: 
Date: 
Subject: 

Hi Sara, 

Stephanie Chandler/HC-SC/GC/CA 
Sara O'Connor/HC-SC/GC/CA@HWC 
2010-12-21 04:57 PM 
Re: Fw: CSS-WG Stakeholders for Salvia NOI 

The Notice of Intent is published in the Canada Gazette, but we will send a letter to stakeholders 
indicating that the NOI has been published and include a link to the document. In this Office the majority 
of our stakeholders will be contacted by email unless we don't have an email on file for them. While email 
is the preferred method of contact, if this option isn't available we could mail or fax. 

Let me know if you have any other questions. 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Sara O'Connor Stephanie, is this notice of intent sent via email? ... 

From: 
To: 
Date: 
Subject: 

Sara O'Connor/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2010-12-21 04:48 PM 
Fw: CSS-WG Stakeholders for Salvia NOI 

Stephanie, is this notice of intent sent via email? 

Sara 
----- Forwarded by Sara O'Connor/HC-SC/GC/CA on 2010-12-21 04:45 PM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Robin Marles/HC-SC/GC/CA 
Sara O'Connor/HC-SC/GC/CA@HWC 
don_boyer@hc-sc.gc.ca, Carol Toone/HC-SC/GC/CA@HWC 
2010-12-21 04:37 PM 
Fw: CSS-WG Stakeholders for Salvia NOI 

2010-12-21 04:48:05 PM 
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Could you please forward to the Office of Controlled Substances a list of stakeholders (BEEP?) to whom 
OCS should copy their upcoming Notice of Intent to add Salvia divinorum to Schedule III of the Controlled 
Drugs and Substances Act? 

Robin 

----- Forwarded by Robin Marles/HC-SC/GC/CA on 2010-12-21 04:35 PM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Robin, 

Stephanie Chandler/HC-SC/GC/CA 
Robin Marles/HC-SC/GC/CA@HWC 
Denis ArsenauIUHC-SC/GC/CA@HWC 
2010-12-2104:34 PM 
CSS-WG Stakeholders for Salvia NOI 

I am just wondering if you have any updates with regards to when we will be receiving the HPFB ! NHPD 
list of stakeholders with regard to the Salvia NO!. We are hoping to publish the NOI in January, so we'd 
like to be able to compile the list of stakeholders ASAP. 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Jocelyn. 

URGENT: For review - Revised MLs - Salvia 
Christine Roush to: Jocelyn Kula 

Stephanie Chandler. Denis Arsenault. CSTD-OCS-DO 

This message has been replied to. 

2011-02-1710:51 AM 

Here are my revisions to the MLs. Can you please take a look and let me know if you are OK with them 
before 11 :30. 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs. Consultation and Communications Branch/ 
Direction generale des affaires publiques. 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

----- Forwarded by Christine Roush/HC-SC/GC/CA on 2011-02-17 10:49 AM -----

From: Dave Stephens/HC-SC/GC/CA 
To: Alexis M T ervo/HC-SC/GC/CA@HWC 
Cc: 
Date: 

Blossom Leung/HC-SC/GC/CA@HWC. Christine Roush/HC-SC/GC/CA@HWC 
2011-02-1708:15 AM 

Subject: Re: For tomorrow morning - Salvia products 

Alexis, Christine: 

I was wrong last night...we are stating publicly what the risks may be. I'd suggest moving some of the 
material from 05 up to the key messages. 

Dave Stephens 
Senior Communications Executive-Gestionnaire Principal des Communications HECSB/DGSCSE 
Health Canada/Sante Canada 
6th Floor, Room 6-033, 269 Laurier Ave. W .• Ottawa. ON 
Tel: (613) 946-8107 
Cell: (613) 859-3581 

Alexis M Tervo Hi Christine, a couple questions for you on the S ... 

From: 
To: 

Alexis M T ervo/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-02-1605:49:23 PM 

Cc: 
Date: 

Blossom Leung/HC-SC/GC/CA@HWC. Dave Stephens/HC-SC/GC/CA@HWC 
2011-02-16 05:49 PM 

Subject: For tomorrow morning - Salvia products 

Hi Christine, a couple questions for you on the Salvia products. 
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For the news release: 
-Can we confirm if interested parties are encouraged to submit any comments regarding the Notice to 
Interested Parties by March 14, 2011? In the news release, we still have this marked by TBC. 

For the media lines (see comments/revisions in attached). 

Alexis Tervo 
Communications Advisor 
Public Affairs, Communications and Consultation 
Health Canada 
Ph: (613) 954-4868 
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Media Lines 
Salvia divillorum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be scheduled under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. A Notice to Interested 
Parties outlining Health Canada's proposal to regulate this substance will be published in 
Canada Gazette, Part I, on February 19,2011 (TBC). 

Kev Messages: 
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trafficking or possession for the purposes of exporting illegal unless authorized by "\ '. 
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Supplementary Messages: 

Though it is a hallucinogen, the plant Salvia divinorum is not currently scheduled 
under the CDSA. • 

To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 
natural health products containing Salvia divinorum or its active ingredient 
salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Questions and Answers: 
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01 - What are the risks associated with the use of Salvia divillOrum 

Al - S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-bodyexperiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect these substances may have on an individual. In 
addition, the effects may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 
the purity of the product (products that contain S. divinorum may be mixed with 
other substances); 
how it is taken, for example, whether the product is chewed, swallowed or 
smoked; and 
the user's mood and expectations. 

While scientists know which brain receptors are targeted by the main active ingredient, 
salvinorin A, very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects ~. 

or if it can cause permanent damage; 
how it interacts with other substances, including other drugs, natural health 
products and alcohol; 
the potential of S. divinorum to produce physical dependence and/or addiction. 

For more information on Salvia divinorum and the risks associated with its use, please 
see It's Your Health at: (insert link to the It's Your Health article.) 

.&_---- .------- -----. -------- -------------------------------------------------------------------------------------------------- -

.W:. ~. ~Yh.~ t is }llv.o.l:Y~<I. ill.s(: lle.£I.u.H.ug. ~{ll"i,!. !li"i/~o.r~I",:. ~.~. !l.c(} I! ~.r:() lle.£I .. ~ 1l11~ ~.~ I!(:~ .. and 
what stage is it at? 

AJ.~.l:Ie<ll!h.c::~fla~a.c<!flsi~e.~~.se"e.ral[a~~~.rs.ifl.~.c::tt'!rTfl~fling.~I~etht'!r.!he.~.~!~~d.uJi!1g.()(a. 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 

Overall risk to public health and safety posed by the substance. 
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Chemical and phannacological similarity to other substances already regulated 
under the CDS A; 
Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
International requirements and trends in international control. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against these factors and proposes to include both substances in Schedule III to the 
CDSA. The first step in the process of scheduling a substance under the CDSA is the 
publication of a Notice to Interested Parties (NO!) in Canada Gazette, Part I, which will 
be published on February 19,2011 (TBC) for a 30-day comment period. This notice 
provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add Salvia divinorum and its main active ingredient salvinorin A to 
Schedule III to the CDSA. Any comments received are considered during the preparation 
of a regulatory proposal. There will be additional opportunities for comment as the 
federal regulatory process progresses, which usually takes about 18 to 24 months to 
complete. 

AJ:_~~}!~~uli}!Kth~_~~p~<?_4!-!~_~~_~m_~~~!-!~_~_!h~_p~!~I)_~(~~_rj~~_~J~_~~~_h~~!!h_~~_~~f~~Y_<?f ______ ----"{,--De_le_te_d_: 2 _____ __ 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divinorum and salvinorin A will also 
eliminate the current misconception that these substances are a safe alternative to other 
illegal drugs. Furthennore, the scheduling will also enable law enforcement agencies to 
take action against suspected illegal activities involving these substances . 

• QA-:-:_A-_~t.:§l!_(,!!~_~~~,!!!!!!r-'ll'! __ ~~~{~r:s~l~i_I)_C?_ri~_~_~~~!r:~l_I~~_~~!_~r:I)_~_~~c?_I).~-'-'xr_tI_C?_~.~r~ ___ .--··'- ~Ieted:" 
these substances regulated in other countries? ' " 

A.4_~.~eith~r_~qZvi~_cj~l!j!f()r!,,,}_,!_<?! __ ~a_Ivi~()~i~_A-_.~~~_H~!~~ __ I:l~~~_~_~~_<:?_Y'!_(t~~_~at~()~s_Q~g __ _ 
Control Conventions; as a result, there is no requirement for them to be scheduled as 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed similar controls on the import and/or sale of Salvia divinorum and/or salvinorin A. 
Some individual U.S. states have implemented similar laws restricting their use, sale 
and/or distribution. 
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Qi:-:-Js_t~~};~_~_nYr~_~~_~_~c_h __ o_~_J_~_e_~~_~_~f§~Il!rqA;v(nf!!:~~,!!}~ __ C;;~!,:~d_~} __________________________ ._--·- {~D=e=le=t=ed=:=4=====~ 
..... { Deleted: 4 

~_~_~_~s_l:lJ!~_f~()~_~~_~_~!1ll(l{lic!-,!_!!!C:o.!~()_Z_qll~_12!:l!.gy~~_M(}-,}_i(()!:i~g§!':'Y.e;)_(c;.1QCjM§) __ 
reveal that, in 2009, 1.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

.Qfl..:-:-_I(J~:~a"~~_~_al1~~~_~~_~~aXt:_t~~_~_!~e __ l:l_~~ __ o[§~{y.;a.4;y';/!~rtl/1l_~_~_n_pr~~~~_e ______ . __ ___ ~ 
negative health effects such as hallucinations, feelings of anxiety, etc., why is it not 
controlled under the Controlled Drugs and Substances Act? 

~_ -:-: _Th~_ !l1()~e_!() _ ~_ch~~ll!~ §q!y'~(l.djy'i1}·f?r:1!:,!} __ ~~ _~<1:~yi~()rj~_ A _a~ __ c()!,:~~()ll~_d_ ~_ul?~_~~~~_e~ _is _, 
based on surveillance data from surveys such as the Canadian Alcohol and Drug Use ': 
Monitoring Survey (CADUMS), Youth Smoking Survey (YSS) and the Ontario Student ' 
Drug Use and Health Survey (OSDUHS), some of which only became available in 2010. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it currently 
meets the definition of a natural health product under the Natural Health Products 
Regulations (NHPR). The sale of unauthorized natural health products may be subject to 
compliance and enforcement action in accordance with the Food and Drugs Act and its 
associated regulations. 

.Q;L:-:-_W_h_a_t",m_~e_al~~ __ C;;~llad.a __ d_o_~[_it_fi~_~_~.(l~O_~_l:l_ct~_c~llt_a~llil1g§a.M_a_tli~~~l_O!:ll", 
on the market? 

A;L.-:-:g~~~_§(lf1!~a_(liy'i,!_o!!'_7rl_<1:n_~_~al~!~()ri~_~_~r~_iJ:l_<:!~~e~_i~_S_ch~dule_m_!_o_tl1~_~I)_S~J ___ _ 
law enforcement will be able to take appropriate action in response to suspected illegal ' 
activities with these substances. 

Currently, however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
action by Health Canada. For more information on how to submit a consumer complaint 
about the unauthorized sale of drugs containing Salvia divinorum and/or salvinorin A, 
visit: www.hc-sc.gc.ca/dhp-mps/compli-conform/l)rob-report-
rapport/gui 44 consumer consommateur cp-pc-eng.php. 

0,[:-__ lI~~_JJ't:a_l_t~ _~all~~3: _iss_ue~ _ ~Il): _l<:i~c:I_of ."'3:~ninR _t_~_ ~~Il~_d_ia_~_s _~_b_~l:l_~ _S,a(v!lI __ . ____ . 
divinorum? 

A.a_ ~_ I:I~~ltl1~~n_a~<1: _~~s ~ev_e!()pe_d ~ !Cs Xl?1!:r_ l!e!1!th _~i~l_~ _<1:b_ollt _ 8.q/l!i{l_ ~~,!j_~()r:Urtl. t~) .. _ 
help inform the general public about the risks associated with the use of this plant. The 
article can be found on the Health Canada website at: (link to come). Health Canada also 
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issued a news release on February XX announcing the Government of Canada's intention 
to schedule Salvia divinorum and salvinorin A, as controlled substances. A Notice to 
Interested Parties, outlining Health Canada's proposal, was published in Canada Gazette, 
Part I, on February 19,2011 (TBC), giving interested parties a 30-day period to submit 
their comments. There will be additional opportunities for comment as the federal 
regulatory process progresses. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Some street names for 
S. divinorul1l include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska pastora, 
diviner's sage, magic mint, puff, incense special, and salvia. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 

• the prevalence of lifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divillorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• use of Salvia divinorum was significantly higher in males than in females (6.2% 

vs. 2.3%) in 2009. 

Prepared by: Stephanie Chandler and Denis Arsenault, OCS, CSTD 

Approved by: 

Reviewed and revised by: Christine Roush, Senior Communications 
Advisor, HECS, Communications 
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Q5 - What are the risks associated with the use of Salvia divinorum 

AS - S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slUlTed speech and awkward sentence patterns 

There is no way to predict what effect this substance may have on you. In 
addition, the effects may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 
the purity of the product (products that contain S. divinorum may be mixed with 
other substances); 
how it is taken, for example, whether the product is chewed, swallowed or 
smoked; and . 
the user's mood and expectations. 

While scientists know which brain receptors are targeted by the main active 
ingredient, salvinorin A, very little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage; 
how it interacts with other substances, including other drugs, natural health 
products and alcohol; 
the potential of S. divinorum to produce physical dependence and/or addiction. 

For more information on Salvia divinorum and the risks associated with its use, please 
see It's Your Health at: (insert link to the It's Your Health article.) 
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Re: URGENT: For review - Revised MLs - Salvia Ql 
Suzanne Desjardins to: Stephanie Chandler 
(~c: Christine Roush, CSTD-OCS-DO, Denis Arsenault, Jocelyn Kula 

2011-02-1711:33AM 

I am fine with the changes. 

Suzanne 

Stephanie Chandler Hi Christine, Jocelyn and Denis are in a meeti. .. 2011-02-1711:14:50AM 

From: 
To: 
Cc: 

Date: 
Subject: 

Stephanie Chandler/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
CSTD-OCS-DO, Denis ArsenaultJHC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, 
Suzanne Desjardins/HC-SC/GC/CA@HWC 
2011-02-1711 :14 AM 
Re: URGENT: For review - Revised MLs - Salvia 

~------------------------------------~---------------------------------------

Hi Christine, 

Jocelyn and Denis are in a meeting until 12 so I don't think she will be responding to you by 11 :30 ... 

As the updated key messages include specific references to potential risks, I am cc'ing Suzanne 
Desjardins in case she has any comments on the revised media lines. 

In response to your earlier question, comments on the NOI should be submitted by March 21, 2011. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Christine Roush Jocelyn, Here are my revisions to the MLs. Can ... 

From: 
To: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2011-02-1710:51 :29 AM 

Cc: Stephanie Chandler/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, 
CSTD-OCS-DO 

Date: 2011-02-1710:51 AM 
Subject: URGENT: For review - Revised MLs - Salvia ,---------------------------------------------------------------------------
Jocelyn, 
Here are my revisions to the MLs. Can you please take a look and let me know if you are OK with them 
before 11 :30. 
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Re: URGENT: For review - Revised MLs - Salvia ~ 
Christine Roush to: Jocelyn Kula 

Stephanie Chandler, Denis Arsenault, CSTD-OCS-DO, Suzanne Desjardins 
" <'.,,' ,.,." ~ "' 

Thx Jocelyn - Stephanie C already sent this to Suzanne and she is ok with this. 
Jocelyn Kula 

----- Original Message ----
From: Jocelyn Kula 
Sent: 2011-02-17 12:16 PM EST 
To: Christine Roush 

2011-02-1712:32 PM 

Cc: Stephanie Chandler; Denis Arsenault; CSTD-OCS-DO; Suzanne Desjardins 
Subject: Re: URGENT: For review - Revised MLs - Salvia 

Approved for OCS. 
Wid appreciate if Suzanne could approve as well (generally just a recast of existing info but she shld 
review to be sure) 
JK 
Sent by blackberry 

Christine Roush 

----- Original Message ----
From: Christine Roush 
Sent: 2011-02-17 10:51 AM EST 
To: Jocelyn Kula 
Cc: Stephanie Chandler; Denis Arsenault; CSTD-OCS-DO 
Subject: URGENT: For review - Revised MLs - Salvia 

Jocelyn, 
Here are my revisions to the MLs. Can you please take a look and let me know if you are OK with them 
before 11 :30. 

[attachment "HECS_ML_Salvia_Feb17 _1 Oh48_MOrev.doc" deleted by Jocelyn Kula/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisor/ 
Conseillene principale en communications 
Public Affairs, Consultation and Communications Branch! 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

----- Forwarded by Christine Roush/HC-SC/GC/CA on 2011-02-17 10:49 AM -----

From: Dave Stephens/HC-SC/GC/CA 
To: Alexis M Tervo/HC-SC/GC/CA@HWC 
Cc: 
Date: 

Blossom Leung/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC 
2011-02-1708:15 AM 

Subject: Re: For tomorrow morning - Salvia products 

Alexis, Christine: 

I was wrong last night...we are stating publicly what the risks may be. I'd suggest moving some of the 
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Fw: 
,Jocelyn Kula to: stephanie.chandler 2011-02-18 01 :33 PM 

fyi 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-02-18 01 :33 PM -----

From: Christine Roush/HC-SC/GC/CA 
To: Ian De Carufel/HC-SC/GC/CA@HWC 
Cc: Lisa MacKay/HC-SC/GC/CA@HWC, Alexis M Tervo/HC-SC/GC/CA@HWC, Elizabeth 

Keeping/HC-SC/GC/CA@HWC, Jaimie Banks/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC, Jean-Christophe 
Senosier/HC-SC/GC/CA@HWC, Adele NovaklHC-SC/GC/CA@HWC 

Date: 2011-02-1801:03 PM 
Subject: Fw: 
-~~=------

Ian - we recommend deleting the marihuana image in the IYH article. We will get back to you shortly about 
whether you can use the other images. 

Christine Roush 
Senior Communications Advisor/ 

From: 
To: 
Cc: 
Date: 
Subject: 

Hello Christine, 

Chantal 

Chantal Trepanier/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
Richard Johnston/HC-SC/GC/CA@HWC 
2011-02-1812:50 PM 
Re: Fw: 

TeilTel: 613946-5682 
Telec/Fax: 613 954-9485 

Solicitor-Client Privilege/Protected 
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This message is intended for the use of the individual or entity to which it is addressed and may contain 
information that is privileged or confidential and exempt from disclosure under applicable law. 
Unauthorized disclosure, copying or re-transmission is prohibited. Modification of the transmission is 
prohibited. If you have received this transmission in error, please notify me immediately by sending me a 
return e-mail copy. Then, delete the original message. Thank you. 

Secret professionnel de l'avocatiProtege 
Cette communication est exclusivement destinee a I'individu ou I'entite a qui elle est adressee. Elle peut 
contenir de I'information privilegiee, confidentielle et ne pouvant etre divulguee selon la loi applicable a 
I'espece. Toute divulgation non-autorisee est d9fendue. Toute copie non-autorisee ou re-transmission 
non-autorisee de ce message sont defendues. Si vous avez reGu cette communication par erreur, veuillez 
m'en aviser immediatement par retour de courrie!. Puis, supprimez Ie courriel reGu. Merci. 

Christine Roush/HC-SC/GC/CA 

Christine 
Roush/HC·SC/GC/CA To Chantal Trepanier/HC-SC/GC/CA@HWC 

18/0212011 09:54 AM cc 

Subject Re: Fw: 

Chantal 

Christine Roush 
Senior Communications Advisor/ 

Chantal Trepanier Chrsitine, After performing a cursory review of t. .. 

From: 
To: 

Chantal Trepanier/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-02-1705:51:38 PM 

Cc: Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Sherrey 
Collier/HC-SC/GC/CA@HWC, Diane Labelle/HC-SC/GC/CA@HWC 

Date: 2011-02-1705:51 PM 
Subject: Re: Fw: 

Chrsitine, 

Chantal 
TellTel: 613946-5682 
Telec/Fax: 613 954-9485 

Solicitor-Client Privilege/Protected 
This message is intended for the use of the individual or entity to which it is addressed and may contain 
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information that is privileged or confidential and exempt from disclosure under applicable law. 
Unauthorized disclosure, copying or re-transmission is prohibited. Modification of the transmission is 
prohibited. If you have received this transmission in error, please notify me immediately by sending me a 
return e-mail copy. Then, delete the original message. Thank you. 

Secret professionnel de l'avocatiProtege 
Cette communication est exclusivement destinee a I'individu ou I'entite a qui elle est adressee. Elle peut 
contenir de I'information privilegiee, confidentielle et ne pouvant etre divulguee selon la loi applicable a 
I'espece. Toute divulgation non-autorisee est defendue. Toute copie non-autorisee ou re-transmission 
non-autorisee de ce message sont defendues. Si vous avez rec;u cette communication par erreur, veuillez 
m'en aviser immediatement par retour de courriel. Puis, supprimez Ie courriel rec;u. Merci. 

Christine Roush/HC-SC/GC/CA 

Christine 
Roush/HC-SC/GC/CA To Chantal Trepanier/HC-SC/GC/CA@HWC 
15/02/2011 02:04 PM cc Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie 

Chandler/HC-SC/GC/CA@HWC 

Hi Chantal, 

Thanks, 

Christine Roush 
Senior Communications Advisorl 
Conseillere principale en communications 

Subject Fw: 

Public Affairs, Consultation and Communications Branchl 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TeilTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail Icourriel:christine_roush@hc-sc.gc.ca 

----- Forwarded by Christine Roush/HC-SC/GC/CA on 2011-02-15 02:01 PM -----

From: 
To: 
Dale: 

Lisa MacKay/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
2011-02-14 01 :54 PM 
Re: Fw: 
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Secret professionnel de l'avocatiProtege 
Cette communication est exclusivement destinee a I'individu ou I'entite a qui elle est adressee. Elle peut 
contenir de I'information privilegiee, confidentielle et ne pouvant etre divulguee selon la loi applicable a 
I'espece. Toute divulgation non-autorisee est defendue. Toute copie non-autorisee ou re-transmission 
non-autorisee de ce message sont defendues. Si vous avez re<;u cette communication par erreur, veuillez 
m'en aviser immediatement par retour de courrie!. Puis, supprimez Ie courriel re<;u. Merci. 

----- Forwarded by Chantal Trepanier/HC-SC/GC/CA on 18/02/2011 11 :04 AM ----

Christine 
Roush/HC-SC/GC/CA To Chantal Trepanier/HC-SC/GC/CA@HWC 

18/02/2011 09:54 AM cc 

Subject Re: Fw: ~ 

Chantal 

Christine Roush 
Senior Communications Advisor/ 

Chantal Trepanier Chrsitine, 

From: 
To: 

Chantal Trepanier/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-02-1705:51 :38 PM 

Cc: Jocelyn Kula/HC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Sherrey 
Collier/HC-SC/GC/CA@HWC, Diane Labelle/HC-SC/GC/CA@HWC 

Date: 2011-02-1705:51 PM 
Subject: Re: Fw: 

Chrsitine, 

Chantal 
TelITel: 613 946-5682 
Telec/Fax: 613954-9485 

Solicitor-Client Privilege/Protected 
This message is intended for the use of the individual or entity to which it is addressed and may contain 
information that is privileged or confidential and exempt from disclosure under applicable law. 
Unauthorized disclosure, copying or re-transmission is prohibited. Modification of the transmission is 
prohibited. If you have received this transmission in error, please notify me immediately by sending me a 
return e-mail copy. Then, delete the original message. Thank you. 
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Fw: Salvia Event 
,Jocelyn Kula to: stephanie,chandler 2011-02-1805:50 PM 

for the file 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substancesl Bureau des substances controlees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-02-18 05:50 PM -----

From: 
To: 
Cc: 

Date: 
Subject: 

Louis ProulxlHC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
Stephanie Szick/HC-SC/GC/CA@HWC, Dave Stephens/HC-SC/GC/CA@HWC, Jesse 
Arnup-Blondin/HC-SC/GC/CA@HWC, Jocelyn Kula/HC-SC/GC/CA@HWC, Michael 
Assad/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC, SoniaH 
Lindblad1/HC-SC/GC/CA@HWC, Paula RobertlHC-SC/GC/CA@HWC 
2011-02-1801:20 PM 
Re: Salvia Event 

Thanks Christine: 

As you already know, Suzanne Desjardins will be in Montreal and Jocelyn Kula will be in Winnipeg, 

Louis Proulx 
TelfTel: (613) 954-5851 
Cell: (613) 447-1762 

Christine Roush Stephanie - as requested, below are the final Sa", 2011-02-18 12:22:30 PM 

From: 
To: 
Cc: 

Date: 
Subject: 

Christine Roush/HC-SC/GC/CA 
Stephanie SzicklHC-SC/GC/CA@HWC 
Dave Stephens/HC-SC/GC/CA@HWC, Jesse Arnup-Blondin/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Louis Proulx/HC-SC/GC/CA@HWC, Michael 
Assad/HC-SC/GC/CA@HWC, Suzanne Oesjardins/HC-SC/GC/CA@HWC, SoniaH 
Lindblad 1 IHC-SC/GC/CA@HWC, Paula RobertlHC-SC/GC/CA@HWC 
2011-02-1812:22 PM 
Re: Salvia Event 

Stephanie - as requested, below are the final Salvia products, which are currently with PCO for approval. I 
don't have the final version of the fact sheet below, but will get a copy of it from our DG, Comms and send 
to you later. 

[attachment "HECS_ML_Salvia_Feb18_10h10_MOrev.doc" deleted by Louis ProulxlHC-SC/GC/CAj 
[attachment "Salvia NR_HECS-ADM_1 0-02-11_1 Oh36.doc" deleted by Louis ProulxlHC-SC/GC/CAj 

[attachment "Min_Speech_Salvia_HPFB ADMO Comments bk.doc" deleted by Louis 
ProulxlHC-SC/GC/CAj [attachment "DRAFT Salvia NOI_Feb 10 EN_clean.wpd" deleted by Louis 
ProulxlHC-SC/GC/CAj 

[attachment "IYH Salvia divinorum_ v27 _HECS-ADM_1 0-02-11_1 Oh33(clean).doc" deleted by Louis 
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ProulX/HC-SC/GC/CA] 

Christine Roush 
Senior Communications Advisorl 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branchl 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelfTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

Stephanie Szick hi Christine Per our conversation - Louis is meet... 

From: 
To: 

Stephanie SzicklHC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-02-18 11 :45:43 AM 

Cc: Dave Stephens/HC-SC/GC/CA@HWC, Jesse Arnup-Blondin/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Louis ProulxlHC-SC/GC/CA@HWC, Michael 
Assad/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC, SoniaH 
Lindblad1/HC-SC/GC/CA@HWC, Paula RobertlHC-SC/GC/CA@HWC 

Date: 2011-02-1811 :45 AM 
Subject: Re: Salvia Event 

hi Christine 

Per our conversation - Louis is meeting with Suzanne and Jocelyn at 12:30 today. We will dial you in for 
this meeting. 

Sonia -- please note to have Christine called to patch in to Cathy's office phone. 

Thanks, S 

Christine Roush Louis - could we please have a telecon asap to ... 

From: 
To: 

Christine Roush/HC-SC/GC/CA 
Louis ProulxlHC-SC/GC/CA@HWC 

2011-02-18 11 :39:49 AM 

Cc: Jocelyn Kula/HC-SC/GC/CA@HWC, Suzanne Desilets/HC-SC/GC/CA@HWC, Jesse 
Arnup-Blondin/HC-SC/GC/CA@HWC, Dave Stephens/HC-SC/GC/CA@HWC, Stephanie 
SzicklHC-SC/GC/CA@HWC, Michael Assad/HC-SC/GC/CA@HWC 

Date: 2011-02-18 11 :39 AM 
Subject: Salvia Event 

Louis - could we please have a te/econ asap to go over what is expected of you. / have some further 
information from the regional comms director in Montreal. Minister Verner will expect a full briefing before 
the announcement. 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branchl 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TelfTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 

002847 



E-mail /courriel:christine_roush@hc-sc.gc.ca 
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5.19(1) 

Dear 

Thank you for your correspondence of December 14, 20 1 O~ concerning the legal status of 
Salvia divinorum. 

After reviewing available infonnation and reports that suggest that Salvia divinorum has 
the potential for abuse, Health Canada is proposing to schedule both Salvia divinorum 
and its main active ingredient salvinorin A as controlled substances. A Notice to 
Interested Parties, outlining Health Canada's proposal, was published in Canada Gazette, 
Part I, on February 19, 2011, giving interested parties a 30-day period to submit their 
comments. 

The proposed inclusion of Salvia divinorum and salvinorin A in Schedule III to the 
Controlled Drugs and Substances Act would make possession, trafficking, importation, 
exportation, production (or cultivation), possession for the purpose of trafficking or 
possession for the purposes of exporting illegal unless authorized by regulation. 

The Government of Canada is taking these steps in order to protect the health and safety 
of Canadians, particularly youth, from the potentially harmful effects of these substances. 
In the meantime, Health Canada is cautioning Canadians against the use of products 
containing Salvia divinorum and/or salvinorin A because these products are reportedly 
hallucinogenic and little is known about the long-term effects of these substances on tl11 . 
brain and body. The timHccl iRfonuation availahle ;n;tggest3 there IS also no wa~ \I~21't1'-r 
howifWill affect you with eack I:H:e.l kal:th Canada does not recoliImend the use ()f ~I cjct: ~ ~~ 

d t ,. '3 I' 1-' d l' . 'L . j'ttl' 1.. . L' ~(A, "'10k'S ~'iO uc s contalI1lllg , at rza tl1 vllWI Wit an c,;(U V mer m it oceause v Cl y I Ie is KIIOVVlI ac ~ ~ 

tire"e substances, their potential effeds on the brain {md bod,\', and their imp(lct on we. 1~ . 
1,hysicdi and mental ftlllctiotls. ,~ t YH .f<. 

S~l( 
The plant t5dh ia di'V inoll.un is Il()t 1 cguidtcd UlHkr the ContlUllcd Drugs and Substance ~ 

/\::ct and, thclefOIe, is not cOllsidel cd to be banned, nor ate dCti'V [tics associ,rteci ~ hit it ~-. -
illegal in C,mada. Health Cdnada ie'S etlLrclitly collecting dud studyillg intc)[m,ttioll dbo~. 
:5111 via di vi nor mIl and 15 ,1e'SsessiIl~ VI' hellIer relSuiating Sah ia Iii v inOlUlll and 5ah inor in A 
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is wan anted. 

When specifically marketed for its hallocinogenic properties, Salvia divinorttllI meets the 
definition of a namral health predoct (NHP) nnder the Natnral Health Prodncts 
Regolations. However, Health Canada has not anthorized any NIIPs containing Salvia 
cii v inor mn as an ingr edient for sale. The sale of onaothor ized NI IPs containing Sal via 
divinomrn or its active ingredient, salvinorin A, rnay be stlbject to compliance and 
enforcement action by the Department onder tire Food and Dmgs Aet. 

Thank you for writing. 

Sincerely, 

Leona Aglukkaq 
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Dear 

Thank you for your correspondence of December 14, 20101 concerning the legal status of 
Salvia divinorum. 

After reviewing available infonnation and reports that suggest that Salvia divinorum has 
the potential for abuse, e8¥eeittlly i:Uft(OJAg y@wag people:.. Health Canada is proposing to 
schedule both Salvia divinorum and its main active ingredient salvinorin A as controlled 
substances. A Notice to Interested PartiesA' outlining Health Canada's proposaVwas 
published in Canada Gazette, Part I, on February 19,2011, giving interested parties a 
30-day period to submit their comments. 

The proposed inclusion of Salvia divinoruf'!;Y'dnd salvinorin A in Schedule III to the 
Controlled Drugs and Substances Act¥ make possession, trafficking, importation, 
exportation, production (or cultivation), possession for the purpose of trafficking or 
possession for the purposes of exporting illegal unless authorized by regulation. 

The Government of Canada is taking these steps in order to protect the health and safety 
of Canadians, particularly youth, trom the potentially harmful effects of these substances. 

!Canadians should not I Iealth Canada docs n:ot teconunend tl[e use ~roducts containing 
i Salvia divinorum and salvinorin A because they are hallucinogenic andvcry little is 
known about the long-tenn etfects of these substances on the brain and body. 
lllese ,'mbstances, their potentidl effect., Oli thc blililt and body, Lind their impact on 
plry sical LUid mcntal functions. 

The picmt t,al v ia div inor urn is 110t rcguhtted under the COIltIolied Dr tlgs dnd Sub:stanees 
Act and, therefore, is not cOl1sidered to be banned. nor cue detiv itles associated ~"ith it 
;Ilegal in C\mada. Health Canada is cut Lentiy collecting mId studying intollliatiml <tbout 
:~dl'V i,l di v iliOtum and is assc'').')ilIg w !tether ! egulatiw~ Sal v ie' di" iHm tIm Zlnd ,)aiv iI,or in A 
;5 vMnztlltcd. 

Nhen ,'\peci tic <tHy mal kerett tor its haHl1cinogenic pIOpelt~eS, Sal v ia eli v illoIUm meets tlte 
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definition of a natural health produet (NIIP) under the Natmal Health Produets 
Regulations. I 10 ~ e Ii er, I Iealth Canada has not author ized an, NI IPs eontaining Sal Ii ia 
di Ii inor un1 as an ingl edient for sale. The sale of tlnatlthor ized NIIPs eontaining Salv ia 
dill inortlm or its aetive ingredient, salv inorin A, rna, be subjeet to compliance and 
ent~r cement aetion b, the Depar tment under the Food and Dr tlgs Aet. 

Thank you for writing. 

Sincerely, 

Leona Aglukkaq 
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DEPARTMENT OF HEALTH 

CONTROLLED DRUGS AND SUBSTANCES ACT 

Notice to interested parties - Proposal regarding the addition of 
Salvia divinorum alld salvinorin A fo Schedule lJI to the 
Controlled Drugs and Substances Act 

This notice provides interested stakeholders with the opportun
ity to provide comments on Health Canada's proposal to add the 
plant Salvia divino mill (S. divinomlll) and its main active ingredi
ent salvinorin A to Schedule \II to the Controlled Dmgs and Sub
stances Act (CDSA). Stakeholders may also identify themselves 
for inclusion in any future consultation. 

The plant S. divinorum is a species of sage belonging to the 
mint family. Its leaves are generally chewed or smoked to obtain 
psychotropic effects. While uncertainty remains surrounding the 
health risks of S. divillorulII, known effects are reported to be 
short-acting in nature and include hallucinations, dysphoria, out
of-body experiences, unconsciousness and short-term memory 
loss. The effects, which vary from person to person, are also often 
described as unpleasant. Neither S. divinorum nor salvinorin A 
are currently included in any of the schedules to the CDSA. 

Recently there have been reports suggesting that Canadian 
teens and young adults are using S. divinomm for its ability to 
produce hallucinations. S. divillomm is widely touted as a "legal" 
hallucinogen on the Internet, and has also been reported to be one 
of the most prevalent herbal products used as an alternative to 
illicit drugs.' Results from the Canadian Alcohol and Drug Use 
Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of Can
adians aged 15 years and older reported having used S. divinorum. 
at least once in their lifetime, with a much higher rate of use 
(7.3%) in youth aged 15-24 years. The results from the Canadian 
2008-2009 Youth Smoking Survey also show that 5% of 15-year
olds have used S. divinomm in the past year. Moreover, the 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indi
cated that 5.4% of Ontario students in grades 7-12 reported ever 
using S. divinontm and 4.4% of these students reported using this 
substance in the past year. Because its psychoactive effects re
semble those of other substances included in Schedule III to the 
CDSA such as lysergic acid diethylamide (LSD) and psilocybin, 
Health Canada is concerned that the ready availability and use of 
S. divino rum poses a risk to the health and safety of Canadians, 
particularly youth. 

While S. ilivillorl/l11 and salvinorin A are not currently included 
in any of the United Nations drug control conventions, a number 
of countries have chosen to regulate one or both as controlled 
substances. Australia, Belgium, Denmark, Finland, Germany, 
Italy, Japan, South Korea, Spain and Sweden have all placed 
controls on the import and/or sale of S. divino rum and/or 
salvinorin A. Some American states have also implemented laws 
restricting their use, sale and/or distribution. 

I Dennehy C. E .. Tsournunis c., Miller A E. "Evaluation of Herbll] Dietary Sup
plements Marketed on the Internet for Recreational Use." Allllais of Pharmaco
Iflerapy 39, III (October 2(X)5):1634-9. 

February 19, 2011 

MINISTERE DE LA SANTE 

LOI REGLEMENTANT CERTAINES DROGUES ET AUTRES 
SUBSTANCES 

Avis aux parties interessees - Proposition concernant l' ajout de 
Salvia divinorum et de la slilvinorine A a l'annexe III de la Loi 
reglementant certaines drogues et autres substances 

Cet avis informe les parties interessees de la possibilite de 
commenter la proposition de Sante Canada d'ajouter la plante 
Salvia divinorum (S. divinorwn) et son principal ingredient actif, 
la salvinorine A, a l'annexe III de la Loi regLementant certaines 
drogues et autres substances (LRCDAS). Les parties interessees 
ont aussi l'occasion d'ajouter leur nom pour toute consultation 
future. 

La plante S. divinorum est une espece de sauge appartenant a la 
famille des menthes. Generalement, ses feuilles sont machees ou 
fumees pour obtenir des effets psychotropes. Alors qu'une incerti
tude subsiste quant aux risques pour la sante decoulant de la 
consommation de S. divino rum, les effets de celte consommation 
sont connus pour etre brefs et comprennent des hallucinations, 
une dysphorie, des experiences extracorporelles, l'inconscience et 
une perte de memoire a court tenne. Les effets, qui varient d'une 
personne a l' autre, sont egalement sou vent decrits comme deplai
sants. Ni la S. divino rum ni la salvinorine A ne sont actuellement 
incluses dans les annexes de la LRCDAS. 

Des rapports ont recemment ete publies indiquant que des ado
lescents et des jeunes adultes canadiens consomment de la S, di
VillOrUI1l pour sa capacite a produire des hallucinations. La S. di
vinorlllll est largement vantee comme un hallucinogene « legal » 
sur Internet et a aussi ete signalee comme l'un des produits a base 
d'herbes medicinales les plus courants utilises comme solution de 
rechange aux drogues ilIicites 1. Les conclusions tirees de I' En
quete de surveillance canadienne de La consommation d'alcool et 
de drogues (ESCCAD) reveIent que, en 2009, 1,6 % des Cana
diens ages de 15 ans ou plus ont declare avoir consomme de la 
S. divino rum au moins une fois dans leur vie, avec un taux de 
consommation plus important (7,3 %) parmi les jeunes ages de 
15 a 24 ans. Les resultats de l' Enquere sur Ie tabagisme chez les 
jelilles de 2008-2009 au Canada montrent egalement que 5 % des 
jeunes de 15 ans ont consomme de la S. divinorum au cours de la 
derniere annee. De plus, Ie Sondage sur La consommation de dro
gues et la sante des eleves de l'Ontario (SCDSEO) de 2009 indi
que que 5,4 % des eleves de I'Ontario des classes scolaires 7 a 12 
ont declare avoir deja consomme de la S. divinorutn et que 4,4 % 
de ces el(;ves ont indique avoir consomme cette substance au 
cours de la derniere annee. Puisque ses effets psychoactifs res
semblent a ceux d'autres substances comprises dans l'annexe III 
de la LRCDAS, comme l'acide Iysergique diethylamide (LSD) et 
la psilocybine, Sante Canada craint que la disponibilite immediate 
et la consommation de S. divinomlll ne posent un risque pour la 
sante et la securite des Canadiens, en particulier pour celles des 
jeunes. 

Alors que la S. diviflOntlll et la salvinorine A ne sont actuelle
ment comprises dans aucune des conventions de I'Organisation 
des Nations Unies sur Ie contr61e des drogues, de nombreux pays 
ont choisi de reglementer une de ces substances, ou les deux, 
comme substance designee. L' Australie, 1a Belgique, Ie Dane
mark, la Finlande, \' Allemagne, l'Italie, Ie Japon, la Coree du 
Sud, l'Espagne et la Suede ont tous elabli des contr61es sur les 
importations ou la vente, ou les deux, de S. divillorum etlou de 
salvinorine A. Certains Etats americains ont aussi mis en ceuvre 
des lois restreignant son utilisation, sa vente etJou sa distribution. 

I Dennehy C. E .. C. Tsourounis et A. E. Miller. « Evaluation of Herbal Dietary 
Supplements Marketed on the Internet for Recreational Use ». Allnals of Phar
/IIl/cotherapy, vol. 39. n° 10 (octobre 2(05), p. 1634-1639. 
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Le 19 jevrier 2011 

Including these substances within Schedule III to the CDSA 
would prohibit possession, trafficking, possession for the purpose 
of trafficking, importation, exportation, possession for the pur
pose of exportation, and production (or cultivation). The schedul
ing of S. divinorwn and salvinorin A under the CDSA will also 
enable law enforcement agencies to take action against suspected 
illegal activities involving these substances. 

As this action is not intended to interfere with the use and 
availability of S. divillorulIl and/or salvinorin A for legitimate 
medical, scientific or industrial purposes, Health Canada is seek
ing information from stakeholders on whether there are any such 
uses in Canada. Information received in response to this notice 
will be instrumental in determining appropriate regulation under 
the CDSA. 

The publication of this notice begins a 3~-day comment period. 
There will be additional opportunities to provide comments as the 
federal regulatory process progresses. 

If you are interested in this process or have comments on this 
proposal, please contact Stephanie Chandler, Regulatory Pol
icy Division, Office of Controlled Substances, Address Loca
tor: 3503D, 123 Slater Street, Ottawa, Ontario, Canada KIA 
IB9, by fax at 613-946-4224 or by email at OeS.Policy.and. 
Regulatory .AtTairs@hc-sc.gc.ca. 

February 4, 20 II 

DEPARTMENT OF HEALTH 

FOOD AND DRVGS ACT 

CATHY A. SABISTON 
Director General 

Controlled Substances and 
Tobacco Directorate 

[8-I-oJ 

Food and Drug Regulations - Amendments 

Interim Marketing Authorization 

The addition of nutrients to foods sold in Canada is regulated 
under the Food and Drug Regulations (the Regulations). The 
current regulatory provisions list the types of foods that can be 
fortified, which nutrients can be added and the levels permitted in 
the particular food. Provision currently exists in the Regulations 
for the addition of vitamin D to products such as skim milk, partly 
skimmed milk, margarine and liquid whole eggs. 

Health Canada has received a submission to permit the optional 
addition of vitamin D2-yeast to yeast-leavened bakery products at 
a level of 90 I. V. (2.25 J.I g) per 100 g. Health Canada has com
pleted the safety assessment of the proposal to fortify yeast
leavened bread and unstandardized yeast-leavened bakery prod
ucts such as pizza crust, bread mix, donuts, croissants and bagels. 
Evaluation of available data has demonstrated that the addition of 
vitamin D to the foods described above at a level of up to 
90 LV. (2.25 J.lg) per 100 g of product, as consumed, is safe. The 
evaluation also concluded that the source of vitamin D need not 
be limited to a yeast source. 
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Le fait d'ajouter ces substances a J'annexe III de la LRCDAS 
en interdirait la possession, Ie commerce, la possession aux fins 
de commerce, J'importation, J' exportation, la possession aux fins 
d'exportation et la production (ou la culture). La mise en annexe 
de la S. divinorulll et de la salvinorine A sous la LRCDAS per
mettrait egalement aux organismes d'application de la loi de 
prendre des mesures contre les activites iIIicites presumees liees a 
ces substances. 

Etant donne que cette mesure ne vise pas a interferer avec 
I'utilisation et la disponibilite de la S. divillorum et/ou de la salvi
norine A a des fins medicales, scientifiques ou industrielles legi
times, Sante Canada sollicite de I'information aux parties interes
sees sur les possibilites de ces types d'utilisation au Canada. 
L'information re~ue en reponse a cet avis sera determinante dans 
la redaction d'un reglement approprie conformement a la 
LRCDAS. 

La publication de cet avis entame une periode de commentaires 
de 30 jours. II y aura des occasions supplementaires de foumir 
des commentaires au fur et a mesure que progresse Ie processus 
de regIe mentation federal. 

Si vous etes interesse par ce processus ou que vous avez des 
commentaires sur cette proposition, veuillez communiquer avec 
Stephanie Chandler, Division de la politique reglementaire, 
Bureau des substances contr6lees, Indice de I'adresse 3503D, 
123, rue Slater, Ottawa (Ontario), Canada KIA IB9, par teleco
pieur au 613-946-4224 ou par courriel au OCS.Policy.and. 
Regulatory.Affairs@hc-sc.gc.ca. 

Le 4 fevrier 20 II 

La directrice generale 
Direction des substances controlees et 

de la lutle au tabagisme 
CATHY A. SABISTON 

[8-1-01 

MINISTERE DE LA SANTE 

LOI SVR LES ALIMENTS ET DROGVES 

Reglement sur les aliments et drogues - Modifications 

Autorisation de mise en marche provisoire 

L'ajout de nutriments aux aliments vend us au Canada est regi 
en vertu du Reglement sur les aliments et drogues (Ie Reglement). 
Les dispositions reglementaires actuelles enumerent les types 
d'aliments pouvant etre enrich is, les nutriments qui peuvent etre 
ajoutes et la quantite permise dans un aliment donne. Dans Ie 
RegIement, il existe actuellement une disposition traitant de 
I'ajout de vitamine D a des produits tels que Ie lait ecreme, Ie lait 
partiellement ecreme, la margarine et les (Cufs en tiers Iiquides. 

Sante Canada a re~u une demande afin de permettre l'ajout 
facultatif de levure con tenant de la vitamine D2 aux produits 
de boulangerie leves a I' aide de levure en une quantite de 
90 V.l. (2,25 J.lg) par 100 g. Sante Canada a effectue une evalua
tion de I'innocuite de la proposition consistant a enrichir les pains 
leves a l' aide de levure et les produits de boulangerie non norma
lises leves a l'aide de levure tels que les croutes a pizza, les pre
parations pour pain, les beignets, les croissants et les bagels. 
L'evaluation des donnees disponibles a demontre que l'ajout de 
vitamine D aux aliments decrits ci-dessus en une quantite pouvant 
atteindre 90 V.1. (2,25 J.lg) par JOO g de produit, sous leur forme 
consommable ne comporte aucun danger. L'evaluation a aussi 
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1+1 Health Sante 
Canada Canada 

Fact Sheet February 2011 

Salvia divinorum 

News Release: The Government of Canada Proposes to Schedule Salvia Divinorum and 
_~~~~!~<?~~ ~ _~~_ ~?~!~?_l!~~_ ~l!~~!~~~~~ _(i_~~~~ !!~) _________________________________________________ _ 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. 
Certain websites promote the use of S. divinorum as a "legal" alternative to street drugs. 
The products are sold in a number of forms, including fresh or dried leaves, liquids or 
seeds and plant cuttings for growing purposes. 

Canadians should not use products containing S. divinorum and/or salvinorin A because 
they are hallucinogenic and little is known about the long-term effects of these substances 
on the brain and body; how it interacts with other substances, including other drugs, 
natural health products and alcohol; and the potential of S. divinorum to produce physical 
dependence and/or addiction.! 

Risks Associated with the Use of Salvia divinorum 

S. divino rum is known to have both physical and mental effects, which may include: 
• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

Legal Status of Salvia divinorum 

In Canada 
S. divinorum currently meets the definition of a natural health product (NHP) under the 
Natural Health Products Regulations. As of February 2011, Health Canada has not 
authorized for sale any natural health products which contain S. divinorum as an 
ingredient. The sale of unauthorized natural health products containing S. divinorum or 
its main active ingredient salvinorin A may be subject to compliance and enforcement 
action by Health Canada under the Food and Drugs Act. 

While S. divinorum and salvinorin A are not currently scheduled under the Controlled 
Drugs and Substances Act (CDSA), Health Canada has issued a Notice to Interested 
Parties which proposes to include S. divinorum and salvinorin A as controlled substances 
under the CDSA. This means that activities such as possession, trafficking, importation, 
exportation; production (or cultivation), possession for the purpose of trafficking or 
possession for the purposes of exporting would be illegal unless authorized by regUlation. 
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In Other Countries 
Several countries including but not limited to Australia, Belgium, Germany, Italy and 
Japan, have placed similar controls on the import and/or sale of S. divinorum and/or 
salvinorin A. 

In the United States, S. divinorum and salvinorin A are not regulated under the Controlled 
Substances Act, but a number of individual states have placed similar restrictions on their 
sale and/or import. 

Research on the use of Salvia divinorum in Canada? 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, 1.6% of Canadians aged 15 years and older have reported using S. 
divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in youth 
aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also show 
that 5% of 15 year olds have used S. divinorum in the past year. The 2009 Ontario 
Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students 
in grades 7-12 reported ever using S. divinorum and 4.4% of these students reported using 
this substance in the past year. 

Need More Info? 

For information on how to submit a consumer or trade complaint about the unauthorized 
sale of health products containing S. divinorum please consult the following documents: 

• Consumers: http://www.hc-sc.gc.caldhp-mps/compli-conform/prob-report
rapportlgui 44 consumer consommateur cp-pc-eng.php 

• Trade: http://www.hc-sc.gc.caldhp-mps/compli-conform/prob-report
rapportlgui 38 trade-industrie cp-pc-eng.php. Or contact the Health 
Products and Food Branch Inspectorate directly by calling toll-free 1-
800-267-9675. 

To report an adverse reaction or interaction involving any health product, contact Health 
Canada at 1-866-234-2345 (toll free in Canada), or visit the AfedEfl'ect Canada web 
section at: www.health.gc.calmedeffect 

F or more information on the risks of using Salvia, please see It's Your Health at: (insert 
link) 
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1+1 Health Sante 
Canada Canada 

NOTICE TO MEDIA 
February 19, 2011 

MP Shelly Glover (Saint Boniface) will 
make an announcement on behalf of the 
Honourable Leona Aglukkaq, Minister of 
Health, related to the health and safety of 
Canadians. 

Date 
February 21,2011 

Time 
1 :45 p.m. (CST) 

Location 
YMCA-YWCA - South Y 

5 F ermor Avenue 
Multi-purpose room 2 
Winnipeg, Manitoba 

Media Inquiries 

Health Canada 
(613) 957-2983 

Jenny Van Alstyne 
Office of the Honourable Leona Aglukkaq 
Federal Minister of Health 
(613) 957-0200 

AVIS AUX MEDIAS 
Le 19 fevrier 2011 

La deputee Shelly Glover (Saint-Boniface), 
fera une annonce sur la sante et la securite 
des Canadiens, au nom de 1 'honorable 
L.eona Aglukkaq, ministre de la Sante. 

Date 
Le 21 fevrier 2011 

Heure 
13 h45 (HNC) 

Endroit 
YMCA-YWCA - South Y 

5, avenue Fermor 
Salle polyvalente 2 

Winnipeg (Manitoba) 

Renseignements aux medias 

Sante Canada 
613-957-2983 

Jenny Van Alstyne 
Cabinet de l'honorable Leona Aglukkaq 
Ministre federal de la Sante 
613-957-0200 
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DRAFT 
11102/2011 

Media Lines 
Salvia divinorum 

There is ongoing media interest regarding the availability of Salvia divinorum in Canada 
as well as Canadian surveillance data suggesting that Salvia divinorum is being used by 
adolescents and young adults specifically for its hallucinogenic properties. Health 
Canada has concluded that Salvia divinorum and its main active ingredient salvinorin A 
should be scheduled under the Controlled Drugs and Substances Act (CDSA) in order to 
protect the health and safety of Canadians, particularly youth. A Notice to Interested 
Parties outlining Health Canada's proposal to regulate this substance will be published in 
Canada Gazette, Part I, on February 19,2011 (TBC). 

Key Messages: 

• The Government of Canada is taking these steps in order to protect the health and 
safety of Canadians, particularly youth, from the potentially harmful effects of 
Salvia divinorum andlor salvinorin A. 

• After reviewing available information and reports that suggest these substances 
have the potential for abuse, especially among, young people, Health Canada is 
proposing to schedule both Salvia divino rum and its main active ingredient 
salvinorin A as controlled substances. 

• Health Canada is continuing to survey the prevalence of salvia use and have based 
our proposed scheduling on available information and reports that suggest these 
substances have the potential for abuse, especially among young Canadians. The 
risks of salvia use include hallucinations, loss of consciousness and short-term 
memory loss. 

• The proposed inclusion of Salvia divinorum and salvinorin A in Schedule III to 
the Controlled Drugs and Substances Act would make possession, trafficking, 
importation, exportation, production (or cultivation), possession for the purpose of 
trafficking or possession for the purposes of exporting illegal unless authorized by 
regulation. 

Supplementary Messages: 

• Though it is a hallucinogen, the plant Salvia divinorum is not currently scheduled 
under the CDSA. 

• To date, Health Canada has not authorized for sale any natural health products 
which contain Salvia divinorum as an ingredient. The sale of unauthorized 
natural health products containing Salvia divinorum or its active ingredient 
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salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Questions and Answers: 

Ql- What are the risks associated with the use of Salvia divinorum 

Al - S. divinorum is known to have both physical and mental effects. The effects of S. 
divinorum, which vary from person to person, are often described as unpleasant and may 
include the following: 

• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

There is no way to predict what effect these substances may have on an individual. In 
addition, the effects may differ from one use to the next, depending on factors such as: 

• the potency of the product; 
• how much is used; 
• the purity of the product (products that contain S. divinorum may be mixed with 

other substances); 
• how it is taken, for example, whether the product is chewed, swallowed or 

smoked; and 
• the user's mood and expectations. 

While scientists know which brain receptors are targeted by the main active ingredient, 
salvinorin A, very little is known about the following: 

• how it affects the brain overall, including whether there are any long-term effects 
or if it can cause permanent damage; 

• how it interacts with other substances, including other drugs, natural health 
products and alcohol; 

• the potential of S. divinorum to produce physical dependence and/or addiction. 

For more information on Salvia divinorum and the risks associated with its use, please 
see It's Your Health at: (insert link to the It's Your Health article.) 

Q2 - What is involved in scheduling Salvia divinorum as a controlled substance and 
what stage is it at? 

002867 



DRAFT 
11/02/2011 

A2 - Health Canada considers several factors in determining whether the scheduling of a 
substance under the Controlled Drugs and Substances Act (CDSA) is warranted. These 
include: 
• Overall risk to public health and safety posed by the substance. 
• Chemical and pharmacological similarity to other substances already regulated 

under the CDSA; 
• Legitimate uses of the substance (i.e., therapeutic, industrial or commercial); 
• Potential for abuse and risk of addiction associated with the substance; 
• Extent of actual abuse of the substance in Canada and internationally; and 
• International requirements and trends in international control. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A 
against these factors and proposes to include both substances in Schedule III to the 
CDSA. The first step in the process of scheduling a substance under the CDSA is the 
publication of a Notice to Interested Parties (NOI) in Canada Gazette. Part I, which will 
be published on February 19,2011 (TBC) for a 30-day comment period. This notice 
provides interested stakeholders with the opportunity to provide comments on Health 
Canada's proposal to add Salvia divinorum and its main active ingredient salvinorin A to 
Schedule III to the CDSA. Any comments received are considered during the preparation 
of a regulatory proposal. There will be additional opportunities for comment as the 
federal regulatory process progresses, which usually takes about 18 to 24 months to 
complete. 

Q3. Why has the Government now decided to schedule these substances under the 
CDSA? 

A3. Scheduling these products will reduce the potential risks to the health and safety of 
Canadians associated with their ready availability, with their increased use and their 
unknown effects. The scheduling of Salvia divino rum and salvinorin A will also 
eliminate the current misconception that these substances are a safe alternative to other 
illegal drugs. Furthermore, the scheduling will also enable law enforcement agencies to 
take action against suspected illegal activities involving these substances. 

Q4 - Are Salvia divinorum and/or salvinorin A controlled internationally? How are 
these substances regulated in other countries? 

A4 - Neither Salvia divinorum nor salvinorin A are listed under the United Nations Drug 
Control Conventions; as a result, there is no requirement for them to be scheduled as 
controlled substances in any of the countries (including Canada) that are signatories to 
these Conventions. 

The move to include Salvia divinorum and salvinorin A in Schedule III to the CDSA is 
consistent with actions taken by several countries (e.g., Australia, Belgium, Denmark, 
Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) that have also 
placed similar controls on the import and/or sale of Salvia divinorum and/or salvinorin A. 
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Some individual U.S. states have implemented similar laws restricting their use, sale 
and/or distribution. 

Q5 - Is there any research on the use of Salvia divinorum in Canada? 

A5 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that, in 2009, 1.6% of Canadians aged 15 years and older have reported using 
Salvia divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. The results from the Canadian 2008-2009 Youth Smoking Survey also 
show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario 
students in grades 7-12 reported ever using Salvia divinorum and 4.4% of these students 
reported using this substance in the past year. 

Q6 - If Health Canada is aware that the use of Salvia divinorum can produce 
negative health effects such as hallucinations, feelings of anxiety, etc., why is it not 
controlled under the Controlled Drugs and Substances Act? 

A6 - The move to schedule Salvia divinorum and salvinorin A as controlled substances is 
based on surveillance data from surveys such as the Canadian Alcohol and Drug Use 
Monitoring Survey (CADUMS), Youth Smoking Survey (YSS) and the Ontario Student 
Drug Use and Health Survey (OSDUHS), some of which only became available in 2010. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it currently 
meets the definition of a natural health product under the Natural HealthProducts 
Regulations (NHPR). The sale of unauthorized natural health products may be subject to 
compliance and enforcement action in accordance with the Food and Drugs Act and its 
associated regulations. 

Q7 - What will Health Canada do if it finds products containing Salvia divinorum 
on the market? 

A 7 - Once Salvia divinorum and salvinorin A are included in Schedule III to the CDSA, 
law enforcement will be able to take appropriate action in response to suspected illegal 
activities with these substances. 

Currently, however, Salvia divinorum products that are not in compliance with the 
Natural Health Products Regulations may be subject to compliance and enforcement 
action by Health Canada. For more information on how to submit a consumer complaint 
about the unauthorized sale of drugs containing Salvia divinorum and/or salvinorin A, 
visit: www.hc-sc.gc.ca/d h p-mps/ compli-confo rm/pro b-repo rt-
rapport/gui 44 consumer consommateur cp-pc-eng.php. 
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Q8 - Has Health Canada issued any kind of warning to Canadians about Salvia 
divinorum? 

A8 - Health Canada has developed an It's Your Health article about Salvia divinorum to 
help inform the general public about the risks associated with the use of this plant. The 
article can be found on the Health Canada website at: (1~~:tge9tne']. Health Canada also 
issued a news release on February XX announcing the Government of Canada's intention 
to schedule Salvia divinorum and salvinorin A, as controlled substances. A Notice to 
Interested Parties, outlining Health Canada's proposal, was published in Canada Gazette, 
Part I, on February 19, 2011 (TBC), giving interested parties a 30-day period to submit 
their comments. There will be additional opportunities for comment as the federal 
regulatory process progresses. 

Background 

Salvia divinorum is a species of sage belonging to the mint family. Some street names for 
S. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska pastora, 
diviner's sage, magic mint, puff, incense special, and salvia. Its leaves are chewed or 
smoked to obtain psychotropic effects. These effects are short acting in nature and 
include hallucinations, dysphoria, out-of-body experiences, unconsciousness and short
term memory loss. The effects, which vary from person to person, are also often 
described as unpleasant. 

The leaves of this plant have been used traditionally for medicinal and other purposes by 
the Mazatec people in Mexico. 

Data from the 2008-2009 Youth Smoking Survey indicates that: 
• 2.6% of students (grades 7-10) reported having used Salvia divinorum in the past 

year; 
• 7.0% of students (grades 10-12) reported having used Salvia divinorum in the past 

year; and 
• 5.0% of students 15 years of age reported using Salvia divinorum in the past year. 

Data from the 2009 Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) 
reveal that: 

• 1.6% of Canadians reported using Salvia in their lifetime (0.2% in the past year); 
and 

• the prevalence oflifetime use among youth (15-24 years of age) was 7.3% while 
only 0.5% of adults reported having ever used this substance. 

Data from the 2009 Ontario Student Drug Use and Health Survey (OSDUHS) published 
by the Centre for Addiction and Mental Health (CAMH) indicate that: 

• 4.4% of students (grades 7-12) used Salvia divinorum in the past year; 
• 5.4% of students (grades 7-12) ever used Salvia divinorum; and 
• use of Salvia divinorum was significantly higher in males than in females (6.2% 

vs. 2.3%) in 2009. 
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Last updated February 18,2011 at 7:41 p.m. 

Scenario Note for 
Shelly Glover, Member of Parliament for Saint-Boniface 

Announcement of the Government of Canada's intention to regulate Salvia divinorum and 
salvinorin A, also known as Salvia, as controlled substances. 

Winnipeg, Manitoba 
February 21, 2011 

1:45 p.m. 

Purpose of Event: On behalf of the Honourable Leona Aglukkaq, Shelly Glover, Member of 
Parliament for Saint-Boniface, will announce the Government of Canada's intention to regulate 
Salvia divinorum and salvinorin A, also known as Salvia, as controlled substances. 

Event Address: 

The YMCA-YWCA - South Y 
Multipurpose Room 2 
5 Fermor Avenue 
Winnipeg, Manitoba 

Contacts: 

MP Glover's Office: 
Myrrhanda Novak: 
gloves l@parl.gc.ca 
204.983.3183 

Health Canada 

Jocelyn Kula 
AlDirector, Office of Controlled Substances 
Controlled Substances and Tobacco Directorate, HECS 

On-site Health Canada logistics support: 
Adele Novak 
Regional Communications Officer 

Karen Christiuk 
Regional Communications Officer 

Cell: 613-797:-2103 

Office: 204-984-7895 
Cell: 204-791-0240 

Office: 204-984-7199 
Cell: 204-291-3657 

1 
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YMCA-YWCA - South Y 

Caroline Winston 
Communications Manager 

Office: 204-831-2974 
Cell: 

Angela Hildebrand 
General Manager, YMCA, South Y 

Event Emcee 
Angela Hildebrand 
General Manager, YMCA, South Y 

Holding Room: 
General Manager's Office (Angela Hildebrand) 
YMCA, South Y 
5 Fermor Avenue 

Office: 204-

Office: 204-

Photographer (CP photographer booked by Health Canada Media Relations): 
Name David Lipnowski Cell: 

Media: Media will be invited to attend by way of a notice to media issued to the news wire by 
Health Canada (HQ) and posted to Health Canada's Web site. Regional Communications will 
make follow-up calls to media after the notice to media is issued. At the event, media will have 
the opportunity to ask questions following the speakers' remarks in the format of a question and 
answer period. 

Transcript: 
Required: Yes. (Media Q booked by Health Canada Media Relations) 

Logistics (sound system, podium, flags): 
Arranged by Health Canada Regional Communications. 

Sound system (arranged by Health Canada Regional Communications) 
Tel Av Office: 204-775-6198 
Aaron Jakab/Tom Borsa Cell: 

Winnipeg, Manitoba 
Monday, February 21, 2011 

DETAILED ITINERARY 
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.. .. 

1255 hrs 

1300 hrs 

1344 hrs 

1345 hrs 

1347 hrs 

1352 hrs 

1353 hrs 

1357 hrs 

1407 hrs 

1420 hrs 

MP Glover arrives at the front doors of the YMCA, South Y, 5 Fermor 
Avenue, and is greeted by Angela Hildebrand, General Manager, YMCA, 
South Y and event Emcee; and Adele Novak, Regional Communications 
Officer, Health Canada. Angela Hildebrand and Adele Novak escort MP 
Glover to the holding room, Angela's Office (behind the front reception). 

MP Glover and Angela Hildebrand arrive at the holding room and are 
joined by Jocelyn Kula, AlDirector, Office of Controlled Substances, 
Health Canada. 

A pitcher of water will be available in the briefing room. 

MP Glover, Angela Hildebrand, and Jocelyn Kula depart holding room en 
route to the Multipurpose Room 2 where the announcement will take 
place. 

Event begins. Angela Hildebrand welcomes everyone and introduces MP 
Glover. 

Open to media. Media will be set up behind the audience. 

MP Glover speaks. 

, Angela Hildebrand thanks MP Glover and introduces s~~;s~~ 
(TSr&j 

S :"";0:i;i'~~ ak eC:Qlt i$~".xt spe s. 

Angela Hildebrand thanks s~l~~ii~l, and invites MP Glover and 
Jocelyn Kula to the podium to answer questions from the audience and 
media. 

Event concludes. Photos may be taken. 

MP Glover departs YMCA, South Y and proceeds to board her vehicle. 

*** 
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Speech for 

Shelly Glover 

Parliamentary Secretary to the Minister of Finance 

Member of Parliament for Saint Boniface 

Issue: Proposal to add Salvia Divinorum and Salvinorin 
A to Schedule III to the Controlled Drugs and 

Substances Act. 

Date: February 21, 2011 

Check Against Delivery 
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Good Morning/Afternoon: 

I'd like to thank you for joining me here today for what I 
consider to be a very important announcement for Canadian 
families and safer communities. 

Une substance connue sous Ie nom de salvia continue de 
gagner en popularite chez les jeunes, et certains d'entre eux 
en abusent. En tant que mere et que policiere, je peux vous 
assurer qu'il s'agit d'une question qui me preoccupe 

Its popularity comes from the fact that it can have some of 
the same effects as certain illicit drugs, and there is also a 
false perception that it is safe. 

But it isn't safe. 

Salvia has the real potential to be harmful. 

It can cause hallucinations and can have other serious 
effects on the brain and body. At this point, very little is 
known about the long-term effect of this sUbstance. 

Results from the Canadian Alcohol and Drug Use Monitoring 
Survey reveal that, in 2009, 1.6% of Canadians aged 15 
years and older have reported using S. divinorum at least 
once in their lifetime, with a much higher rate of use (7.3%) 
in youth aged 15-24. 

And, the results from the Canadian 2008-2009 Youth 
Smoking Survey also show that 5% of 15 year olds have 
used S. divinorum in the past year. 

Because of the potential risks to the health of Canadians, 
particularly young people, we are proposing to add Salvia 
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divinorum, and its main active ingredient salvinorin A, to the 
Controlled Drugs and Substances Act. 

These substances should be controlled, just like other illicit 
drugs. 

As a first step, a notice was published in the Canada 
Gazette on this past weekend. That started a process during 
which all Canadians will have a 3D-day period to comment 
on our proposal. While we are consulting with Canadians, 
our position is clear. We want to help parents, families and 
communities to keep our kids safe. 

L'ajout de la salvia divinorum a la liste des substances 
controlees rendrait iIIegales les activites mettant en cause la 
salvia, comme la possession, Ie trafic, I'importation et la 
culture. 

And, these measures are in line with other couhtries, 
including but not limited to Australia, Belgium, Germany, Italy 
and Japan. All of these countries have placed similar 
controls on the import and/or sale of salvia. 

The bottom line is that our teens face enough pressure 
already. And with heavily covered stories of young people in 
Hollywood using Salvia to get high, we have the 
responsibility to help protect our youth. In a fragile economy 
like this, Moms and Dads literally can't afford to always keep 
watch of what's happening. We want to help Mom and Dad. 

Nous agissons rapidement dans ce dossier, parce que nous 
voulons proteger nos jeunes des mefaits associes a la 
salvia. 
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Nous voulons eliminer les idees fausses selon lesquelles la 
salvia est un substitut securitaire aux drogues de la rue. 

It is not. 

All of the steps we are taking are designed to protect the 
health and safety of Canadians from the potentially harmful 
effects of this substance. We know that parents want their 
children to be protected from substances like Salvia, 
particularly when they are in their teenage years. 

I am happy to take your questions. 

Thank you 
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Speech for 

Shelly Glover 

Parliamentary Secretary to the Minister of Finance 

Member of Parliament for Saint Boniface 

Issue: Proposal to add Salvia Divinorum and Salvinorin 
A to Schedule III to the Controlled Drugs and 

Substances Act. 

Date: February 21, 2011 

Check Against Delivery 
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Good Morning/Afternoon: 

I'd like to thank you for joining me here today for what I consider to be 
a very important announcement for Canadian families and safer 
communities. 

Among today's youth, a substance known as Salvia has been gaining 
popularity, and is being abused by some young people. As a parent 
and a police officer, I can tell you that it's something I'm personally 
concerned about. 

Its popularity comes from the fact that it can have some of the same 
effects as certain illicit drugs, and there is also a false perception that 
it is safe. 

But it isn't safe. 

Salvia has the real potential to be harmful. 

It can cause hallucinations and can have other serious effects on the 
brain and body. At this point, very little is known about the long-term 
effect of this substance. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey reveal that, 
in 2009, 1.6% of Canadians aged 15 years and older have reported using S. 
divinorum at least once in their lifetime, with a much higher rate of use (7.3%) in 
youth aged 15-24. 

And, the results from the Canadian 2008-2009 Youth Smoking Survey also show 
that 5% of 15 year olds have used S. divinorum in the past year. 

Because of the potential risks to the health of Canadians, particularly 
young people, we are proposing to add Salvia divinorum, and its main 
active ingredient salvinorin A, to the Control/ed Drugs and 
Substances Act. 

These substances should be controlled, just like other illicit drugs. 

As a first step, a notice was published in the Canada Gazette on this 
past weekend. That started a process during which all Canadians will 
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have a 3D-day period to comment on our proposal. While we are 
consulting with Canadians, our position is clear. We want to help 
parents, families and communities to keep our kids safe. 

Adding salvia divinorum to the list of controlled drugs and sUbstances 
would make activities with salvia, such as possession, trafficking, 
importing or cultivating illegal. 

And, these measures are in line with other countries, including but not limited to 
Australia, Belgium, Germany, Italy and Japan. All of these countries have placed 
similar controls on the import and/or sale of salvia. 

The bottom line is that our teens face enough pressure already. And 
with heavily covered stories of young people in Hollywood using 
Salvia to get high, we have the responsibility to help protect our 
youth. In a fragile economy like this, Moms and Dads literally can't 
afford to always keep watch of what's happening. We want to help 
Mom and Dad. 

We're acting quickly on this because we want to protect our young 
people from the harms associated with Salvia. 

We want to eliminate the misconceptions that Salvia is a safe 
alternative to street drugs. 

It is not. 

All of the steps we are taking are designed to protect the health and 
safety of Canadians from the potentially harmful effects of this 
substance. We know that parents want their children to be protected 
from substances like Salvia, particularly when they are in their 
teenage years. 

I am happy to take your questions. 

Thank you. 
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Health Canada 

Harper Government Takes Action to Protect Families 

February 21, 2011 
For immediate release 

201 I-XX 

: Factsheet: Salvia Divinorum (insert link) : I ___ ~ _______________________________________________________________________________________________________________ J 

OTT A W A - Today, MP Shelly Glover (Saint Boniface) , Parliamentary Secretary to the 
Minister of Finance, and the Honourable Christian Paradis, Minister of Natural 
Resources, announced on behalf of the Honourable Leona Aglukkaq, Minister of Health, 
the Harper Government's proposed intention to include Salvia divinorum and salvinorin 
A, also known as Salvia, as controlled substances. A Notice to Interested Parties outlining 
Health Canada's proposal was published in Canada Gazette, Part I, on February 19, 
2011. 

"As a mother and police officer, I am pleased'to see our Government take action to help 
parents protect their children from this dangerous substance," said P.S. Glover. 

"After reviewing Canadian surveillance data and scientific reports that suggest this 
substance has the potential for abuse, especially among young people, we are taking these 
steps to protect the health and safety of Canadians from the harmful effects of this 
substance," said Minister Paradis. 

The Notice to Interested Parties proposes that Salvia divinorum and its main active 
ingredient salvinorin A be added to Schedule III to the Controlled Drugs and Substances 
Act. This means that activities such as possession, trafficking, possession for the purpose 
of trafficking, importation, exportation, possession for the purpose of exportation, and 
production (or cultivation) would be illegal unless authorized by regulation. The 
scheduling of Salvia divinorum and salvinorin A as a controlled substance would also 
enable law enforcement agencies to take action against suspected illegal activities 
involving these substances. 

Interested parties are encouraged to submit any comments regarding the Notice to 
Interested Parties by March 21,2011. 

For more information on Salvia divinorum and the risks associated with its use, please 
see It's Your Health at: (insert link to the It's Your Health article.) 
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Media Enquiries: 
Health Canada 
(613) 957-2983 

Jenny VanAlstyne 
Office of the Honourable Leona Aglukkaq 
Federal Minister of Health 
(613) 957-0200 

Public Enquiries: 
(613) 957-2991 
1-866 225-0709 

-30-

Egalement disponible en franr;ais 

Health Canada news releases are available on the Internet at 
www.healthcanada.gc.calmedia 
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1+1 Health Sante 
Canada Canada 

Fiche de renseignements Fevrier 2011 

Sa/via divinorum 

Communique de presse : Le gouvemement du Canada propose d'ajouter la salvia et la 

_~~!~l}E~tj_~~_!!-_ ~}~ _l!~~~ _~~_~ _~'!~~!~~~_~ _~?_~!~?_~~~~_ ~i~~~!~~ _l~ }!~~} ________________________________ _ 

La salvia divinorum (Ia salvia) est une espece de sauge de 1a famille des 1abiacees. 
Certains sites Web encouragent 1a consommation de salvia comme substitut legal aux 
drogues de la rue. Les produits se vendent sous p1usieurs formes, notamment en feuilles 
fraiches ou sechees, en liquides ou en graines et en boutures pour 1a culture. 

Les Canadiens doivent eviter de consommer des produits contenant de 1a salvia, car il 
s'agit d'une substance hallucinogene dont on connait malles effets a long terme sur Ie 
cerveau et I' organisme, la fayon dont elle interagit avec d' autres substances, comme 
d'autres drogues, des produits de sante naturel et I'alcool, et Ie risque de dependance 
physique ou de toxicomanie associe a la consommation de la salvia. 

Risques associes a la consommation de salvia 

La salvia a des effets physiques et mentaux connus qui peuvent comprendre les suivants : 

• 
• 
• 
• 
• 
• 
• 
• 

hallucinations 
dysphorie (sentiment d'angoisse, de depression ou d'agitation) 
experiences extracorporelles . 
rire incontrolab1e 
evanouissement 
perte de memo ire immediate 
manque de coordination des mouvements 
trouble de l'elocution et phrases maladroites 

Statut juridique de la salvia 

Au Canada 
La salvia correspond presentement a la definition d'un produit de sante naturel que donne 
Ie Reglement sur les produits de sante naturels. En fevrier 2011, Sante Canada n'avait 
toujours pas homologue de produit de sante naturel contenant de la salvia. Conformement 
a la Loi sur les aliments et drogues, Sante Canada peut prendre des mesures coercitives a 
l'egard de quiconque vend des produits de sante naturels non homologues contenant de la 
salvia ou son principal ingredient actif, la salvinorine A. 

Si 1a salvia et 1a salvinorine A ne sont pas, a l'heure actuelle, considerees comme des 
substances controlees en vertu de la Loi reglementant certaines drogues et autres 
substances, Sante Canada a toutefois emis un avis aux parties interessees dans lequel il 
propose de les ajouter a l' annexe III de la Loi. Cela signifie que les activites comme la 
possession, Ie tratic, I' importation, l' exportation, la production (ou la culture), la 
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possession en vue du trafic ou la possession en vue de l' exportation seraient illegales a 
moins d'etre autorisees par reglementation. 

AI' etranger 
Plusieurs pays, notamment l' Australie, la Belgique, l' Allemagne, l'Italie et Ie Japon, 
reglementent l' importation et la vente de la salvia et de la salvinorine A. 

Aux Etats-Unis, la salvia et la salvinorine A ne sont pas reglementees en vertu de la Loi 
sur les substances controiees, mais certains Etats ont adopte des mesures visant a en 
restreindre la vente et l' importation. 

Recherche sur l'utilisation de la Salvia divinorum au Canada 

L'Enquete de surveillance canadienne de la consommation d'alcool et de drogues revele 
qu'en 2009, 1,6 % des Canadiens ont declare avoir consomme de la salvia au moins une 
fois et que la consommation est beaucoup plus elevee (7,3 %) chez les jeunes de 15 a 
24 ans. L'Enquete canadienne 2008-2009 sur Ie tabagisme chez les jeunes montre que 
5 % des jeunes de 15 ans avaient consomme de la salvia au cours de I' annee precedente. 
Selon Ie Sondage 2009 sur la consommation de drogues et la sante des etudiants de 
l'Ontario, 5,4 % des etudiants ontariens de la 7e ala 12e annee ont declare avoir deja 
consomme de la salvia, et 4,4 % d'entre eux ont affirme en avoir consommee au cours au 
cours de I' annee precedente. 

Pour en savoir plus 

Pour savoir comment presenter une plainte concernant la vente non autorisee de produits 
de sante contenant de la salvia, veuillez consulter Ie document pertinent ci-dessous : 

• Consommateurs: http://www.hc-sc.gc.caldhp-mps/compli-conform!prob-report
rapportlgui 44 consumer consommateur cp-pc-fra.php 

• Industrie: http://www.hc-sc.gc.caldhp-mps/compli-conform!prob-report
rapportlgui 38 trade-industrie cp-pc-fra.php 

ou communiquer directement avec l'Inspectorat de la Direction generale des produits 
de sante et des aliments, en composant sans frais Ie 1-800-267-9675. 

Pour signaler un effet indesirable ou une interaction mettant en cause un produit de sante, 
communiquez avec Sante Canada, au 1-866-234-2345 (sans frais au Canada), ou 
consultez la section MedEtftt Canada dans Ie site www.sante.gc.calmedeffet 

Pour de plus amples informations sur Ie risque associe a l'utilisation de la salvia, veuillez 
consulter Volre sante et vous a (inserer Ie lien) 
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1+1 Health Sante 
Canada Canada 

NOTICE TO MEDIA 
February 19, 2011 

The Honourable Christian Paradis, Minister 
of Natural Resources make an 
announcement on behalf of the Honourable 
Leona Aglukkaq, Minister of Health, 
related to the health and safety of 
Canadians. 

Date 
February 21, 2011 

Media Inquiries 

Health Canada 
(613) 957-2983 

Time 
TBC 

Location 
TBC 

Jenny Van Alstyne 
Office of the Honourable Leona Aglukkaq 
Federal Minister of Health 
(613) 957-0200 

AVIS AUX MEDIAS 
Le 19 fevrier 2011 

L 'honorable Christian Paradis, ministre des 
Ressources naturelles, fera une annonce sur 
la sante et la securite des Canadiens, au 
nom de 1 'honorable Leona Aglukkaq, 
ministre de la Sante. 

Date 
Le 21 fevrier 2011 

Heure 
TBC 

Endroit 
TBC 

Renseignements aux medias 

Sante Canada 
613-957-2983 

Jenny VanAlstyne 
Cabinet de l'honorable Leona Aglukkaq 
Ministre federal de la Sante 
613-957-0200 
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Sante Canada 201 I-XX 

Le gouvernement Harper prend des mesures pour proteger les families 

Le 21 fevrier 2011 
Pour diffusion immediate 

f-Fi~-h~-d~-;~~~~i~~~~~t~-~-s~i~i~di~i~~~~~-(~7'-----"--------------------------------------------1 
~ ___________________________________________________________________ ~ _____________________________________________ J 

OTTAWA - Aujourd'hui, la deputee Shelly Glover (Saint-Boniface), Secretaire 
parlementaire du ministre des Finances, et l'honorable Christian Paradis, ministre des 
Ressources naturelles, ont annonce, au nom de l'honorable Leona Aglukkaq, ministre de 
la Sante, que Ie gouvemement Harper avait l'intention d'ajouter la salvia divinorum et la 
salvinorine A it la liste des substances contr6lees. Un Avis aux interesses decrivant la 
proposition de Sante Canada a ete publie dans la Gazette du Canada, Partie I, Ie 19 
fevrier 2011. 

« En tant que mere et que policiere, je suis heureuse que Ie gouvemement intervienne 
pour aider les parents it proteger leurs enfants contre cette substance dangereuse », a 
indique Mme Glover. 

« Apres avoir pris connaissance des donnees de surveillance et des rapports scientifiques 
canadiens indiquant que certaines personnes, surtout les jeunes, pourraient abuser de la 
salvia, nous entendons proteger les Canadiens contre les effets dangereux de cette 
substance », a declare la ministre Paradis. 

L' Avis aux interesses propose d'ajouter la salvia divinorum et son principal ingredient 
actif, la salvinorine A, ai' annexe III de la Loi reglementant certaines drogues et autres 
substances. Cela signifie que les activites comme la possession, Ie trafic, la possession en 
vue du trafic, l'importation, l'exportation, la possession en vue de l'exportation et la 
production (ou la culture) seraient illegales it moins d'etre autorisees par reglementation. 
L' ajout de la salvia divinorum et de la salvinorine A it la liste des substances contr6lees 
permettrait aux organismes d'application de la loi de lutter contre les activites pn!sumees 
illegales impliquant ces substances. 

Les intervenants sont invites it faire parvenir leurs commentaires sur I' A vis aux interesses 
d'ici Ie 14 mars 2011. 
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Pour de plus amples renseignements sur la salvia et les risques associes a son utilisation, 
veuillez consulter l'article de Votre sante et vous a : (ins~ftHllf;!gitlf~;:a't.l\r6~tlI~all. 
articl~1 

Renseignements aux medias 
Sante Canada 
613-957 -2983 

Jenny VanAlstyne 
Cabinet de l'honorable Leona Aglukkaq 
Ministre federale de la Sante 
613-957-0200 

Renseignements au publi~ 
613-957-2991 
1-866-225-0709 

-30-

Also available in English 

On peut consulter les communiques de Sante Canada dans Ie site 
www.santecanada.gc.calmedia 

002888 

W..... Government Gouvernement 



Discours de 
l'honorable Christian Paradis, 

ministre des Ressources naturelles 

Question: Proposition d'ajouter la salvia divinorum et la 
salvinorine A a I'annexe III de la Loi reglementant 

certaines drogues et autres substances 

Date: Ie 21 fevrier 2011 

Seul Ie texte prononce fait foi 
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Bonjour, 

Je tiens a vous remercier de vous etre joints a moi aujourd'hui pour 
ce que je considere une annonce tres importante pour les families 
canadiennes, annonce qui contribuera a la securite des collectivites. 

Une substance connue sous Ie nom de salvia continue de gagner en 
popularite chez les jeunes, et certains d'entre eux en abusent. 

Cette substance est populaire, car elle peut avoir les memes effets 
que certaines drogues illicites. " y a aussi une fausse impression 
selon laquelle elle est sans danger. 

Mais ce n'est pas Ie cas. 

La salvia peut etre tres dangereuse. 

Elle cause parfois des hallucinations et peut avoir d'autres effets 
nefastes sur Ie cerveau et I'organisme. A I'heure actuelle, les effets a 
long terme de cette substance sont peu connus. 

L'Enquete de surveillance canadienne de la consommation d'alcool 
et de drogues de 2009 revele qu'en 2009, 1,6 % des Canadiens de 
15 ans et plus ont consomme de la sa/via divinorum au moins une 
fois dans leur vie et que la consommation est beaucoup plus elevee 
(7,3 %) chez les jeunes de 15 a 24 ans. 

De plus, les resultats de I'Enquete sur Ie tabagisme chez les jeunes 
2008-2009, menee au Canada, revelent que 5 % des jeunes de 15 
ans ont consomme de la sa/via divinorum au cours de I' annee 
precedent I' enquete. 

En raison des risques possibles pour la sante des Canadiens, en 
particulier celie des jeunes, nous proposons d'ajouter la sa/via 
div;norum, et son principal ingredient actif, la salvinorine A, a la Loi 
reg/ementant certaines drogues et autres substances. 

Ces substances doivent etre reglementees, tout comme les autres 
drogues il/icites. 
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Dans un premier temps, un avis a ete publie dans la Gazette du 
Canada au cours de la fin de semaine derniere, de sorte que tous les 
Canadiens disposent de 30 jours pour emettre leurs commentaires 
au sujet de notre proposition. Alors que nous consultons les 
Canadiens, notre position est claire. Nous voulons aider les parents, 
les families et les collectivites a assurer la securite de nos enfants. 

L'ajout de la salvia divinorum a la liste des substances contr61ees 
rendrait illegales les activites mettant en cause la salvia, comme la 
possession, Ie trafic, I'importation et la culture. 

Ces mesures vont dans Ie sens de celles adoptes par d'autres pays, 
notamment l'Australie, la Belgique, l'Allemagne, I'ltalie et Ie Japon, 
qui ont tous mis en place des contr61es semblables qui s'appliquent a 
I'importation ou a la vente de la salvia. 

Le fait est que nos adolescents subissent deja suffisamment de 
pression. Et, avec des histoires dans les medias de jeunes gens a 
Hollywood qui utilisent la salvia pour son effet euphorique, nous 
avons la responsabilite de faire ce qu'il faut pour pro~eger nos jeunes. 
Dans une economie aussi fragile que celie que nous connaissons 
presentement, les meres et les peres ne peuvent tout simplement 
pas se permettre de toujours surveiller ce que leurs jeunes font. 

Ce que nous voulons, c'est aider ces parents. 

Nous agissons rapidement dans ce dossier, parce que nous voulons 
proteger nos jeunes des mefaits associes a la salvia. 

Nous voulons eliminer les idees fausses selon lesquelles la salvia est 
un substitut securitaire aux drogues de la rue. 

Ce n' est pas Ie cas. 

Toutes les mesures que nous prenons visent a proteger la sante et la 
securite des Canadiens des effets nefastes que peut avoir cette 
substance. Nous savons que les parents veulent que leurs enfants 
soient proteges c~ntre les substances comme la salvia, surtout 
pendant leur adolescence. 
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C'est avec plaisir que je repondrai maintenant a vos questions. 

Merci. 
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Speech for 
The Honourable Christian Paradis, 

Minister of Natural Resources 

Issue: Proposal to add Salvia Divinorum and Salvinorin 
A to Schedule III to the Controlled Drugs and 

Substances Act. 

Date: February 21, 2011 

Check Against Delivery 

Good Morning/Afternoon: 
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I'd like to thank you for joining me here today for what I consider to be 
a very important announcement for Canadian families and safer 
communities. 

Among today's youth, a substance known as Salvia has been gaining 
popularity, and is being abused by some young people. 

Its popularity comes from the fact that it can have some of the same 
effects as certain illicit drugs, and there is also a false perception that 
it is safe. 

But it isn't safe. 

Salvia has the real potential to be harmful. 

It can cause hallucinations and can have other serious effects on the 
brain and body. At this point, very little is known about the long-term 
effect of this substance. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey 
reveal that, in 2009, 1.6% of Canadians aged 15 years and older 
have reported using S. divinorum at least once in their lifetime, with a 
much higher rate of use (7.3%

) in youth aged 15-24. 

And, the results from the Canadian 2008-2009 Youth Smoking 
Survey also show that 5% of 15 year olds have used S. divinorum in 
the past year. 

Because of the potential risks to the health of Canadians, particularly 
young people, we are proposing to add Salvia divinorum, and its main 
active ingredient salvinorin A, to the Control/ed Drugs and 
Substances Act. 

These substances should be controlled, just like other illicit drugs. 

As a first step, a notice was published in the Canada Gazette on this 
past weekend. That started a process during which all Canadians will 
have a 3~-day period to comment on our proposal. While we are 
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consulting with Canadians, our position is clear. We want to help 
parents, families and communities to keep our kids safe. 

Adding salvia divinorum to the list of controlled drugs and substances 
would make activities with salvia, such as possession, trafficking, 
importing or cultivating illegal. 

And, these measures are in line with other countries, including but not 
limited to Australia, Belgium, Germany, Italy and Japan. All of these 
countries have placed similar controls on the import and/or sale of 
salvia. 

The bottom line is that our teens face enough pressure already. And 
with heavily covered stories of young Hollywood using this salvia to 
get high, we have the responsibility to help protect our youth. In a 
fragile economy like this, Moms and Dads literally can't afford to 
always keep watch of what's happening. 

We want to help Mor:n and Dad. 

We're acting quickly on this because we want to protect our young 
people from the harms associated with Salvia. 

We want to eliminate the misconceptions that Salvia is a safe 
alternative to street drugs. 

It is not. 

All of the steps we are taking are designed to protect the health and 
safety of Canadians from the potentially harmful effects of this 
substance. We know that parents want their children to be protected 
from substances like Salvia, particularly when they are in their 
teenage years. 

I would now be happy to take your questions. 

Thank you. 
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Stakeholder List - Salvia Announcement 

Stakeholder Positive or Negative? Interested in Event? Willing to Issue News 'Villing to have Media 
.' "" 

, Release A vailab ility 
Unknown Unknown Unknown {e~ Centre of Excellence for Expected to be positive ", 

Youth Engagement 
I~SS Stoney McCart 

~ 416-597 -8297 
stoney@tgmag.ca 

Expected to be positive Unknown Unknown Unknown 
l~yY Canadian Association for 

School Health ,,/ 
Doug McCall ~S 
Executive Director 
604-575-3199 or 250-483-
6988 
dmcall@cash-aces.ca 

Media Awareness Network Expected to be positive Unknown Unknown Unknown ~Ft Cathy Wing 
../" 613-224-7721 x227 

(\tQ5) cwing@media-
awareness.ca 

Canadian Association of Expected to be positive Unknown Unknown Unknown t& Family Resource Programs 
r No ~o )Vc::;; Janice MacAulay . r / ./ ., 

macaulay@frp.ca [;. 13 ~ ; f'\ 
, 

3/~ 7k6.., 
, 

r(,d .u- .2...1 1-

C .' 
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5.19(1) 

Stakeholder Positive or Neg~tive? Interested in J3:vent? \Villing to Issue News Willing to have Media 
" 

~,,: " } ',\ ',',;" Release Availability 
Drug Prevention Network of Expected 10 be positive Unknown' Unknown Unknown 
Canada (past President) 
Randy White 
250-752-5816 

Royal Canadian Mounted Expected to be positive Unknown Unknown Unknown 
Police (RCMP) 
Eric Slinn, 
S uperintenden t 
613-949-4265 
Eric.slinn@rcmp-
grc.gc.ca 

Canadian Centre on Expected to be positive Unknown Unknown Unknown 
Substance Abuse 
(CCSA) 
Michel Peron, CEO 
613-235-4048 ext 232 

Canada Border Services Expected to be positive Unknown Unknown Unknown 
Agency (CBSA) 
Bente Baklid 
Director, Program 
Evaluation Division 
613-954-7280 
Bente.baklid@cbsa-
asfc.gc.ca 
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Re: Fw: URGENT AR 11-103679-138 Ministerial Announcements on Salvia
February 21 [] 
Anna Roberts try Stephanie Chandler 2011-02-21 09:39 AM 

/' This message 

Thanks Stephanie, 

We didn't have much luck either. 

Anna Roberts 
Policy Analyst 

replied to. 

Healthy Environments and Consumer Safety Branch, 
Controlled Substances and Tobacco Directorate 
9th FI. Rm. A903, MacDonald Building 
123 Slater St. Ottawa, ON. K1A OK9 
anna.roberts@hc-sc.gc.ca 
(613) 948-8960 

Stephanie Chandler Hi Anna, I have called the first four stakeholder. .. 

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Anna Roberts/HC-SC/GC/CA@HWC 

2011-02-21 09:27:44 AM 

Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, Frank Cesa/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 

Date: 2011-02-21 09:27 AM 
Subject: Fw: URGENT AR 11-103679-138 Ministerial Announcements on Salvia - February 21 

--------------------------~--------------------------------------~-------------------------, 
Hi Anna, 

I have called the first four stakeholders and have left a message with all of them. I will try again in a few 
minutes to see if I can get a hold of anyone in person. I'll let you know the result, but I think all of these 
associations are closed for Family Day. 

[attachment "EDMS - 80653 - 1 - SALVIA ANNOUNCEMENT - STAKEHOLDER LIST _ OCS. DOC" deleted 
by Anna Roberts/HC-SC/GC/CA] 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GCICA on 2011-02-21 09:23 AM -----

From: Denis ArsenaultlHC-SC/GC/CA 
To: Frank Cesa/HC-SC/GC/CA@HWC 
Cc: Stephanie SzicklHC-SC/GC/CA@HWC. Anna Roberts/HC-SC/GC/CA@HWC, Brenda 
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Paine/HC-SC/GC/CA@HWC, Gisele Osta/HC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC, Michael Assad/HC-SC/GC/CA@HWC, Paula 
RobertlHC-SC/GC/CA@HWC, SoniaH Lindblad1/HC-SC/GC/CA@HWC. Stephanie 
Chandler/HC-SC/GC/CA@HWC, Matthieu Winter/HC-SC/GC/CA@HWC. Jacqueline 
DaSilva/HC-SC/GC/CA@HWC, Lyse Champagne/HC-SC/GC/CA@HWC. Cesare 
Spadaccini/HC-SC/GC/CA@HWC 

Date: 2011-02-21 08:58 AM 
Subject: Re: URGENT AR 11-103679-138 Ministerial Announcements on Salvia - February 21 

Hi Frank, 

O.K. Our group will call the first four stakeholder groups and provide Anna our feedback. 

Denis 

Denis Arsenault, NManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances controlees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur : (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 

Frank Cesa 
Stephanie Szick 

We will take the last four on the list if Denis take ... 
hi a", Further to my earlier emails of today regar. .. 

2011-02-21 07:30:56 AM 
2011-02-2008:47:04 PM 
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Salvia Stakeholder List 
/\rma Roberts to: Frank Cesa 

Cesare Spadaccini, Jacqueline DaSilva, Lyse Champagne, Matthieu 
Winter, Denis Arsenault, Stephanie Chandler 

Hi Frank, 

Here is the coordinated response. 

Unfortunately I do not think this will be much help. Very few connections were made. 

~ 
Salvia Stakeholder ListDOC 

Anna Roberts 
Policy Analyst 
Healthy Environments and Consumer Safety Branch, 
Controlled Substances and Tobacco Directorate 
9th FI. Rm. A903, MacDonald Building 
123 Slater St. Ottawa, ON. K1A OK9 
anna.roberts@hc-sc.gc.ca 
(613) 948-8960 
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Salvia revised 
;\nna l10berts to: Frank Cesa 2011-02-21 11 :25 AM 

Cesare Spadaccini, Jacqueline DaSilva, Matthieu Winter, Lyse 
Champagne, Denis Arsenault, Stephanie Chandler ---,--,------------------------------------------

Histol y: This message has been replied to. 

~ 
Salvia Stakeholder List.DOC 

Anna Roberts 
Policy Analyst 
Healthy Environments and Consumer Safety Branch, 
Controlled Substances and Tobacco Directorate 
9th Flo Rm. A903, MacDonald Building 
123 Slater St. Ottawa, ON. K1A OK9 
anna.roberts@hc-sc.gc.ca 
(613) 948-8960 
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Centre of Excellence for 
Youth Engagement 
Stoney McCart 
416-597-8297 
stoney@tgmag.ca 

Canadian Association for 
School Health 
Doug McCall 
Executive Director 
604-575-3199 or 250-483-
6988 
dmcall@cash-aces.ca 

Media Awareness Network 
Cathy Wing 
613-224-7721 x227 
cwing@media
awareness.ca 

Canadian Association of 
Family Resource Programs 
Janice MacAulay 
macaulay@frp.ca 

Stakeholder List - Salvia Announcement 

o''lssueNews''< /WiUingto haveM'edia 
Release A vaiJability 

Expected to be positive. Unknown 
A message has been left. 

Expected to be positive. Unknown 
A message has been left. 

Expected to be positive. Unknown 
A message has been left. 

Expected to be positive. Unknown 
A message has been left. 

Unknown 

Unknown 

Unknown 

Unknown 

Unknown 

Unknown 

Unknown 

Unknown 
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.;' . ;:i:. 'Sta.ki~holdet'· .. >~;; 
\{··.rijS~tiV~:·~~: .N~gativ;?';\7{~ ;~~~f~~~r~~.ted ·i~i.~~~ntt:··~ ..;·'Yi(liitg"to IsStr~ News' Willing to have Media 

i·i:. ". ';'. .... Release Availabilitv 
Drug Prevention Network Unknown. Will have to Unknown Unknown Unknown 
of Canada (past President) speak with president of 
Randy White the group. 
250-752-5816 
rand ywhitehome@yahoo.ca 

Royal Canadian Mounted Positive Unknown No No 
Police (RCMP) 
Eric Slinn, Superintendent 
613-949-4265 
Eric.slinn@rcl1112-grc.gc.ca 

Canadian Centre on Expected to be positive Unknown Unknown Unknown 
Substance Abuse (CCSA) Call made to Michel 
Michel Peron, CEO Perron - left voicemail 
613-235-4048 ext 232 with EA at 8:50am Feb. 

21 (expected to be off 
for provincial holiday) 

Canada Border Services Bente Baklid was Unknown Unknown Unknown 
Agency (CBSA) unsure whether CBSA Ig· 
Bente Baklid would be supportive. ~. 

Director, Program CBSA has recently ~?' 
Evaluation Division undergone a re- t~ 613-954-7280 organization. ~:: 
Bente.baklid@cbsa-

:~;~ asfc.gc.ca 
(.I) 
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....... .... 

Jean Beaudoin (president of 
Qc City police association) 
cell: 418-952-8201 

Jean-Guy Dagenais 
(president ofQc (province) 
police association). cell: 

5.19(1) 

To be determined. M. NIA NIA 
Lerhe had not 
previously heard of 
Salvia and therefore 
will need time to look 
into this substance 
before drawing any 
conclusions about it. 
Unkown. A message 
has been left. 

Unknown Unknown 

Williilg to .liave·Media 
." Availability 

NIA 

Unknown 
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Hi Stephanie, 

Fw: Salvia revised 
Anna noberts to: Stephanie Szick 

Stephanie Chandler, Frank Cesa 

Please see below for a correction concerning one of the contacts re: salvia. 

Anna Roberts 
Policy Analyst 
Healthy Environments and Consumer Safety Branch, 
Controlled Substances and Tobacco Directorate 
9th FI. Rm. A903, MacDonald Building 
123 Slater St. Ottawa, ON. K1A OK9 
anna.roberts@hc-sc.gc.ca 
(613) 948-8960 
----- Forwarded by Anna Roberts/HC-SC/GC/CA on 2011-02-21 01 :55 PM -----

From: 
To: 

Stephanie Chandler/HC-SC/GC/CA 
Anna Roberts/HC-SC/GC/CA@HWC 

2011-02-21 01:56 PM 

Cc: Cesare SpadaccinilHC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Frank 
Cesa/HC-SC/GC/CA@HWC, Jacqueline DaSilva/HC-SC/GC/CA@HWC, Lyse 
Champagne/HC-SC/GC/CA@HWC, Matthieu Winter/HC-SC/GC/CA@HWC 

Date: 2011-02-21 11 :54 AM 
Subject: Re: Salvia revised 

Hi Anna, 

Just for the sake of clarity, we did not contact Jean Beaudoin (no longer President of the police 
association). The contact information for his successor is as follows: 

Fraternite des policiers et policieres de la Ville de Quebec 
Bernard Lerhe, president 
418-683-8558 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Anna Roberts Anna Roberts Policy Analyst 

From: Anna Roberts/HC-SC/GC/CA 
To: Frank Cesa/HC-SC/GC/CA 

2011-02-2111:25:02AM 

Cc: Cesare Spadaccini/HC-SC/GC/CA@HWC, Jacqueline DaSilva/HC-SC/GC/CA@HWC, Matthieu 
Winter/HC-SC/GC/CA@HWC, Lyse Champagne/HC-SC/GC/CA@HWC, Denis 
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ArsenauIUHC-SC/GC/CA@HWC. Stephanie Chandler/HC-SC/GC/CA@HWC 
Date: 2011-02-21 11 :25 AM 

Salvia revised 

[attachment "Salvia Stakeholder List.DOC" deleted by Stephanie Chandler/HC-SC/GC/CAj 

Anna Roberts 
Policy Analyst 
Healthy Environments and Consumer Safety Branch, 
Controlled Substances and Tobacco Directorate 
9th FI. Rm. A903, MacDonald Building 
123 Slater St. Ottawa, ON. K1A OK9 
an na. roberts@hc-sc.gc.ca 
(613) 948-8960 
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Re: Notice to Stakeholders on Salvia [J 
i<ula to Stephanie Chandler 

Ok by me. Today is a holiday for most non feds anyways. 
Can you send me a few so I can see the types of things that people are saying .. 
JK 
Sent by blackberry 

Stephanie Chandler 

----- Original Message -----
From: Stephanie Chandler 
Sent: 2011-02-21 02:34 PM EST 
To: Jocelyn Kula 
Subject: Fw: Notice to Stakeholders on Salvia 

Hi Jocelyn, 

2011-02-21 02:38 PM 

In preparing to send the Salvia NOI notification through the SIMS database, Isabel has indicated that she 
is not familiar with the database itself and isn't comfortable sending out the notification particularly given 
the number of stakeholders involved. Catherine has indicated that while she is too busy to help Isabel 
send out the notification today, she can help us tomorrow morning. Therefore, we will be sending the 
notification of the NOI at that time. 

FYI - As of noon today we had already received approx. 15 emails with regard to the NOI, all of which 
were critical of the proposal. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contralees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-02-21 02:15 PM -----

From: 
To: 
Cc: 
Date: 

Hi Jocelyn, 

Denis ArsenauIUHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-02-2101:31 PM 
Notice to Stakeholders on Salvia 

FYI - We will be sending out later this afternoon the notice to stakeholders (which you approved earlier) 
regarding the publication of the NOI on salvia. 

Denis 
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Denis Arsenault, AlManager I Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances contr6lees, 
Health Canada I Sante Canada 
TelfTel: (613) 957-6828 
Fax I Telecopieur: (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
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Thanks Lisa. 

Re: Salvia NOI Stakeholders Q:l 
Stephanie Chandler to: Lisa M Young 

Denis Arsenault 
2011-02-21 03:14 PM 

As discussed, there is no issue with your deletion of the last paragraph for the purposes of sending this 
email to NHPD stakeholders. 

I have included the NOllink and page numbers below (in red ink). 

I will confirm with you once OCS has sent out the email from our end (anticipated for tomorrow morning). 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Lisa M Young Hi Stephanie, This is how our message will app ... 

From: Lisa M Young/HC-SC/GC/CA 
To: Stephanie Chandler/HC-SC/GC/CA@HWC 
Date: 2011-02-21 03:09 PM 

Salvia NOI Stakeholders 

Hi Stephanie, 

2011-02-21 03:09:17 PM 

This is how our message will appear. I am proposing that the last statement be removed as discussed. 

Lisa 

This email is being provided for information purposes only. Please do not respond to this email as it 
will not be answered. 
You are receiving this email because you are a contact for an application or licence with the Natural 
Health Products Directorate. If you want to update your status as an application contact, please send a 
request to PLA.info.DLMM@hc-sc.gc.ca for Product Licence Applications or 
SLA.info.DLE@hc-sc.gc.ca for Site Licence Applications. 

Ce message vous est transmis ill titre d'information seulement. SVP ne pas repondre ill ce courriel 
puisqu'aucune reponse ne vous sera envoyee. 
Vous avez rec;u ce courriel parce que vous etiez une personne-resource pour une demande ou licence 
avec la Direction des produits de sante naturels. Si vous souhaitez mettre ill jour votre statut en tant 
que personne-resource, veuillez envoyer une demande par courriel a PLA.info.DLMM@hc-sc.gc.ca 
pour les Demandes de licence de mise en marcM ou a SLA.info.DLE@hc-sc.gc.ca pour les Demandes 
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de licence d'exploitation. 

Dear Sir/Madam: 

The purpose of this email is to advise you that a Notice of Intent to Interested Parties (NOI) 
regarding the following substances was published in the Canada Gazette, Part Ion February 19, 
2011: 

• Salvia divinorum 
• Salvinorin A 

The electronic version of the NOI is available at the following website: 
http://www.gazette.gc.ca/ll)-prip 1/2011/2011-02-19/pdf/gl-14S08.pdf, pages 8-9 in PDF format 
(pages 438-439 in Canada Gazette, Part I). 

This NOI outlines Health Canada's proposal to include Salvia divinorum and salvinorin A in 
Schedule III to the Controlled Drugs and Substances Act (CDSA). In particular, Health Canada 
is seeking further information from stakeholders as to whether these substances have any 
legitimate industrial, scientific or medical uses in Canada. Information received in response to 
this notice will be instrumental in determining appropriate regulatory controls. 

If you are interested in this process or wish to provide us with information for our consideration, 
please do so by March 21, 2011. You may send your comments to Stephanie Chandler, 
Regulatory Policy Division, Office of Controlled Substances, Address Locator: 3503D, 123 
Slater St., Ottawa, Ontario, Canada KIA 1B9, by fax at (613) 946-4224 or by email to 
OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca. 

PLEASE FORWARD THIS EMAIL TO OTHERS WHO MAY BE INTERESTED. 

Should this notification have reached you in error, it would be appreciated if you could please 
forward it to the appropriate person in your organization and ask that person to infonn us of this 
by sending an email to: 

Thank you, 

Regulatory Policy Division 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 
Healthy Environments and Consumer Safety Branch 

******************************************************** 
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Madame, Monsieur, 

Le present courriel a pour but de vous infonner qu'un Avis d'intention aux parties interessees 
concernant les substances ci-dessous a ete publie dans la Partie I de la Gazette du Canada, Ie 19 
fevrier 2011 : 

Salvia divinorum (sauge des devins) 
Salvinorine A 

La version 61ectronique de l'Avis d'intention est disponible a J'adresse Intemet 
http://www.gazette.gc.ca/rp-pr/p 1/2011l2011-02-19/pdf/gl-14508.pdf, pages 8-9 ,en format 
PDF (pages 438-439 dans la Partie I de la Gazette du Canada ). 

Cet avis d'intention decrit la proposition de Sante Canada qui consiste a inclure la Salvia 
divinorum (sauge des devins) et la salvinorine A dans l'annexe III de la Loi reglementant 
certaines drogues et autres substances. Sante Canada cherche precisement a obtenir plus 
d'infonnation de la part des intervenants afin de detenniner si ces substances ont une utilite 
legitime sur les plans industriel, scientifique ou medical au Canada. Les renseignements qui 
seront obtenus pennettront de prendre des mesures reglementaires appropriees. 

Si vous desirez participer a ce processus ou tout simplement nous foumir de l'infonnation, 
veuillez communiquer avec nous d'ici Ie 21 mars 2011. Vous pouvez envoyer vos commentaires 
par la poste a Stephanie Chandler, Division de la politi que reglementaire, Bureau des substances 
controlees, indice de l'adresse : 3503D, 123 rue Slater, Ottawa, Ontario, Canada KIA IB9, par 
telecopieur, au 613-946-4224, ou par courriel a OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca. 

VEUILLEZ TRANSFERER LE PRESENT COURRIEL AUX PERSONNES QUI 
POURRAIENT ETRE INTERESSEES. 

Si VOllS avcz rcyu cet avis par en"eur, nOlls vous saurions gre de 1e transferer a 1a persenne 
coneemee de vetre organisation et de lui demander de nous en informer par courriel a : 
OCS.Poliey.and.Regulatory.Affairs@hc sc.ge.ca. 

Merci. 

Division de la politique reglementaire 
Bureau des substances controlees 
Direction des substances controlees et de la lutte au tabagisme 
Direction generale de la sante environnementale et de la securite des consommateurs 
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Re: Salvia Debrief 
.Jocelyn Ku!a to: Stephanie Szick 2011-02-21 04:31 PM 

Brenda Paine, CSTD-DGO, Denis Arsenault, Stephanie Chandler, Michael Assad 

Local and national. Not sure if that means 6 or 10. Could be both. 
JK 
Sent by blackberry 

Stephanie Szick 

----- Original Message ----
From: Stephanie Szick 
Sent: 2011-02-21 04:27 PM EST 
To: Jocelyn Kula 
ec: Brenda Paine; CSTD-DGO; Denis Arsenault; Stephanie Chandler; Michael 

Assad 
Subject: Re: Salvia Debrief 

Thanks for this Jocelyn, 

Glad to hear it went well, and also that there was such a turn out. 

Will we see you on TV?? or is it Winnipeg CTV local? 

Jocelyn Kula So it all went off OK. Full briefing for Shelley Glo ... 

From: Jocelyn Kula/HC-SC/GC/CA 

2011-02-21 04:21: 14 PM 

To: 
Cc: 

"Brenda Paine" <brenda.paine@hc-sc.gc.ca>, "Stephanie Szick" <stephanie.szick@hc-sc.gc.ca> 
CSTD-DGO, "Denis Arsenault" <denis.arsenault@hc-sc.gc.ca>, "Stephanie Chandler" 
<stephanie.chandler@hc-sc.gc.ca> 

Date: 2011-02-21 04:21 PM 
Salvia Debrief 

So it all went off OK. Full briefing for Shelley Glover (the MP) beforehand but then I had a very backseat 
role during the announcement itself. Lots of media attendance- all major outlets were represented and Ms 
Glover took questions for over 10 mins afterwards (which is apparently unusual for out here). I did a short 
interview for CTV afterwards and that went fine I guess (I am no media star). 

Apparently the RPD email has already had quite a few hits in response to the NOI; all from harm reduction 
advocates! users who are not in favour. ... 

JK 
Sent by blackberry 
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5.19(1) 

- Salvia Fw: Media query - CSC Sask - I 
Christine Roush to: Louis Proulx 2011-02-21 04:35 PM 
I'. Denis Arsenault, Stephanie Chandler, CSTD-DGO, Brenda Paine, 
'J'~. Jesse Arnup-Blondin, Linsey Hollett 

Louis - we responded to this CBC media inquiry using the already approved text below. 

Christine Roush 
Senior Communications Advisor/ 

From: Dave Stephens/HC-SC/GC/CA 
To: 
Cc: 
Date: 

Christine Roush/HC-SC/GC/CA@HWC, Gary Holub/HC-SC/GC/CA@HWC 
Alastair Sinciair/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
2011-02-21 04:25 PM 

Subject: Re: Media query - CBC Sask - . Salvia --------------------------------------------
Looks good. 

Christine Roush 

----- Original Message ----
From: Christine Roush 
Sent: 2011-02-21 04:24 PM EST 
To: Gary Holub 
Cc: Alastair Sinclair; Dave Stephens; Nicole Prentice 
Subject: Re: Media query - CBC Sask - - Salvia 

Dave - this response is taken directly from the NOI and the last para from the MLs. We can drop the last 
para if you like and just go with para 1 & 2. Please advise. 

Q - What is the intention of the federal government; to ban this substance completely or to tighten 
control of access through a regulatory change? 

A; Including these substances within Schedule III to the CDSA would prohibit possession, trafficking, 
possession for the purpose of trafficking. importation, exportation, possession for the purpose of 
exportation, and production (or cultivation). The scheduling of S. divinorum and salvinorin A under the 
CDSA will also enable law enforcement agencies to take action against suspected illegal activities 
involving these substances. 

As this action is not intended to interfere with the use and availability of S. divinorum and/or salvinorin A 
for legitimate medical, scientific or industrial purposes, Health Canada is seeking information from 
stakeholders on whether there are any such uses in Canada. Information received in response to this 
notice will be instrumental in determining appropriate regulation under the CDSA. 

Scheduling these products will reduce the potential risks to the health and safety of Canadians associated 
with their ready availability, with their increased use and their unknown effects. The scheduling of Sa/via 
divinorum and salvinorin A will also eliminate the current misconception that these substances are a safe 
alternative to other illegal drugs. Furthermore, the scheduling will also enable law enforcement agencies 
to take action against suspected illegal activities involving these substances. 

Christine Roush 
Senior Communications Advisor/ 

Gary Holub Hi Christine, Nicole, Not sure whether our MLs h ... 2011-02-21 04:13:29 PM 

From: Gary Holub/HC-SC/GC/CA 
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To: 
Cc: 
Date: 
Subject: 

Christine Roush/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
Dave Stephens/HC-SC/GC/CA@HWC, Alastair Sinciair/HC-SC/GC/CA@HWC 
2011-02-2104:13 PM 
Media query - CBC Sask - Salvia 

5.19(1) 

---------------------------------------------
Hi Christine, Nicole, 

Not sure whether our MLs have anything to specifically address this Q - the deadline is rather tight.. .. 

Citing the statement (italics added for reference) in the news release: 
« The Notice to Interested Parties proposes that Salvia divinorum and its main active ingredient 
salvinorin A be added to Schedule III to the Controlled Drugs and Substances Act. This means that 
activities such as possession, trafficking, possession for the purpose of trafficking, importation, 
exportation, possession for the purpose of exportation, and production (or cultivation) would be illegal 
unless authorized by regulation. 
Q - What is the intention of the federal government; to ban this substance completely or to tighten 
control of access through a regulatory change? 

Deadline: 6pm (EST) 

*** 

Thanks, 
Gray 

Gary Scott Holub 
Media Relations Officer I Agent des relations avec les medias 
Regulatory Communications and Media Relations Division I Division des communications reglementaires 
et des relations avec les medias 
Health Canada I Sante Canada 
(t) 613.954.4807 
(e) gary.holub@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
----- Forwarded by Gary Holub/HC-SC/GC/CA on 2011-02-21 04:12 PM -----

I 'I H'e' Ith·" Sa"n"""" " 
''tCa~ad~tanrJ~ 

Media Enquiry - Demande mediatique 

Name/Nom: 
TelephonelTelephone: 
Cell Telephone!Tf3lephone cellulaire : 

Email/Courriel : 
Date and Time Received 
Date et Heure de reception: 2011-02-21 

SubjecUObjet : 

di.iestiorl': 

04:03:23 PM 

Add t() the.9uestiof1/ajouterCllaquesti0f1J 

2011-02-21 4:03:24 PM (Gary Holub) 

CBC, Saskatoon 

Media/Media: CBC Radio Saskatchewan 
Language/Langue: English-anglais 
FaxITelecopieur: 

Date Completed 
Date d'acMvement : 
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... 

What are the Government's intentions re: salvia? 

Citing the statement (italics added for reference) in the news release: 
« The Notice to Interested Parties proposes that Salvia divinorum and its main active ingredient 
salvinorin A be added to Schedule III to the Controlled Drugs and Substances Act. This means that 
activities such as possession, trafficking, possession for the purpose of trafficking, importation, 
exportation, possession for the purpose of exportation, and production (or cultivation) would be il/egal 
unless authorized by regulation. 
Q - What is the intention of the federal government; to ban this substance completely or to tighten 
control of access through a regulatory change? 

Deadline: 6pm (EST) 

*** 

Response/Reponse : 

Add to the Response/ajouter a la reponse 

Add to the Action I aken/aj()utE!r('lu rnE!sLJre!)pri!)E!sJ 

2011-02-21 4:11 :38 PM (Gary Holub) 
Sent to Christine, Nicole, Dave Ste, Alast 

Interview with spokesperson granted/Entrevue avec porte-parole accorde: 0 Yes-Qui. No-Non 

Branch/Direction generale : 

Spokesperson/Porte-parole: Telephone/Telephone: 
Reporter's Deadline Story Run Date 
Heure de tomMe du journaliste : Date de parution de I'article : 
Priority/Priorite : Regular Status/Rapport de situation: Follow-up 

CommentlCommentaire : . -I 

AttachmentslPieces jointes : . "·-1 

_______ . ______ J 

Media Relations Qfficer/Agente de relations avec les medias: Gary Holub 

Edit Histo~storiq,",-ue=-=de::.::s:...:r-=e~vi=si=o,-"ns==--_____________________________ --' 

Send To I TranSrr1ettre a : : Tim Vaii/HC-SCiGCiCA .Jenny VanAlstyneiHC-SClGC/Cr'\; Walren Braun/HC-SC/(,CiC/\ 
Branch fiecipient: 

:~~~ Tilll '/:lll!OLl=,lC·SC/O=C;C!C=CA CN=Jpnny VanAisiyne/OU=HC-SC/O=GC/C=CA, CN=Warren 
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Re: Fw: URGENT MEDIA ENQUIRY - Salvia, 
DEADLINE 

(La Presse) - COB 

LouiB Proulx to: Christine Roush, Brenda Paine 
CSTD-DGO, Denis Arsenault, Jesse Arnup-Blondin, Jocelyn Kula, Linsey Hollett, 
Stephanie Chandler 

Thanks Christine: 

Please note that Brenda is AJDG today. Cheers. 

Louis Proulx 
TellTel: (613) 954-5851 
Cell: (613) 447-1762 

2011-02-21 04:42 PM 

5.19(1) 

Christine Roush FYI only - we provided the following response to ... 2011-02-21 04:40:40 PM 

From: 
To: 
Cc: 

Date: 
Subject: 

Christine Roush/HC-SC/GC/CA 
Louis ProulxlHC-SC/GC/CA@HWC 
CSTD-DGO, Denis ArsenauIVHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, 
Jesse Arnup-Blondin/HC-SC/GC/CA@HWC, Linsey HoliettlHC-SC/GC/CA@HWC, Jocelyn 
Kula/HC-SC/GC/CA@HWC 
2011-02-21 04:40 PM 
Fw: URGENT MEDIA ENQUIRY - Salvia - (La Presse) - COB DEADLINE 

FYI only - we provided the following response to this media inquiry from approved text: 

Q1A - What is the legal status of salvia? If I have this substance right now, can I be arrested or fined? 

A 1 A - Though it is a hallucinogen, the plant Salvia divinorum is not currently scheduled under the CDSA. 
To date, Health Canada has not authorized for sale any natural health products which contain Salvia 
divinorum as an ingredient. The sale of unauthorized natural health products containing Salvia divinorum 
or its active ingredient salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. The Natural Health Products 
Regulations do not apply to the possession of natural health products andlor ingredients for personal use. 

Q2 - Is the addition of salvia to the list of controlled substances effective as of today? 

A2 - No. The first step in the process of scheduling a substance under the CDSA is the publication of a 
Notice to Interested Parties (NOI) in Canada Gazette, Part I, which was published on February 19, 2011 
for a 3~-day comment period, ending March 21, 2011.This Notice provides interested stakeholders with 
the opportunity to provide comments on Health Canada's proposal to add Salvia divinorum and its main 
active ingredient salvinorin A to Schedule III to the CDSA. Any comments received are considered during 
the preparation of a regulatory proposal. There will be additional opportunities for comment as the federal 
regulatory process progresses, which usually takes about 18 to 24 months to complete. 

Q3 - What is salvia? 

Health Canada has developed an It's Your Health article about Salvia divinorum to help inform the general 
public about the risks associated with the use of this plant. The article can be found on the Health Canada 
website at: 

http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/sa Ivia-eng. php 

002921 



http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-fra.php 

Christine Roush 
Senior Communications Advisor/ 

Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail /courriel:christine_roush@hc-sc.gc.ca 

----- Forwarded by Christine Roush/HC-SC/GC/CA on 2011-02-21 04:38 PM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Leslie Meerburg/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
Dave Stephens/HC-SC/GC/CA@HWC 
2011-02-21 03:13 PM 
URGENT MEDIA ENQUIRY - Salvia - (La Presse) - COB DEADLINE 

5.19(1) 

.---~--<--~<------

Good afternoon, 

We've received a media enquiry from with La Presse. Her deadline is COB. The 
questions look to be relatively straightforward. I don't have an approved version of the media lines yet, but 
I suspect the answer will lie within. 

I've enclosed the questions in both French and English. 

Q1 - Quel est Ie statut juridique de la salvia? Par exemple, si je possede presentement cette substance, 
puis-je etre arretee ou etre passible d'amende? 
Q2 - Est-ce que I'ajout de cette substance a la liste des substances contr61ees est en vigueur a partir 
d'aujourd'hui? 
Q3 - Qu'est-ce que la salvia? 

Q1 - What is the legal status of salvia? i.e., if I have this substance right now, can I be arrested or fined? 
Q2 - Is the addition of salvia to the list of controlled substances effective as of today? 
Q3 - What is salvia? 

Please advise if we will have responses before COB. 

Thanks, 

Leslie. 

Leslie Meerburg 
Media Relations Officer I Agente des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada I Sante Canada 
(t) 613.957.1803 
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(e) leslie.meerburg@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
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Fact Sheet - Salvia divinorum 

I~I Honith Simla 
C']l1acl<.J Canada 

Home> About Health Canada> Media Room> News Releases 

About Health Canada· 

Fact Sheet 
February 2011 

C 1,·, anaca 

[··~~~~··~~i~~~~·;··H·~·~~~·~··G~~~;~~~~·~·~~k~~"~·~~~·~~·~~··~~·~~~~t··F~·~·ii;~~"··"···········"········ ......................................... ) 
~ .. ---.. -..... ~ .... -....................................................................... -.................................... -.................................................. _--............ _ ....... _-_ ..... _ ........... _-................... _-- .......... _-...... --...... -.... --.......... __ ..................... _ .. -.......... ---......................... .. 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Certain websites 
promote the use of S. divinorum as a "legal" alternative to street drugs. The products are sold in a 
number of forms, including fresh or dried leaves, liquids or seeds and plant cuttings for growing 
purposes. 

Canadians should not use products containing S. divinorum and/or salvinorin A because they are 
hallucinogenic and little is known about the long-term effects of these substances on the brain and 
body; how it interacts with other substances, including other drugs, natural health products and 
alcohol; and the potential of S. divinorum to produce physical dependence and/or addiction. 

Risks Associated with the Use of Salvia divinorum 

5. divinorum is known to have both physical and mental effects, which may include: 

• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-body experiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 

Legal Status of Salvia divinorum 

In Canada 

S. divinorum currently meets the definition of a natural health product (NHP) under the Natural 
Health Products Regulations. As of February 2011, Health Canada has not authorized for sale any 
natural health products which contain S. divinorum as an ingredient. The sale of unauthorized natural 
health products containing S. divinorum or its main active ingredient salvinorin A may be subject to 
compliance and enforcement action by Health Canada under the Food and Drugs Act. 

While S. divinorum and salvinorin A are not currently scheduled under the Controlled Drugs and 
Substances Act (CDSA), Health Canada has issued a Notice to Interested Parties which proposes to 
include S. divinorum and salvinorin A as controlled substances under the CDSA. This means that 
activities such as possession, trafficking, importation, exportation, production (or cultivation), 
posseSSion for the purpose of trafficking or posseSSion for the purposes of exporting would be illegal 
unless authorized by regulation 
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Fact Sheet - Salvia divinorum 

In Other Countries 

Several countries including but not limited to Australia, Belgium, Germany, Italy and Japan, have 
placed similar controls on the import and/or sale of S. divinorum and/or salvinorin A. 

In the United States, S. divinorum and salvinorin A are not regulated under the Controlled Substances 
Act, but a number of individual states have placed similar restrictions on their sale and/or import. 

Research on the use of Salvia divinorum in Canada? 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 
1.6% of Canadians aged 15 years and older have reported using S. divinorum at least once in their 
lifetime, with a much higher rate of use (7.3%) in youth aged 15-24. The results from the Canadian 
2008-2009 Youth Smoking Survey also show that 5% of 15 year olds have used S. divinorum in the 
past year. The 2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of 
Ontario students in grades 7-12 reported ever using S. divinorum and 4.4% of these students 
reported using this substance in the past year. 

Need More Info? 

For information on how to submit a consumer or trade complaint about the unauthorized sale of 
health products containing S. divinorum please consult the following documents: 

• COns\jmers 
• Trade Or contact the Health Products and Food Branch Inspectorate directly by calling 

toll-free 1-800-267-9675. 

To report an adverse reaction or interaction involving any health product, contact Health Canada at 1-
866-234-2345 (toll free in Canada), or visit the fiegfffectCJJDiH:!q web section at: 
www-1J_~QJth-,9c~c_glm edrlfeg 

For more information on the risks of using Salvia, please see It's Your Health. 

Date Modified: 2011-02 -21 
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It's Your Health - Salvia divinorum 

1+1 Health Sante 
Canada Canada C I,·, anaca 

Home> Healthy Living> It's Your Health> Lifestyles 

Salvia divinorum 

It's Your Health 

On this page: 

• Jb~Jssw~ 
• gisks_AssQ-<=lQle_dwjttLth~_U~e_.QLSa lylc;Ld ivi nQfU m 
• Minimizing Your Risk 
• l,egaL5ti.:ltus-.OLSaLyjiuiiyi nOrLHTI 
• Background 
• HeQLt\J~Canada~s_RQle 
• Need Mo[eJnfQ{ 

The Issue 

Salvia divinorum (5. divinorum) is a species of sage belonging to the mint family, Some street names 
for 5. divinorum include: Sally D, Lady Sally, Maria pastora, ska Maria pastora, ska pastora, diviner's 
sage, magic mint, puff, incense special, and salvia. 

Certain websites promote the use of 5. divinorum as a "legal" alternative to street drugs. Recent 
Canadian surveillance data indicates that Canadian teens and young adults are using 5. divinorum for 
its ability to produce-:';" balll,LQo_Cltions. Scientific reports also suggest that it has the potential for 
abuse. 

Canadians should not use products containing 5. divinorum and/or salvinorin A because they are 
hallucinogenic and little is known about the long-term effects of these substances on the brain and 
body. There is also no way to predict how it will affect you with each use. 

In light of this information, Health Canada is proposing to schedule both 5. divinorum and its main 
active ingredient salvinorin A under Schedule III to the c.. Controlled Drugs anc;LSubstances Act 
(CDSA) in order to protect the health and safety of Canadians, particularly youth. 

Risks Associated with the Use of Salvia divinorum 

S. divinorum is known to have both physical and mental effects. The effects of 5. divinorum, which 
vary from person to person, are often described as unpleasant and may include the following: 

• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-bodyexperiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 
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It's Your Health - Salvia divino rum 

There is no way to predict what effect this substance may have on you. In addition, the effects may 
differ from one use to the next, depending on factors such as: 

• the potency of the product 
• how much is used 
• the purity of the product (products that contain S. divinorum may be mixed with other 

substances) 
• how it is taken, for example, whether the product is chewed, swallowed or smoked 
• the user's mood and expectations 

While scientists know which brain receptors are targeted by the main active ingredient, salvinorin A, 
very little is known about the following: 

• how it affects the brain overall, including whether there are any long-term effects or if it can 
cause permanent damage 

• how it interacts with other substances, including other drugs, na_turgLhealth products and 
aKQhol 

• the potential of S. divinorum to produce physical dependence and/or addiction 

Minimizing Your Risk 

Hallucinogens like S. divinorum work by modifying functions in the brain. Health Canada recommends 
that you should not use S. divinorum because little is known about the long-term effects it may have 
on your body and/or brain functions. There is also no way to predict how it will affect you with each 
use. Just because a drug is plant-based or "natural", does not mean that it is safe. 

Also, if you have children, talk to them about peer pressure and the risks of using e. iLleggLdn.Jgs, 
such as marijl)Cloa, cQcqioe, e-<;::;;J:g~'y:', J...~_Q and e,·othecsubstances that distort reality. See the Need 
MQreJnfo section below for links to resources that can help you with this. 

Legal Status of Salvia divinorum 

As S. divinorum is a plant with hallucinogenic properties when consumed by humans, it currently 
meets the definition of a natural health product (NHP) under the Nqtlj[9LHf;gltI]J~.[Qdlj(;t$_8f;91j!gtion$. 
As of February 2011, Health Canada has not authorized for sale any natural health products which 

contain S. divinorum as an ingredient. The sale of unauthorized natural health products containing S. 
divinorum or its main active ingredient salvinorin A may be subject to compliance and enforcement 
action by Health Canada under the tC- EooQJ3[1QQrugs_A(t.. 

While S. divinorum and salvinorin A are not currently scheduled under the CQot.r..ol/eaQru9$...qOQ 
5ubs.tCJnces.Act(CQSA1, Health Canada has issued a Notice to Interested Parties which proposes to 
include S. divinorum and salvinorin A as controlled substances to the CDSA. This means that 
activities such as possession, trafficking, importation, exportation, production (or cultivation), 
possession for the purpose of trafficking or possession for the purposes of exporting would be illegal 
unless authorized by regulation. 

In Other Countries 

Several countries including but not limited to Australia, Belgium, Germany, Italy and Japan, have 
placed similar controls on the import and/or sale of S. divinorum and/or salvinorin A. 
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It's Your Health - Salvia divinorum 

In the United States, S. divinorum and salvinorin A are not regulated under the Controlled Substances 
Act, but a number of individual states have placed similar restrictions on their sale and/or import. For 
example, several states have made it illegal to manufacture, distribute, import/export, possess, use, 
buy and/or sell S. divinorum and/or salvinorin A to various degrees, while others have placed 
restrictions on distribution. In some states, for example, it is illegal for S. divinorum to be sold to 
anyone under the age of 18. 

Background 

The leaves of this plant have been used traditionally by the Mazatec people for medicinal and mystical 
purposes. 

The products are sold in a number of forms, including fresh or dried leaves, liquids or seeds and plant 
cuttings for growing purposes. 

Results from the CC'Jilq/jjanll,lcohol and Drug Use Monitoring Survey (CADUMSl reveal that, in 2009, 
1.6% of Canadians aged 15 years and older have reported using S. divinorum at least once in their 
lifetime, with a much higher rate of use (7.3%) in youth aged 15-24. The results from the Cani;Ldian 
2QQ8~2QQ9YoutfLSmokingS!JJyey also show that 5% of 15 year olds have used S. divinorum in the 
past year. The <!-·Z.QQ9 Ontario Student On!JLllse and Health Survey (OSDUHS) indicated that 5.4% 
of Ontario students in grades 7-12 reported ever using S. divinorum and 4.4% of these students 
reported using this substance in the past year. For more information on these surveys, see the Need 
MoreJaio section below. 

Health Canada's Role 

As noted above, in light of the health and safety risks associated with the use of S. divinorum and 
particularly the risks to youth, Health Canada is taking steps to schedule S. divinorum and salvinorin 
A under the Controlled Drugs and Substances Act. 

Need More Info? 

For information on how to submit a consumer or trade complaint about the unauthorized sale of 
health products containing S. divinorum please consult the following documents: 

• HQW_t!:L~UQillLLc)CQO~u meU::oillPlgJnt 
• How ... toSLJomftgTradeCQmplglot 

Or contact the HeClJth Prodw::ts.and fQQd. 6[C)och JnSQe.hto[gte.directly by calling toll-free 1-800-267-
9675. 

To report an adverse reaction or interaction involving any health product, contact Health Canada at 1-
866-234-2345 (toll free in Canada), or visit the Mec!EffectCanfldq web section 

For information about the Government of Canada's e. NationaLAnti:-DcugStcategy The Prevention 
section on this site has a number of helpful resources for parents, including: 

• Iipson.Ta.L15iOg.to_YQULTe.engQe.c 
• ':;"'Y':!h.C)t.tQ.QojtYQULTe~!lJsJ.J.sinQ.Q[l,JgS 
• Health Canada's NQt4Me. youth drug prevention section 

Information on natural health products and the NatCJrflLfieqlth ELOdlJJdS....BegylatiQQs. 
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It's Your Health - Salvia divinorum 

For more on the surveys that have collected information about Salvia divinorum use in Canada, see: 

• .:;.. Tb~2QDJ3-=2QQ~:LY_Quth5J:rLO ki Q~LSlJJVe'i 
• Tbe2_0Q9CaoadJanAI cobQLandDIU9_Us.f:Lf'1onttoIIngSJ)O!ey 
• c. Tbe.?QQ9 ... QntaIioStudent .... PcugJ,Ls.eaodJ::!eaJthSlJrYeY 

Additional Resources: 

• U.S. Drug Enforcement Administration: Drugs and Chemicals of Concern: C.·5qlviqJiivioQ[um 
Cifl c:LSg/ viOQ[inA 

• U.S. Department of Health & Human Services, C. Na1:1QD_aLS~l,JrveY_Jill-.Drug_Use and Health: Use 
QLSItecifjcJ:iaJJ!Ji:LQQgen2~~006 

For additional articles on health and safety issues go to the It's Your Health web section at. 

You can also call toll free at 1-866-225-0709 or TTY at 1-800-267-1245* 

Original: February 2011 
© Her Majesty the Queen in Right of Canada, represented by the Minister of Health, 2011 

Date Modified: 2011-02-18 
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.. Harper Gove111ment Takes Action to Protect Families 

.+. HOilllh San1e 
Canaela Canada 

Home> About Health Canada> Media Room> News Releases 

About Health Canada 

HarpiitCro'lernmti'niMfaRe!lActlon 10 Protect families 

News Release 
2011-29 
February 21, 2011 
For immediate release 

Canada 

pP ••• _ .. _____ .. _ .. _________ • ______ .. ___________ .. ________________________ .. _________ ... _____________ .... _________ .. ______________________ ... _ .. _____________ ....... ________ ...... ___ .... ______ ........ _____ •• ____ ...... _ .. _________ ........ __ .. __ .. __ ..... ___ " 

l_~~_~~~_~_~_~~_~ __ ~_~_~~_~~_:~~~_~~_~~~_~ _________________________________________________________________________________________________________________________________________________________ .1 

OTTAWA - Today, the Honourable Christian Paradis, Minister of Natural Resources, and MP Shelly 
Glover (Saint Boniface), Parliamentary Secretary to the Minister of Finance, announced on behalf of 
the Honourable Leona Aglukkaq, Minister of Health, the Harper Government's proposed intention to 
include Salvia divinorum and salvinorin A, also known as Salvia, as controlled substances. A Notice to 
Interested Parties outlining Health Canada's proposal was published in Canada Gazette, Part I, on 
February 19, 2011. 

"After reviewing Canadian surveillance data and scientific reports that suggest this substance has the 
potential for abuse, especially among young people, we are taking these steps to protect the health 
and safety of Canadians from the harmful effects of this substance," said Minister Paradis. 

"As a mother and police officer, I am pleased to see our Government take action to help parents 
protect their children from this dangerous substance," said P.S. Glover. 

The Notice to Interested Parties proposes that Salvia divinorum and its main active ingredient 
salvinorin A be added to Schedule III to the Controlled Drugs and Substances Act. This means that 
activities such as possession, trafficking, possession for the purpose of trafficking, importation, 
exportation, possession for the purpose of exportation, and production (or cultivation) would be illegal 
unless authorized by regulation. The scheduling of Salvia divinorum and salvinorin A as a controlled 
substance would also enable law enforcement agencies to take action against suspected illegal 
activities involving these substances. 

Interested parties are encouraged to submit any comments regarding the Notice to Interested Parties 
by March 21, 2011. 

For more information on Salvia divinorum and the risks associated with its use, please see les..Y..QJ1L 
H~gjJh. 

Media Enquiries: 
Health Canada 
(613) 957-2983 

Jenny Van Alstyne 
Office of the Honourable Leona Aglukkaq 

-30-
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• Harper Govemment Takes Action to Protect Families 

Federal Minister of Health 
(613) 957-0200 

Public Enquiries: 
(613) 957-2991 
1-866 225-0709 

Date Modified: 2011-02-21 
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Health Canada proposes ban on hallucinogen salvia 

The Canadian Press 

Updated: Sat. Feb. 192011 8: 18 AM ET 

OTTAWA - The federal government is proposing to ground "pyschonauts" from taking any more 
psychedelic trips on salvia divinorum. 

Health Canada has posted notice of its intention to ban the potent hallucinogenic herb and its 
active ingredient, salvinorin A. 

It is proposing to add both to the Controlled Drugs and Substances Act, making it illegal to 
produce, possess, traffic, import or export the substances. 

The notice, posted Feb. 4 on the Canada Gazette, gives stakeholders 30 days in which to 
comment. 

Currently, salvia --also known as magic mint and diviner's sage -- is considered a natural health 
product. As such, it is supposedly illegal to sell it without authorization from Health Canada. 

Health Canada has given no such authorization but the agency appears to have done little to 
enforce its regulations. 

Salvia is readily available at head shops across the country and through the Internet, touted as a 
perfectly legal hallucinogen. As recently as last fall, head shops within a stone's throw of 
Parliament Hill were openly selling vials of salvia extract for $20 to $80 per gram, depending on 
the potency. 

Users of salvia have sometimes referred to themselves as psychonauts on YouTube videos of their 
trips 

Police have long complained they're powerless to halt the sale of salvia, which has been known to 
produce some adverse reactions, including one case reported by Health Canada in 2006 in which 
an incoherent, suicidal teenage boy threatened to kill police officers. Police have no jurisdiction to 
enforce natural health product regulations. 

Adding salvia divinorum and salvinorin A to the Controlled Drugs and Substances Act would finally 
"enable law enforcement agencies to take action against suspected illegal activities involving these 
substances," Health Canada says in the notice. 

It adds that salvia has been "reported to be one of the most prevalent herbal products used as an 
alternative to illicit drugs." 

The Canadian Alcohol and Drug Use Monitoring Survey in 2009 found 7.3 per cent of youths aged 
15-24 reported having used salvia at least once. 

Because the effects of salvia are similar to those of LSD and other controlled hallucinogenic drugs, 
"Health Canada is concerned that the ready availability and use of S. divinorum poses a risk to the 
health and safety of Canadians, particularly youth," the notice says. 

Other countries, including Australia, Belgium, Denmark, Finland, Germany, Italy, Spain and 
Sweden, have already regulated or banned salvia, as have some dozen states in the U.S. 

© 2010 C'TVg!obetnedia All Rights Reserved. 
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Fw: CTV National News - Government mulls ban of drug "salvia" - February 
21 2011 - 23:00 
Christine Roush to: Suzanne Desjardins, Jocelyn Kula 

Denis Arsenault, Stephanie Chandler, Michael Assad, Nicole 
Prentice 

2011-02-2209:24 AM 

I don't know where the reporter got the following statistics: STUDIES SHOW 17% OF 15 TO 24 YEAR 
OLDS USED SALVIA IN 2009. THAT'S LITTLE COMPARED TO CANADA BUST AT -- CANNABIS AT 
26%. 

These are the revised stats we are using from Suzanne last night: 

A5 - Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, 1.6% of Canadians aged 15 years and older have reported using Salvia divinorum at 
least once in their lifetime, with a much higher rate of use (7.3%) in youth aged 15-24. The 
results from the Canadian 2008-2009 Youth Smoking Survey also show that 5% of students 
grades 7-12 have used Salvia divinorum in the past year. This represents about 123,000 Canadian 
high-school students. The 2009 Ontario Student Drug Use and Health Survey (OSDUHS) 
indicated that 5.4% of Ontario students in grades 7-12 reported ever using Salvia divinorum and 
4.4% of these students reported using this substance in the past year. 

Christine Roush 
Senior Communications Advisorl 

From: HC_Media SC/HC-SC/GC/CA 
To: 
Date: 2011-02-22 07:06 AM 
Subject: CTV National News - Government mulls ban of drug "salvia" 
- February 21 2011 - 23:00 
Sent by: Hisham Kelati 

Distribution group/Groupe de distribution: Natural Health Products -
Produits de sante naturels - HPFB/DGPSA, Controlled Substances -
Substances controlees - HECSB/DGSESC, Health Care - Soins de sante, 

CTV National News 
February 21 2011 
23:00 
Government mulls ban of drug "salvia" 

TO HEALTH NEWS NOW AND NEW CONCERNS ABOUT A PLANT MANY CANADIANS HAVE NOT 
HEARD ABOUT. IT'S CALLED SALVIA. AS GENEVIEVE BEAUCHEMIN REPORTS, OTTAWA 
SAYS IT'S TIME SALVIA WENT FROM NATURAL HERB TO ILLEGAL SUBSTANCE. 
Reporter: ALONG SIDE HEMP CLOSING AND BOUTIQUE UTOPIA, A PSYCHEDELIC HERB 
THAT THE GOVERNMENT NOW WANTS TO BAN. 
OR YOU MIGHT JUST BE LAUGHING OR YOU MIGHT FEEL LIKE YOU WANT TO -- YOU 
KNOW, YOU FEEL ENERGIZED. 
Reporter: SALVIA CAUSES HALLUCINATIONS AND WHAT SOME USERS DESCRIBE AS AN 
OUT-Of-BODY EXPERIENCE. 
BUT IT HAS GARNERED MUCH ATTENTION BECAUSE OF THE HOLLYWOOD STORIES. 
Reporter: STORIES LIKE TEEN STAR MILEY CYRUS WHO INHALED ON A VIDEO LAST 
YEAR. THE SALE 
ISN'T LICENSED BY CANADA, BUT IT'S ALSO NOT ILLEGAL. THE GOVERNMENT SAYS 
THERE HAS BEEN ADVERSE REACTIONS AND IT IS TIME TO INCLUDE IT IN THE 
CONTROLLED DRUGS AND SUBSTANCES ACT LIKE MARIJUANA, COCAINE. 
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WE.RE TAKING PRO-ACTIVE MEASURES TO ENSURE THAT WE ADDRESS SALVIA RIGHT 
NOW. BECAUSE WE WANT TO MAKE SURE THAT OUR KIDS ARE SAFE. 
Reporter: SAFE FROM MEMORY LOSS, HALLUCINATIONS, ANXIETY, AND POTENTIAL 
LONG-TERM EFFECTS SAYS HEALTH CANADA. 
VERY LITTLE CONTROLLED STUDIES HAVE BEEN DONE ON THE EFFECTS OF SALVIA ON 
THE BODY. 
Reporter: BUT AT UTOPIA, ALEX SAYS THAT LACK OF EVIDENCE IS ACTUALLY PART 
OF THE REASON HE'LL BE PUSHING BACK AGAINST THE BAN. HE SAYS THERE'S MORE. 

IT WOULD BE THE WORST OF ALL WORLDS. IF WE BAN IT, WE GIVE A NEW INCOME 
SOURCE TO ALL CRIMINAL ORGANIZATIONS. 
Reporter: BUT HE DOES SAY HE'LL BE SUGGESTING IT BE RESTRICTED AS IT IS IN 
SOME STATES SOUTH OF THE BORDER WHERE IT IS ILLEGAL TO SELL SALVIA TO 
THOSE UNDER 21, JUST LIKE ALCOHOL. BEFORE FINALIZING ITS DECISION TO 
INCLUDE SALVIA AS A CONTROLLED SUBSTANCE, 
-END-

You are receiving this e-mail because you are subscribed to the 
distribution group identified at the top of this e-mail message. If you 
wish to unsubscribe from this group, please reply to this message or send 
a request to HC_Media_SC@hc-sc.gc.ca 
Thank you. 
Media Monitoring Team 
Health Canada 

Vous recevez ce courriel parce que vous faites partie du groupe de 
distribution qui apparait en haut du present courriel. si vous desirez que 
votre nom soit retire de ce groupe, veuillez repondre a ce courriel et 
demander que votre nom soit retire ou envoyer une demande a 
HC_Media_SC@hc-sc.gc.ca 
Merci. 
L'Equipe de surveillance des medias 
Sante Canada 
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QUESTION PERIOD NOTE 

NOTE POUR LA PERI ODE DE 
QUESTIONS 

SUBJECT - SUJET 

English: 

DRUGS - SALVIA DIVINORUM 
Francais: 

DROGUES - SALVIA DIVINORUM 

SYNOPSIS - SOMMAIRE 

English: 

EMBARGOED UNTIL FEBRUARY 19, 2011. 

Date: February 14,.2011 

Classification HECS PROTECTED - SESC 
PROTEGE 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus 
on its legality. Recently, a number of media reports have commented on a YouTube video which 
reportedly shows a young celebrity smoking Salvia divinorum. Canadian surveillance data 
indicates that this substance is being used by adolescents and young adults for its hallucinogenic 
properties, and there have also been several reports from scientific sources indicating that Salvia 
divinorum has a potential forabuse. 

ANTICIPATED QUESTION - QUESTION PREVUE 
English: 

What is Health Canada doing to protect young Canadians from the potential 
adverse effects associated with the use of Salvia divinorum? 
Francais: 

Quelles mesures Sante Canada prend-il pour proteger les jeunes Canadiens contre 
les effets indesirables possibles lies a I'utilisation de la Salvia divinorum? 
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English: 

• Health Canada is proposing to regulate Salvia as a 
controlled substance in order to protect the health and 
safety of Canadians, particularly youth. 

• Health Canada has published a Notice to Interested Parties 
in Canada Gazette, Part I, to give Canadians the 
opportunity to provide comments on its proposal to regulate 
Salvia as a controlled substance. 

• The regulation of Salvia would make possession, 
trafficking, importation, exportation, and production illegal 
unless authorized by regulation. 

Francais: 

BACKGROUND-CONTEXTE 
English: 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum include: Sally 0, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Both the plant S. divinorum and its main active ingredient salvinorin A are known to have physical and mental 
effects which are often described as unpleasant, including: 
• hallucinations 
• dysphoria (feeling anxious, depressed or restless) 
• out-of-bodyexperiences 
• uncontrollable laughter 
• loss of consciousness 
• short-term memory loss 
• lack of physical coordination 
• slurred speech and awkward sentence patterns 
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Recent surveys indicate that Canadian youth are trying this substance which could be dangerous to their health. 
Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of 
Canadians aged 15 years and older have reported using Salvia divinorum at least once in their lifetime, with a 
much higher rate of use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth 
Smoking Survey also show that 5% of 15 year olds have used Salvia divinorum in the past year. The 2009 
Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 
reported ever using Salvia divinorum and 4.4% of these students reported using this substance in the past year. 

Current Situation in Canada 
As Salvia divinorum is a plan with hallucinogenic properties when consumed by humans, it currently meets the 
definition of a natural health product (NHP) under the Natural Health Products Regulations. To date, Health 
Canada has not licensed for sale any natural health product which contains Salvia divinorum as an ingredient. 
The sale of unauthorized natural health products containing Salvia divinorum or its active ingredient salvinorin A 
may be subject to compliance and enforcement action by Health Canada under the Food and Drugs Act . 

Health Canada is proposing that S. divinorum and Salvinorin A be included in Schedule III to the CDSA. This 
would mean that the possession, trafficking, importation, exportation and production of Salvia divinorum and 
salvinorin A would be illegal unless authorized by regulation. The regulation of Salvia divinorum and Salvinorin A 
as controlled sUbstances would allow law enforcement to take action against illegal activities involving this 
substance. 

International Control of S. divinorum 
Neither Salvia divinorum nor its main active ingredient salvinorin A are listed under the United Nations Drug 
Control Conventions; asa result, they do not have to be regulated as controlled substances in any of the 
countries (including Canada) that are signatories to these Conventions. The proposal to include Salvia 
divinorum and salvinorin A in Schedule III to the (CDSA) is consistent with actions taken by several countries 
(e.g. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, Norway, South Korea, Spain and Sweden) 
that have also placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual 
U.S. states have also implemented laws restricting their use, sale and/or distribution. 

Contact/Personne ressource : Tel. no.lNo de tel. Approved by/ Approuve par Tel. no.lNo. de tel. 
Denis 613-957-6828 Paul Glover, ADM 946-6701 
ArsenaultIHC-SC/GC/CA (RECS/SESC) 

Mobile! Title! Mobile! 
Cellulaire: 613-296-4239 Titre: Cellulaire: 

Alternate! rrelephone! 
Secondaire: Irelephone: 613-952-2177 
Jocelyn Kula 

Mobile! 
Cellulaire: 613-797-2103 

Date Prepared/Prepare Ie : 2010-09-07 

Prepared by/Prepare par: Stephanie Chandler Phone/ No de tel. : 613-946-0124 

Office/Bureau : CSTD - Office of Controlled Substances 

Date Contact Signed/ 2011-02-14 
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Signature de Ia personne 
ressource: 

D.G. Verification/ 
Verification par Ie D.E. 

Date D.G. Verified/ 
Date verifie par Ie D.E. : 

Programme: 

Cathy Sabiston 

2011-02-14 

Controlled Substances and Tobacco Directorate 

ADM Approved/ Approbation Paul Glover 
par Ie SMA: (946-6701) 

Branch/ Direction generale : HECS/SESC 

Department/ Ministere : Health Canada / Sante Canada 
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RE: Salvia divinorum - Notice to Interested Parties I Avis d'intentionaux 
parties interessees ~ 
OCS Policy and Regulatory Affairs to:. 2011-02-2201 :46 PM 

oes Policy and Regulatory Aff, Dear I apologize for this inconvenience. 

oes Policy and Regulatory Aft Thank you and I apologize again for the inconvenience 

Dear 

I apologize for this inconvenience. 

Could you send the email I sent back to me 50 I can investigate where this error occurred. 

Thank you 

Isabel Shanahan 

Office of Controlled Substances/Bureau des substances contrOh~es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

John Brocklebank Dear Sir/ Madam, You have sent 15 notices in 5 ... 2011-02-2212:31:01 PM 

From: 
To: 
Date: 

oes Policy and Regulatory Affairs <ocs.policy.and.regulatory.affairs@hc-sc.gc.ca> 
2011-02-2212:31 PM 

Subject: RE: Salvia divinorum - Notice to Interested Parties I Avis d'intention aux parties interessees 

Dear Sir/ Madam, 

You have sent 15 notices in succession of this same message to me. 

Yours truly, 

From: HC-R_AGENT-SC [mailto:hc-r_agent-sc@hc-sc.gc.ca] On Behalf Of OCS Policy and Regulatory 
Affairs 
Sent: Tuesday, February 22, 2011 7:58 AM 
To: Isabel Shanahan 
Subject: Salvia divinorum - Notice to Interested Parties / Avis d'intention aUx parties interessees 
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[Ie fram;ais suit 1 

Dear Sir/Madam: 

The purpose of this email is to advise you that a Notice of Intent to Interested Parties (NOI) 
regarding the following substances was published in the Canada Gazette, Part I on February 19, 
2011: 

• Salvia divinorum 
• Salvinorin A 
The electronic version of the NOI is available at the following website: 
http://www.gazette.gc.ca!rp-pr/p1l20111201l-02-l9/pdflgl-14508.pdf. pages 8-9 in PDF format 
(pages 438-439 in Canada Gazette, Part I). 

This NOI outlines Health Canada's proposal to include Salvia divinorum and salvinorin A in 
Schedule ill to the Controlled Drugs and Substances Act (CDSA). In particular, Health Canada is 
seeking further information from stakeholders as to whether these substances have any legitimate 
industrial, scientific or medical uses in Canada. Information received in response to this notice 
will be instrumental in determining appropriate regulatory controls. 

If you are interested in this process or wish to provide us with information for our consideration 
please do so by March 21,2011. You may send your comments to Stephanie Chandler, 
Regulatory Policy Division, Office of Controlled Substances, Address Locator: 3503D, 123 
Slater St., Ottawa, Ontario, Canada KIA 1B9, by fax at (613) 946-4224 or by email to 
OCS .Policy.and.Regulatory.Affairs@hc-sc.gc.ca 

PLEASE FORWARD THIS EMAIL TO OTHERS WHO MAY BE INTERESTED. 

Should this notification have reached you in error, it would be appreciated if you could please 
forward it to the appropriate person in your organization and ask that person to inform us of this 
by sending an e-mail to:OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca 

Thank you, 

Regulatory Policy Division 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 
Healthy Environments and Consumer Safety Branch 

****************************************************************** 

Madame, Monsieur, 

Le present courriel a pour but de vous informer qu'un Avis d'intention aux parties interessees 
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concernant les substances ci-dessous a ete publie dans la Partie I de la Gazette du Canada, Ie 19 
fevrier 2011: 

• Salvia divinorum (sauge des devins) 
• Salvinorine A 
La version electronique de l' Avis d'intention est disponible a l'adresse Internet 
http://www.gazette.gc.calrp-pr/p1l201112011-02-19/pdf/gl-l4508.pdf, pages 8-9 ,en fonnat 
PDF (pages 438-439 dans la Partie I de la Gazette du Canada ). 

Cet avis d'intention decrit la proposition de Sante Canada qui consiste a inclure la Salvia 
divinorum (sauge des devins) et la salvinorine A dans l'annexe III de la Loi reglementant 
certaines drogues et autres substances . Sante Canada cherche precisement a obtenir plus 
d'infonnation de la part des intervenants afin de detenniner si ces substances ont une utilite 
legitime sur les plans industriel, scientifique ou medical au Canada. Les renseignements qui 
seront obtenus pennettront de prendre des mesures reglementaires appropriees. 

Si vous desirez participer a ce processus ou tout simplement nous fournir de l'infonnation, 
veuillez communiquer avec nous d'ici Ie 21 mars 2011. Vous pouvez envoyer vos commentaires 
par la poste a Stephanie Chandler, Division de la politique reglementaire, Bureau des substances 
controlees, indice de l'adresse : 3503D, 123 rue Slater, Ottawa, Ontario, Canada KIA IB9, par 
telecopieur, au 613-946-4224, ou par courriel a OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca 

VEUILLEZ TRANSFERER LE PRESENT COURRIEL AUX PERSONNES QUI 
POURRAIENT ETRE INTERESSEES. 

Si vous avez reyu cet avis par erreur, nous vous saurions gre de Ie transferer a la perSOnne 
concemee de votre organisation et de lui demander de nous en infonner par courriel a : 
OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca 

Merci. 

Division de la politique reglementaire 
Bureau des substances controlees 
Direction des substances controlees et de la lutte au tabagisme 
Direction generale de la sante environnementale et de la securite des consommateurs 
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RE: Salvia divinorum - Notice to Interested Parties I Avis d'intention aux 
parties interessees ~ 
OCS Policy and Regulatory Affairs to: 2011-02-2202:43 PM 

OCS Policy and Regulatory Aff, Dear, I apologize for this inconvenience. 

OCS Policy and Regulatory Aff, Thank you and I apologize again for the inconvenience __ --; 

Thank you and I apologize again for the inconvenience 

Office of Controlled Substances/Bureau des substances controh~es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

John Brocklebank Here is an example of the repetitive emails with ... 2011-02-2202:19:57 PM 

From: 
To: 
Date: 

OCS Policy and Regulatory Affairs <ocs.policy.and.regulatory.affairs@hc-sc.gc.ca> 
2011-02-2202:19 PM 

Subject: RE: Salvia divinorum - Notice to Interested Parties I Avis d'intention aux partiesinteressees 

Here is an example of the repetitive emails with this same message. 

From: HC-R_AGENT-SC [mailto:hc-cagent-sc@hc-sc.gc.ca] On Behalf Of OCS Policy and Regulatory 
Affairs 
Sent: Tuesday, February 22, 2011 7:30 AM 
To: Isabel Shanahan 
Subject: Salvia divinorum - Notice to Interested Parties / Avis d'intention aux parties interessees 

[Ie fran r;a is suitJ 

Dear Sir/Madam: 

The purpose of this email is to advise you that a Notice of Intent to Interested Parties (NOI) 
regarding the following substances was published in the Canada Gazette, Part I on February 19, 
2011: 

• Salvia divinorum 
• Salvinorin A 
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The electronic version of the NOI is available at the following website: 
http://www.gazette.gc.caJrp-pr/p1l2011l2011-02-19/pdf/gl-14508.pdf, pages 8-9 in PDF fonnat 
(pages 438-439 in Canada Gazette, Part I). 

This NOI outlines Health Canada's proposal to include Salvia divinorum and salvinorin A in 
Schedule III to the Controlled Drugs and Substances Act (CDSA). In particular, Health Canada is 
seeking further infonnation from stakeholders as to whether these substances have any legitimate 
industrial, scientific or medical uses in Canada. Infonnation received in response to this notice 
will be instrumental in detennining appropriate regulatory controls. 

If you are interested in this process or wish to provide us with infonnation for our consideration 
please do so by March 21,2011. You may send your comments to Stephanie Chandler, 
Regulatory Policy Division, Office of Controlled Substances, Address Locator: 3503D, 123 
Slater St., Ottawa, Ontario, Canada KIA 1B9, by fax at (613) 946-4224 or by email to 
OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca 

PLEASE FORWARD THIS EMAIL TO OTHERS WHO MAY BE INTERESTED. 

Should this notification have reached you in error, it would be appreciated if you could please 
forward it to the appropriate person in your organization and ask that person to infonn us of this 
by sending an e-mail to:OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca 

Thank you, 

Regulatory Policy Division 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 
Healthy Environments and Consumer Safety Branch 

****************************************************************** 

Madame, Monsieur, 

Le present courriel a pour but de vous infonner qu'un Avis d'intention aux parties interessees 
concernant les substances ci-dessous a ete publie dans la Partie I de la Gazette du Canada , Ie 19 
fevrier 2011 : 

• Salvia divinarum (sauge des devins) 
• Salvinorine A 
La version electronique de l'Avis d'intention est disponible a l'adresse Internet 
http://www.gazette.gc.caJrp-pr/p1l201112011-02-19/pdf/gl-14508.pdf, pages 8-9 ,en fonnat 
PDF (pages 438-439 dans la Partie I de la Gazette du Canada ). 

Cet avis d'intention decrit la proposition de Sante Canada qui consiste a inclure la Salvia 
divinarum (sauge des devins) et la salvinorine A dans l'annexe III de la Lai reglementant 
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certaines drogues et autres substances . Sante Canada cherche precisement a obtenir plus 
d'information de la part des intervenants afin de determiner si ces substances ont une utilite 
legitime sur les plans industriel, scientifique ou medical au Canada. Les renseignements qui 
seront obtenus permettront de prendre des mesures reglementaires appropriees. 

Si vous desirez participer a ce processus ou tout simplement nous foumir de l'information, 
veuillez communiquer avec nous d'ici Ie 21 mars 2011. Vous pouvez envoyer vos commentaires 
par la poste a Stephanie Chandler, Division de la politique reglementaire, Bureau des substances 
controlees, indice de l'adresse : 3503D, 123 rue Slater, Ottawa, Ontario, Canada KIA IB9, par 
telecopieur, au 613-946-4224, ou par courriel a OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca 

VEUILLEZ TRANSFERER LE PRESENT COURRIEL AUX PERSONNES QUI 
POURRAIENT ETRE INTERESSEES. 

Si vous avez re9u cet avis par erreur, nous vous saurions gre de Ie transferer a la personne 
concemee de votre organisation et de lui demander de nous en informer par courriel a : 
OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca 

Merci. 

Division de la politique reglementaire 
Bureau des substances controlees 
Direction des substances controlees et de la Iutte au tabagisme 
Direction generale de la sante environnementale et de la securite des consommateurs 
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Subject Re: Fw: Letter to the editor requested for today 

From: Christine Roush 

To: Suzanne Desjardins, Jocelyn Kula, "Suzanne Desjardins", "Brenda Paine", Dave Stephens, Michael Assad, 
Jesse Arnup-Blondin 

Date: 2011-02-23 10:56 AM 

Suzanne - I have drafted the letter to the editor. Can you please review and provide input where 
appropriate. I will need your approval and that of Jocelyn's no later than 11 :30 today. In the meantime, I'll 
work on a suitable ending to the letter. 

Response to Editorial in today.doc 

Christine Roush 
Senior Communications Advisorl 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branchl 
Direction genera Ie des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
Telffel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

Suzanne Desjardins Hanan and I are working on this and we shoul... 

From: 
To: 

Suzanne Desjardins/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 

2011-02-2310:32:29 AM 

Cc: Jocelyn Kula/HC-SC/GC/CA@HWC, "Suzanne Desjardins" <SuzanneDesjardins@hc-sc.gc.ca>, 
"Brenda Paine" <brenda.paine@hc-sc.gc.ca>, Dave Stephens/HC-SC/GC/CA@HWC, Michael 
Assad/HC-SC/GC/CA@HWC 

Date: 2011-02-23 10:32 AM 
Subject: Re: Fw: Letter to the editor requested for today 

Hanan and I are working on this and we should have a draft shortly. We could go from there. 
Suzanne 

Christine Roush Jocelyn - I spoke with Suzanne by phone and sh ... 

From: 
To: 

Christine Roush/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2011-02-2310:18:09 AM 

Cc: "Suzanne Desjardins" <SuzanneDesjardins@hc-sc.gc.ca>, "Brenda Paine" 
<brenda.paine@hc-sc.gc.ca>, Dave Stephens/HC-SC/GC/CA@HWC, Michael 
Assad/HC-SC/GC/CA@HWC 

Date: 2011-02-2310:18 AM 
Subject: Re: Fw: Letter to the editor requested for today 
--~------------------------~--------~----------------------------------------
Jocelyn - I spoke with Suzanne by phone and she will be sending me shortly some points I can make in 
the editorial re: the scientific evidence that it is harmful. For the rest of the letter, I will use info from the 
Salvia comms products. Please make yourselves available to review and approve the letter this morning. 
thanks. 
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Christine Roush 
Senior Communications Advisor/ 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

Jocelyn Kula Brenda and Michael are on their way to ADMO r ... 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC 

2011-02-2310:10:10 AM 

Cc: "Suzanne Desjardins" <Suzanne.Desjardins@hc-sc.gc.ca>, "Brenda Paine" 
<brenda.paine@hc-sc.gc.ca>, Dave Stephens/HC-SC/GC/CA@HWC, Michael 
Assad/HC-SC/GC/CA@HWC 

Date: 2011-02-23 10: 1 0 AM 
Subject: Re: Fw: Letter to the editor requested for today 

Brenda and Michael are on their way to ADMO right now for a briefing with Hilary on another matter. 
Suzanne and I can probably make ourselves this morning, although I have a 15 min meeting at 11 :00 that 
cannot be rescheduled. Just send an invite and we can go from there. 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Christine Roush Can we please have a conference call ASAP to ... 

From: 
To: 

Christine Roush/HC-SC/GC/CA 
"Jocelyn Kula" <jocelyn.kula@hc-sc.gc.ca>, "Suzanne Desjardins" 
<Suzanne.Desjardins@hc-sc.gc.ca> 

2011-02-2309:38:24 AM 

Cc: "Brenda Paine" <brenda.paine@hc-sc.gc.ca>, Dave Stephens/HC-SC/GC/CA@HWC, Michael 
Assad/HC-SC/GC/CA@HWC, Dave Stephens/HC-SC/GC/CA@HWC 

Date: 2011-02-2309:38 AM 
Subject: Re: Fw: Letter to the editor requested for today 

Can we please have a conference call ASAP to discuss content of this Letter to the Editor that needs to be 
drafted and signed by both our Minister and Public Safety Minister by noon today. 

Christine Roush 
Senior Communications Advisor/ 

Dave Stephens Head*'s up. Christine will be in touch very soon .... 2011-02-2309:29:58 AM 
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From: Dave Stephens/HC-SC/GC/CA 
To: 

Cc: 

"Suzanne Desjardins" <Suzanne.Desjardins@hc-sc.gc.ca>, "Jocelyn Kula" 
<jocelyn.kula@hc-sc.gc.ca>, "Brenda Paine" <brenda.paine@hc-sc.gc.ca> 
"Christine Roush" <christine.roush@hc-sc.gc.ca> 

Date: 2011-02-2309:29 AM 
Subject: Fw: Letter to the editor requested for today 

Head*'s up. Christine will be in touch very soon. 
Charles Mojsej 

----- Original Message ----
From: Charles Mojsej 
Sent: 2011-02-23 09:26 AM EST 
To: stephanie.durand@ps-sp.gc.ca 
Cc: Ken Polk; Dave Stephens; Alexis M Tervo; Alastair Sinclair; Anne 

Lamar; Karen Robertson 
Subject: Letter to the editor requested for today 

To be signed by both our Ministers. 
We will draft and share before noon 

Attached is the editorial from today's Winipeg Free Press 
No need to ban salvia -

Editorial St. Boniface MP Shelly Glover may well be -- along with all the other parents she insists share 
her fears -- "very worried about the long-term effects" of salvia divinorum, but until that or some other evil 
of smoking this herb is established by scientific evidence, the hallucinogen ought not be banned. There is 
little science that says it is dangerous to human health and safety. 

Salvia, regulated in Canada as a natural health product, has been compared to marijuana, except that it 
produces more often a wild psychedelic trip rather than a cosy high. Those who smoke, inhale or chew it 
can experience an out-of-body sensation or the sense that they become inanimate objects, such as a 
table leg. Others collapse into laughing fits. Infamously, Miley Cyrus was sure that a guy at her party 
looked exactly like her boyfriend. Ms. Cyrus' mini-trip wrote salvia onto the parental watch lists -- who 
would want their newly minted 18-year-old to indelibly imprint their own "this is your brain on salvia" on 
YouTube? Ms. Glover and fellow MPs in the Harper government seem to be taking their drug-watch cues 
from YouTube and the alarmist anecdotes of legislators in other countries who have acted rashly to ban 
salvia, a member of the mint family used traditionally by Mexico's Mazatec natives to produce spiritual 
visions. The hallucinations can be intense, but are short-lived. 

There is no evidence salvia is addictive or toxic. Ms. Glover is probably right on the money when she says 
most parents would not want their children smoking salvia. It should probably be regulated, like alcohol. 
Making an herb's sale, cultivation or possession punishable as a criminal offence, simply because it 
makes people see weird things or act funny, is hammering up a solution to a non-problem. 

Charles Mojsej 
Director General - Directeur general 
Strategic Communications, Communications strategiques 
ph. 613 948-8916 Cell. 613558-0792 Fax 613957-1729 
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Response to Editorial in today's Winnipeg Free Press 
No need to ban salvia· 

We would like to respond to the February 23 editorial on the Government's recent 
proposal to control Sa/via divinorum and salvinorin A .. 

We want to eliminate the misconception that salvia is a safer alternative to street drugs. 

It is not. 

Sa/via divinorum, and its active ingredient salvinorin A, produce powerful hallucinations 
similar to those associated with the use of the well-known hallucinogen LSD, which is a 
controlled substance. Other effects include confusion, disorientation, and anxiety. 

In Canada, about 7% of youth aged 15-24 have tried salvia. This represents about 
300,000 young people - a rate that is similar to that of cocaine and ecstasy, and a rate 
much higher than that of LSD. 

The move to control these substances is also consistent with actions taken by several 
other countries such as Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, 
Norway, South Korea, Spain and Sweden, who have all placed similar controls on the 
import and/or sale of Sa/via divinorum and/or salvinorin A. Some U.S. states have taken 
action to restrict their use, sale and/or distribution. 

A situation where an increasing number of Canadians, and particularly youth, are using 
a potent hallucinogen, which has no demonstrated benefits but known toxic effects, calls 
for controls to reduce access to thgsg substances. This is what the Government of 
Canada is doing by proposing to regulate Jhem under the Controlled Drugs and . 
Substances Act. 
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Response to Editorial in today's Winnipeg Free Press 
No need to ban salvia -

We would like to respond to the February 23 editorial in the Winnipeg Free Press 
commenting on the Government's recent proposal to control,,-S(3!,!iacfivif1()rLJf1}~rtcJ 
salvinorin A, like etHef.-illicit drugs~ 

These substances present potential risks to the health and safety of Canadians, 
particularly our young people, and that is why we are taking this step now. 

We want to eliminate the misconceptions that §.Salvia is a ~safe: alternative to 'street 
drugs·1 _ 

It is not. 

Salvia divinorum, and its active ingredient salvinorin A, produce powerful hallucinations 
similar to those associated with the use of the well-known hallucinogen LSD, which is 
regulated as a controlled substance. Other effects include further alterations in mental 
state such as confusion, disorientation, and anxiety. 

In addition, the risk of experiencing more severe adverse mental and physical reactions 
may increases when §.salvia is consumed along with other psychoactive substances. 

Taken together, these findings strongly suggest that §.salvia does in fact pose a danger 
to the health and safety of Canadians because it can profoundly alter a person's mental 
and potentially physical well-being. 

In Canada, about 7% of youth age 15-24 have tried §.salvia.:..-This represents about 
~300,000 young people - a rate that is similar to that of cocaine and ecstasy, and a 
rate much higher than that of LSD. 

While less information is available regarding the long-term health effects of using salvia 
compared to other drugs like cocaine, this in no way implies that salvia is safe or that it 
does not have long-term effects on health. 

The move to control these substances is also consistent with actions taken by several 
other countries such as Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, 
Norway, South Korea, Spain and Sweden, who have all placed similar controls on the 
import and/or sale of Salvia divinorum and/or salvinorin A. Some U.S. states have also 
taken action to restrict their use, sale and/or distribution. 

A situation where an increasing number of Canadians, and particularly youth, are using 
a potent hallucinogen, which has no demonstrated benefits but known toxic effects. calls 
for controls to reduce access,- to this substances and Ithis is what the Government of 
Canada is doing by proposing to schedule .Salvia divinorum and salvinorin A ~egulate it 
under the Controlled Drugs and Substances Act. 
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Editorial St. Boniface MP Shelly Glover may well be -- along with all the other parents she insists 
share her fears -- "very worried about the long-term effects" of salvia divinorum, but until that or 
some other evil of smoking this herb is established by scientific evidence, the hallucinogen ought 
not be banned. There is little science that says it is dangerous to human health and safety. 

Salvia, regulated in Canada as a natural health product, has been compared to marijuana, except 
that it produces more often a wild psychedelic trip rather than a cosy high. Those who smoke, 
inhale or chew it can experience an out-of-body sensation or the sense that they become 
inanimate objects, such as a table leg. Others collapse into laughing fits. Infamously, Miley Cyrus 
was sure that a guy at her party looked exactly like her boyfriend. Ms. Cyrus' mini-trip wrote salvia 
onto the parental watch lists -- who would want their newly minted 18-year-old to indelibly imprint 
their own "this is your brain on salvia" on YouTube? Ms. Glover and fellow MPs in the Harper 
government seem to be taking their drug-watch cues from YouTube and the alarmist anecdotes 
of legislators in other countries who have acted rashly to ban salvia, a member of the mint family 
used traditionally by Mexico's Mazatec natives to produce spiritual visions. The hallucinations can 
be intense, but are short-lived. 

There is no evidence salvia is addictive or toxic. Ms. Glover is probably right on the money when 
she says most parents would not want their children smoking salvia. It should probably be 
regulated, like alcohol. Making an herb's sale, cultivation or possession punishable as a criminal 
offence, Simply because it makes people see weird things or act funny, is hammering up a 
solution to a non-problem. 
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Salvia divinorum, and its active ingredient salvinorin A, produce powerful hallucinations 
similar to those associated with the use of the well-known hallucinogen LSD which is a 
controlled substance. 

Other effects associated with the use of salvia include further alterations in mental state 
such as confusion, disorientation, and anxiety. 

In addition, the risk of experiencing more severe adverse mental and physical reactions 
increases when salvia is consumed along with other psychoactive substances. 

Taken together, these findings strongly suggest that salvia does in fact pose a danger to 
human health and safety because it can profoundly alter a person's mental and physical 
well-being. 

In Canada, about 7% of youth age 15-24 have tried salvia, a rate that is similar to that of 
cocaine and ecstasy and a rate much higher than that of LSD. Easy availability and the 
false perception that it is safe are likely factors to explain such a rate of use for a 
substance that is not as well known as cocaine and ecstasy. 

While less information is available regarding the long-term health effects of using salvia 
compared to other drugs like cocaine, this in no way implies that salvia is safe or that it 
does not have long-term effects on health. Rather, because this is an emerging substance 
further studies are required to establish with more certainty what those effects may be. 
What is known is that no beneficial health effects have been reported. 

A situation where an increasing number of Canadians, and particularly youth, are using a 
potent hallucinogen, which has no demonstrated benefits but known toxic effects, calls 
for controls to reduce access to this substances and this is what the Government of 
Canada is doing by proposing to regulate it under the Controlled Drugs and Substances 
Act. 
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Response to Editorial in today's Winnipeg Free Press 
No need to ban salvia -

We would like to respond to the February 23 editorial in the Winnipeg Free Press 
commenting on the Government's recent proposal to control ,,"Salvia divin()rum alld 
salvinorin A, like e#lef-illicit drugs~ 

These substances present potential risks to the health and safety of Canadians, 
particularly our young people, and that is why we are taking this step now. 

/-- { Formatted: Font: Italic 

We want to eliminate the misconceptions that .§Salvia is a ~safe: alternative to 'street 
drugs·t __________________________________________________________________________________________________________________________ ------- Comment [lKl]: We all 

commented on the use of this 
language in the speech so do we 
really want to perpetuate it here? 
Maybe we could say "safer 
alternative to illicit drugs like 
marihuana or 

It is not. 

Salvia divinorum, and its active ingredient salvinorin A, produce powerful hallucinations 
similar to those associated with the use of the well-known hallucinogen LSD, which is 
regulated as a controlled substance. Other effects include further alterations in mental 
state such as confusion, disorientation, and anxiety. 

In addition, the risk of experiencing more severe adverse mental and physical reactions 
may increases when .§salvia is consumed along with other psychoactive substances. 

Taken together, these findings strongly suggest that .§salvia does in fact pose a danger 
to the health and safety of Canadians because it can profoundly alter a person's mental 
and potentially physical well-being. 

In Canada, about 7% of youth age 15-24 have tried .§salvia;...-This represents about 
~300,OOO young people - a rate that is similar to that of cocaine and ecstasy, and a 
rate much higher than that of LSD. 

While less information is available regarding the long-term health effects of using salvia 
compared to other drugs like cocaine, this in no way implies that salvia is safe or that it 
does not have long-term effects on health. 

The move to control these substances is also consistent with actions taken by several 
other countries such as Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, 
Norway, South Korea, Spain and Sweden, who have all placed similar controls on the 
import and/or sale of Salvia divinorum and/or salvinorin A. Some U.S. states have also 
taken action to restrict their use, sale and/or distribution. 

A situation where an increasing number of Canadians, and particularly youth, are using 
a potent hallucinogen; which has no demonstrated benefits but known toxic effects; calls 
for controls to reduce access,-- to this substances and Ithis is what the Government of 
Canada is doing by proposing to schedule .Salvia divinorum and salvinorin A regl:llClte_ it 
under the Controlled Drugs and Substances Act. 
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Editorial St. Boniface MP Shelly Glover may well be -- along with all the other parents she insists 
share her fears -- "very worried about the long-term effects" of salvia divinorum, but until that or ' 
some other evil of smoking this herb is established by scientific evidence, the hallucinogen ought 
not be banned. There is little science that says it is dangerous to human health and safety. 

Salvia, regulated in Canada as a natural health product, has been compared to marijuana, except 
that it produces more often a wild psychedelic trip rather than a cosy high. Those who smoke, 
inhale or chew it can experience an out-of-body sensation or the sense that they become 
inanimate objects, such as a table leg. Others collapse into laughing fits. Infamously, Miley Cyrus 
was sure that a guy at her party looked exactly like her boyfriend. Ms. Cyrus' mini-trip wrote salvia 
onto the parental watch lists -- who would want their newly minted 18-year-old to indelibly imprint 
their own "this is your brain on salvia" on YouTube? Ms. Glover and fellow MPs in the Harper 
government seem to be taking their drug-watch cues from YouTube and the alarmist anecdotes 
of legislators in other countries who have acted rashly to ban salvia, a member of the mint family 
used traditionally by Mexico's Mazatec natives to produce spiritual visions. The hallucinations can 
be intense, but are short-lived. 

There is no evidence salvia is addictive or toxic. Ms. Glover is probably right on the money when 
she says most parents would not want their children smoking salvia. It should probably be 
regulated, like alcohol. Making an herb's sale, cultivation or possession punishable as a criminal 
offence, simply because it makes people see weird things or act funny, is hammering up a 
solution to a non-problem. 
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Re: Fw: DUE COB WEDNESDAY, FEB. 23: Hot Issues Notes - Minister's 
Appearance on Supp C Estimates and Main Estimates 2011-12 ~ 
Patricia Rapold to: Jocelyn Kula 2011-02-2310:01 AM 
Bee: Stephanie Chandler 
ThIs njeSS~;1q0 is 

Here's a draft for your review. Note that Stephanie was a great help, giving me the latest media lines. 
also changed the info Suzanne requested. 

~ 
hot issues notes - salvia.doc 

Patricia Rapold 
Senior Policy Advisor/Conseillere principale des politiques 
Office of Controlled Substances CSTD 
Bureau des substances contr61ees DSCL T 
HECSB/DGSESC 
Health Canada I Sante Canada 
A.L. 3503D - Ottawa, Ontario K1A OK9 
Phone: (613) 948-9404 
Fax: (613) 946-4224 

Jocelyn Kula 

From: 
To: 
Date: 

thanks for taking on the salvia note note attache ... 

Jocelyn Kula/HC-SC/GC/CA 
Patricia Rapold/HC-SC/GC/CA@HWC 
2011-02-2204:08 PM 

2011-02-22 04:08:40 PM 

Subject: Fw: DUE COB WEDNESDAY, FEB. 23: Hot Issues Notes - Minister's Appearance on Supp C 
Estimates and Main Estimates 2011-12 

thanks for taking on the salvia note 
note attached tips sheet 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branchl Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-02-22 04:08 PM -----

From: 
To: 
Cc: 
Date: 

Michael Assad/HC-SC/GC/CA 
CSTD-Directors, CSTD-QP-Notes 
CSTD-Support Staff 
2011-02-2201 :25 PM 

Subject: Re: DUE COB WEDNESDAY, FEB. 23: Hot Issues Notes - Minister's Appearance on Supp C 
Estimates and Main Estimates 2011-12 

Attached is the list of tips/reminders. 
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Tips For Prep of Supps-Mains Notes.doc 

Michael Assad, B.Sc., Cert.BA 
Senior Advisor I Conseiller principal 
Office of Policy and Strategic Planning I Bureau des politiques et de la planification strategique 
Controlled Substances and Tobacco Directorate I Direction des substances contr61ees et de la lutte au 
tabagisme 
Health Canada I Sante Canada 
Phone I Telephone: (613) 948-8958 
Fax I Telecopieur: (613) 948-7977 

Michael Assad Hi everyone, The Minister has been invited to a ... 2011-02-22 12:30:04 PM 
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NOTE FOR MAIN ESTIMATES 
NOTE POUR LE BUDGET SUPPLEMENTAIRE DES DEPENSES (B) Classification: HECSB PROTECTED 

ADVICE TO THE MINISTER 

SUB ECT / SUJET 

Salvia Divinorum 

SYNOPSIS / SOMMAIRE 

On February 19, 2011, Health Canada published a Notice to Interested Parties proposing to schedule both 
Salvia divinorum and its main active ingredient salvinorin A under Schedule III to the Controlled Drugs 
and Substances Act (CDSA) in order to protect the health and safety of Canadians, particularly youth. 

ANTICIPATED QUESTION/QUESTION PREVUE 

What is Health Canada doing to protect young Canadians from the potential adverse effects associated 
with the use of Salvia divinorum? 

• This Government is proposing to regulate Salvia as a controlled 
substance in order to protect the health and safety of Canadians, 
particularly youth. 

• This Government has published a Notice to Interested Patties in 
Canada Gazette, Part I, to give Canadians the opportunity to provide 
comments on its proposal to regulate Salvia as a controlled 
substance. 

• The regulation of Salvia would make possession, trafficking, 
importation, exportation, and production illegal unless authorized by 
regulation. 

• This Government has also published an It's Your Health article 
warning the population about the risks associated with the use of 
this plant. 

• This Government is taking these steps in order to protect the health 
and safety of Canadians, particularly youth, from the potentially 
harmful effects of Salvia divinorum and/or salvinorin A. 

FINANCIAL INFORMATION (IF APPLICABLE) /INFORMATION FINANCIERE (81 APPLICABLE) : 

N/A 

BACKGROUND/CONTEXTE: 

Media interest in Salvia divinorum is recurrent. Questions around this substance generally focus on its legality. 
Recently, a number of media reports have commented on a YouTube video which reportedly shows a young 
celebrity smoking Salvia divinorum. Canadian surveillance data indicates that this substance is being used by 
adolescents and young adults for its hallucinogenic properties, and there have been several reports from scientific 
sources indicating that Salvia divinorum has a potential for abuse. 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinoruminclude: Sally D, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites are 
also promoting the use of S. divinorum as a "legal" alternative to street drugs. 

Both the plant S. divinorumand its main active ingredient salvinorin A are known to have physical and mental 
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effects which are often described as unpleasant, including: 
hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-bodyexperiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

Recent surveys indicate that Canadian youth are trying this substance which could be dangerous to their health. 
Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of 
Canadians aged 15 years and older have reported using Salvia divinorumat least once in their lifetime, with a 
much higher rate of use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth 
Smoking Survey also show that 5% of students grades 7-12 have used Salvia divinorum in the past year. The 
2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students in grades 
7 -12 reported ever using Salvia divinorum and 4.4% of these students reported using this substance in the past 
year. 

Current Situation in Canada 
As Salvia divinorum is a plan with hallucinogenic properties when consumed by humans, it currently meets the 
definition of a natural health product (NHP) under the Natural Health Products Regulations. To date, Health 
Canada has not licensed for sale any natural health product which contains Salvia divinorum as an ingredient. The 
sale of unauthorized natural health products containing Salvia divinorumor its active ingredient salvinorin A may be 
subject to compliance and enforcement action by Health Canada under the Food and Drugs Act. 
Health Canada is proposing that S. divinorumand Salvinorin A be included in Schedule III to the CDSA. This 
would mean that the possession, trafficking, importation, exportation and production of Salvia divinorum and 
salvinorin A would be illegal unless authorized by regulation. The regulation of Salvia divinorumand Salvinorin A as 
controlled substances would allow law enforcement to take action against illegal activities involving this substance. 

International Control of S. divinorum 
Neither Salvia divinorumnor its main active ingredient salvinorin A are listed under the United Nations Drug Control 
Conventions; as a result, they do not have to be regulated as controlled substances in any of the countries 
(including Canada) that are signatories to these Conventions. The proposal to include Salvia divinorum and 
salvin orin A in Schedule III to the (CDSA) is consistent with actions taken by several countries (e.g. Australia, 
Belgium, Denmark, Finland, Germany, Italy, Japan. Norway, South Korea, Spain and Sweden) that have also 
placed controls on the import and/or sale of Salvia divinorum and/or salvinorin A. Some individual U.S. states 
have also implemented laws restricting their use, sale and/or distribution. 

CONTACT INfORMATION 

Primary: Telephone: 

Alternate: Telephone: 

Approved by: Telephone: 
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Revised version - : Fw: DUE COB WEDNESDA Y, FEB. 23: Hot Issues Notes -
Minister's Appearance on Supp C Estimates and Main Estimates 2011-12 ~ 
Patricia Rapold to: Jocelyn Kula 2011-02-2311 :47 AM 
Bee: Stephanie Chandler 
ThiS mes::;aoe is diqitally signed. 

Here's the revised version based on your comments. May I suggest to break bullet 2 in 2 since it is quite 
long (I haven't done it in this version), We may want to have a bullet on the effects only. 

hot issues notes - salvia.doc 
Patricia Rapold 
Senior Policy Advisor/Conseillere principale des politiques 
Office of Controlled Substances CSTO 
Bureau des substances controlees OSCL T 
HECSB/OGSESC 
Health Canada I Sante Canada 
A.L. 35030 - Ottawa, Ontario K1A OK9 
Phone: (613) 948-9404 
Fax: (613) 946-4224 

Patricia Rapold Here's a draft for your review. Note that Stepha ... 

From: 
To: 
Date: 

Patricia Rapold/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
2011-02-2310:01 AM 

2011-02-23 10:01 :48 AM 

Subject: Re: Fw: DUE COB WEDNESDAY, FEB. 23: Hot Issues Notes - Minister's Appearance on Supp C 
Estimates and Main Estimates 2011-12 

Here's a draft for your review. Note that Stephanie was a great help, giving me the latest media lines. 
also changed the info Suzanne requested. 

hot issues notes - salvia. doc 

Patricia Rapold 
Senior Policy Advisor/Conseillere principale des politiques 
Office of Controlled Substances CSTO 
Bureau des substances controlees OSCL T 
HECSB/OGSESC 
Health Canada / Sante Canada 
A.L. 35030 - Ottawa, Ontario K1A OK9 
Phone: (613) 948-9404 
Fax: (613) 946-4224 

Jocelyn Kula thanks for taking on the salvia note note attache ... 

Michael Assad Hi everyone, The Minister has been invited to a ... 

2011-02-22 04:08:40 PM 

2011-02-22 12:30:04 PM 
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NOTE FOR MAIN ESTIMATES 
NOTE POUR LE BUDGET SUPPLEMENTAIRE DES DEPENSES (B) Classification: HECSB PROTECTED 

ADVICE TO THE MINISTER 

SUBJECT I SUJET 

Salvia Divinorum 

SYNOPSIS / SOMMAIRE 

On February 19, 2011, Health Canada published a Notice to Interested Parties proposing to include both 
Salvia divino rum and its main active ingredient salvinorin A in Schedule III to the Controlled Drugs and 
Substances Act (CDSA). This action is being taken in order to protect the health and safety of Canadians, 
particularly youth. 

ANTICIPATED QUESTION/QUESTION PREVUE 

What is Health Canada dOing to protect young Canadians from the potential adverse effects associated 
with the use of Salvia divinorum? 

• This Government is proposing to regulate Salvia divinorum and 
Salvinorin A as controlled substances. 

• This Government is taking these steps in order to protect the health 
and safety of Canadians, particularly youth, from the potentially 
harmful effects of Salvia divinorum and/or salvinorin A. These 
effects include hallucination, short term memory loss, loss of 
consciousness, anxiety, etc. 

• This Government has published a Notice to Interested Parties in 
Canada Gazette, Part I, to give Canadians the opportunity to provide 
comments on its proposal to regulate Salvia as a controlled 
substance. 

• The regulation of Salvia would make possession, trafficking, 
importation, exportation, and production illegal unless authorized by 
regulation. 

• This Government has also published an It's Your Health article 
warning the population about the risks associated with the use of 
this plant. 

FINANCIAL INFORMATION (IF APPLICABLE) I INFORMATION FINANCIERE (51 APPLICABLE): 

N/A 

BACKGROUND/CONTEXTE: 

Salvia divinorum (S. divinorum) is a species of sage belonging to the mint family. Some street names for S. 
divinorum include: Sally 0, Lady Sally, Maria pastora, diviner'S sage, magic mint, and puff. Certain web sites also 
promote the use of S. divinorum as a "legal" alternative to street drugs. 

Media interest in Salvia divinorum is ongoing, and questions around this substance generally focus on its legality. 

Both the plant S. divinorum and its main active ingredient salvin orin A are known to have physical and mental 
effects, including: 
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hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-bodyexperiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

These effects are often described as unpleasant. Canadian surveillance data indicates that adolescents and 
young adults are using this plant for its hallucinogenic properties. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of 
Canadians aged 15 years and older have reported using Salvia divinorum at least once in their lifetime, with a 
much higher rate of use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth 
Smoking Survey also show that 5% of students grades 7·12 have used Salvia divinorum in the past year. The 
2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students in grades 
7·12 reported ever using Salvia divinorum and 4.4% of these students reported using this substance in the past 
year. 

Current Situation in Canada 
Salvia products being sold as hallucinogens are subject to the Natural Health Products Regulations, and the sale 
of unauthorized natural health products may be subject to compliance and enforcement actions under the Food 
and Drugs Act. The inclusion of Salvia divinorum and Salvin orin A in Schedule III to the CDSA would mean that 
the possession, trafficking, importation, exportation and production of these substances would be illegal unless 
authorized by regulation. This action would also allow law enforcement to take action against illegal activities 
involving this substance. 

International Control of S. divinorum 
The proposal to regulate Salvia divinorum and salvinorin A as controlled substances is consistent with actions 
taken by several countries (e.g. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, Norway, South 
Korea, Spain and Sweden) that have also placed controls on the import and/or sale of Salvia divinorum and/or 
salvinorin A. Some individual U.S. states have also implemented laws restricting their use, sale and/or 
distribution. 

CONTACT INFORMATION 

Primary: Telephone: 

Alternate: Telephone: 

Approved by: Telephone: 
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Fw: Snapshot - salvia 
Christine Roush to: Suzanne Desjardins, Jocelyn Kula 2011-02-2312:00 PM 
Cc: Denis Arsenault, Stephanie Chandler, Michael Assad, Brenda Paine 

Hello all - here is a media snapshot of comments in relation to the salvia announcement this week. Please 
let me know if you have any questions or need additional information. 

Christine Roush 
Senior Communications Advisor/ 

Caroline Quinn 

Public Environment Intelligence and Analysis, Salvia Snapshot, 23 February 2011 
1 

Salvia - Snapshot 
Presented by Public Environment Intelligence and Analysis, Health Canada 

Contact Caroline Quinn, Tel 613-960-6074, PEIA.AREP@hc-sc.gc.ca 

Coverage Date February 22, 2011 

Media and Comments Review 
Five articles appeared online on February 22 .... The CBC article generated the most comments at a count of 150. 

Government moves to criminalize hallucinogenic salvia, CSC , 55 tweets, 129 comments, 

http://www.cbc.ca/news/health/story/2011/02/21/man-salvia-glover-crime.html?ref=rss 

A sample of the 50 highest rated comments was reviewed. None of the comments support the ban on Salvia. 
Comment with the highest "agreed" at 187 agree and- 22 disagree: 

Health Canada knows very IiUle about the long term effects. SO BAN IT. QUICK!! Don't bother studying it first. why is it that 
our masters always believe that if it feels good. then it must be bad. the exception being good old taxable liquor. good thing 
it never hurts anyone. those weeds and herbs though. oOh. ooh • better lock up anyone partaking is such evilness. 

Health Canada appeared 8 times in the comments. Only one was in support of the ban, one undecided and six were 
against the ban. 

Positive: And when it kills someone as a result of the adverse affects the same people advocating testing with no public 
warnings will be the first to cry how incompetant the Conservatives and Health Canada have been. Same old. damned if 
they do and damned if they don't. 

Negative: If its not sold through a drug company so that government can make millions off it they want it against the law. 
sounds more like Health Canada protecting big drug companies once again. 

Alcohol or "booze" was mentioned in approximately 30 comments. Several commentators referenced how alcohol was 
harmful, yet it was legal. Some commentators were suggesting to treat Salvia like Alcohol and sell it in a controlled 
environment (like LeBO). 

I have never understood how such harmful things such as alcohol and tobacco are perfectly fine and legal for people to use 
and buy. while other much less harmful things that can be found growing naturally on this planet that can bring about 'out of 
body' experiences and altered states of reality are illegal? 

Government, Harper or Conservatives were mentioned in almost 50 of the comments. Comment examples: 
Police have long complained they're powerless to halt the sale of salvia. which has been known to produce some adverse 
reactions. including one case reported by Health Canada in 2006 in which an incoherent. suicidal teenage boy threatened 
to kill police officers . .. CBC This Article 

I have to ask Health Canada how many times a week some drunk threatens to kill police officers but alcohol is still perfectly 
legal. One reported adverse salvia incident is hardly an epidemic. This is just one more Conservative measure to whittle 
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away at the freedom of Canadians. However, I fully expect Harper's usual gang of sycophants to jump on this bandwagon 
because it is getting tough on crime. What nonense; it is getting tough on individual rights. 
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OCS Input - DUE COB WEDNESDAY, FEB. 23: Hot Issues Notes - Minister's 
Appearance on Supp C Estimates and Main Estimates 2011-12 [] 
Patricia Rapo!d to: Michael Assad 2011-02-23 12:55 PM 
Co: Jocelyn Kula, Denis Arsenault, Stephanie Chandler 
ThL3 mec;snoe is 

Bonjour Michael, 

Here's the Director approved hot issue on salvia. Merci. 

hot issues notes - salvia.doc 

Patricia Rapold 
Senior Policy Advisor/Conseiliere principale des politiques 
Office of Controlled Substances CSTO 
Bureau des substances contr61ees OSCL T 
HECSB/OGSESC 
Health Canada I Sante Canada 
A.L. 35030 - Ottawa, Ontario K1A OK9 
Phone: (613) 948-9404 
Fax: (613) 946-4224 

Michael Assad Hi everyone, The Minister has been invited to a ... 

From: 
To: 
Cc: 
Date: 

Michael Assad/HC-SC/GC/CA 
CSTD-Directors, CSTD-QP-Notes 
CSTD-DGO, CSTD-Support Staff 
2011-02-2212:30 PM 

2011-02-22 12:30:04 PM 

Subject: DUE COB WEDNESDAY, FEB. 23: Hot Issues Notes - Minister's Appearance on Supp C 
Estimates and Main Estimates 2011-12 

Hi everyone, 

The Minister has been invited to appear before the Standing Committee on Health (HESA) on 
Supplementary Estimates C and Main Estimates, scheduled for March 10th. Hot Issues Notes have been 
requested on a number of topics by AOMO. Please submit your notes to DGO by 3 p.m. tomorrow, 
Wednesday, February 23,2011 in order to get the notes approved and sent to AOMO by the deadline. 

Below you will find: 
- a list of notes that CSTO has been asked to prepare 
- where they exist, notes prepared for the Minister'S appearance at Supps B last fall and recent 
ADM-approved QP notes to assist you 
- a list of tips and reminders to help with your preparations 

Please note that during this process we will also be making use of the permanent briefing binder notes (for 
the OM) that we've worked on last week. 

The template for the Mains notes is the same as the one that was used for Supps B (attached below). 

[attachment "hot issues notes - template hecs.doc" deleted by Patricia Rapold/HC-SC/GC/CA] 

Since the Minister will have a longer period of time to respond to questions than in Question Period, Hot 
Issues Notes are not limited to 3 or 4 key bullet messages. Therefore, you are asked to prepare key 
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messages that will provide clear and sometimes detailed responses to questions. The recommended 
response portion of the Note could include up to 6 bullets. Please remember that as for OP Cards, the 
background should only include public-friendly factual information. 

Please be sure to include bullets or background for financial/budget information, especially significant 
changes. For those of you preparing notes on sunsetting programs, ADMO is waiting on approved 
wording from central agencies with respect to funding. ADMO will add the line to affected notes. 

Please send the completed notes by February 23 at 3 p.m. to DGO. Where notes are being updated, 
please use track changes or red text and strike-out. 

CSTD 

Salvia ~ 
Tobacco - FTCS[attachment "EDMS-#77051-v1-TOBACCO_CONTROL_STRATEGY.DOC" deleted by 
Patricia Rapold/HC-SC/GC/CAl Ql 
Tobacco - Flavoured Cigars and Cigarillos[attachment 
"EDMS-#76345-v1-TOBACCO_-_FLAVOURED_CIGARS.DOC" deleted by Patricia 
Rapold/HC-SC/GC/CA11JI 

Tobacco Health Warning Messages [dl 
Tobacco - Contraband[attachment "EDMS-#76251-v1-CONTRABAND.DOC" deleted by Patricia 
Rapold/HC-SC/GC/CAl ~ 

Thanks, 

Michael Assad, B.Sc., Cert.BA 
Senior Advisor I Conseiller principal 
Office of Policy and Strategic Planning I Bureau des politiques et de la planification strategique 
Controlled Substances and Tobacco Directorate I Direction des substances contr61ees et de la lutte au 
tabagisme 
Health Canada I Sante Canada 
Phone I Telephone: (613) 948-8958 
Fax I Telecopieur: (613) 948-7977 
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NOTE FOR MAIN ESTIMATES Date: March 10, 2011 
NOTE POUR LE BUDGET SUPPLEMENT AIRE DES DEPENSES (B) Classification: HECSB PROTECTED 

ADVICE TO THE MINISTER 

SUBJECT I SUJET 

Salvia Divinorum 

SYNOPSIS I SOMMAIRE 

On February 19, 2011, Health Canada published a Notice to Interested Parties proposing to include both 
Salvia divinorum and its main active ingredient salvinorin A in Schedule III to the Controlled Drugs and 
Substances Act (CDSA). This action is being taken in order to protect the health and safety of Canadians, 
particularly youth. 

ANTICIPATED QUESTION/QUESTION PREVUE 

What is Health Canada doing to protect young Canadians from the potential adverse effects associated 
with the use of Sa/via divinorum? 

• This Government is proposing to regulate Salvia divinorum and 
salvinorin A as controlled substances. 

• This Government is taking these steps in order to protect the health 
and safety of Canadians, particularly youth, from the potentially 
harmful effects of Salvia divinorum and/or salvinorin A. These 
effects include powerful hallucinations, confusion, disorientation and 
anxiety. 

• This Government has published a Notice to Interested Parties in 
Canada Gazette, Part I, to give Canadians the opportunity to provide 
comments on its proposal to regulate salvia as a controlled 
substance. 

• The regulation of salvia would make possession, trafficking, 
importation, exportation, and production illegal unless authorized by 
regulation. 

• This Government has also published an It's Your Health article 
warning the population about the risks associated with the use of 
this plant. 

FINANCIAL INFORMATION (IF APPLICABLE) I INFORMATION FINANCIERE (51 APPLICABLE) : 

N/A 

BACKGROUND/CONTEXTE: 

Salvia divinorum is a species of sage belonging to the mint family. Some street names for Salvia divinorum 
include: Sally D, Lady Sally, Maria pastora, diviner's sage, magic mint, and puff. Certain websites also promote the 
use of Salvia divinorum as a "legal" alternative to street drugs. 

Media interest in Salvia divinorum is ongoing, and questions around this substance generally focus on its legality. 

Both the plant Salvia divinorum and its main active ingredient salvinorin A are known to have physical and mental 
effects, including: 
hallucinations 002965 
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dysphoria (feeling anxious, depressed or restless) 
out-of-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

These effects are often described as unpleasant. Canadian surveillance data indicates that adolescents and 
young adults are using this plant for its hallucinogenic properties. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 1.6% of 
Canadians aged 15 years and older have reported using Salvia divinorum at least once in their lifetime, with a 
much higher rate of use (7.3%) in youth aged 15-24 years. The results from the Canadian 2008-2009 Youth 
Smoking Survey also show that 5% of students grades 7-12 have used Salvia divinorum in the past year. The 
2009 Ontario Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students in grades 
7-12 reported ever using Salvia divinorum and 4.4% of these stUdents reported using this substance in the past 
year. 

Current Situation in Canada 
Salvia products being sold as hallucinogens for consumption by humans are subject to the Natural Health 
Products RegUlations, and the sale of unauthorized natural health products may be subject to compliance and 
enforcement actions under the Food and Drugs Act. The inclusion of Salvia divinorum and Salvinorin A in 
Schedule III to the CDSA would mean that the possession, trafficking, importation, exportation and production of 
these substances would be illegal unless authorized by regulation. This action would also allow law enforcement 
to take action against illegal activities involving this substance. 

International Control of Sa/via divinorum 
The proposal to regulate Sa/via divinorum and salvinorin A as controlled substances is consistent with actions 
taken by several countries (e.g. Australia, Belgium, Denmark, Finland, Germany, Italy, Japan, Norway, South 
Korea, Spain and Sweden) that have also placed controls on the import and/or sale of Salvia divinorum and/or 
salvinorin A. Some individual U.S. states have also implemented laws restricting their use, sale and/or 
distribution. . 

Primary: Telephone: 

Alternate: Telephone: 

Approved by: Telephone: 

002966 



Re: Salvia NOI Stakeholders ~ 
Stephanie Chandler to: Lisa M Young 2011-02-2304:53 PM 

Salvia divinorum - Notice to Interested Parties I Avis d'intention aux parties interessees 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Lisa M Young Hi Stephanie, We will be sending out tomorrow ... 

From: 
To: 
Date: 
Subject: 

Hi Stephanie, 

Lisa M Young/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-02-2304:31 PM 
Re: Salvia NOI Stakeholders 

2011-02-2304:31 :01 PM 

We will be sending out tomorrow morning. What did you put as your subject line? (translated) 

Thanks 
Lisa 

Stephanie Chandler Hi Lisa, Our notification has been sent, so NH ... 

Hi Lisa, 

Stephanie Chandler/HC-SC/GC/CA 
Lisa M Young/HC-SC/GC/CA@HWC 
2011-02-2201 :27 PM 
Re: Salvia NOI Stakeholders 

2011-02-2201:27:15 PM 

Our notification has been sent, so NHPD can go ahead whenever you are ready. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
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E-Mail: stephanie.chandler@hc-sc.gc.ca 

Lisa M Young Hi Stephanie, This is how our message will app ... 2011-02-21 03:09:17 PM 
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CBC: DJ pleased with federal salvia proposals 

February 22, 2011 

DJ pleased vvith federal salvia proposals 
By CBC News 
esc News 

A Saskatoon disc jockey who tried to make a point by trying sa/via on the air says Ottawa 
is on the right track clamping down on the hallucinogenic plant. 

A Saskatoon disc jockey who tried to make a pOint by trying salvia on the air says Ottawa is on the right 
track clamping down on the hallucinogenic plant. 

"I would say that 99 per cent of people that are getting into it think it's going to be a fun, fun time," said DJ 
Ryder, who's with Mix 96.3. "And it's not." 

Earlier this month, Health Canada posted notice of its intention to ban the potent herb and its active 
ingredient, salvinorin A. It is proposing to add both to the Controlled Drugs and Substances Act, making it 
illegal to produce, possess, traffic, import or export the substances. 

Ryder said it's a good idea. 

Last December, in a video that got more than 50,000 hits on YouTube, he was seen taking a puff of salvia 
while on the air. 

What followed was several minutes of an alarmed and disoriented Ryder talking about the experience. 

"I'm totally frigged up," he said at one point on the video. 

Ryder said he did it to make the point that the drug is powerful, easily obtained and comes with side-effects 
more unpleasant than is generally known by the public. 

He said he's happy the politicians are paying attention. 

"We just wanted to make sure that they knew that a lot of young people were getting in over their heads with 
this," he said. 

Other countries, including Australia, Belgium, Denmark, Finland, Germany, Italy, Spain and Sweden, have 
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CBC: DJ pleased with federal salvia proposals 

already regulated or banned salvia, as have some dozen states in the U.S. 

Canadian Elroadcasting Corporation 

• eBC News 2011. Permission granted for up to 5 copies. All rights reserved. 
~YOu may forward this article or get additional permissions by typing L':: tp; ./ i .l.i. cense. : ;~()p,/d<Jll~ .. llC;;:./ j . 

icx_irh/:,Oll!O n2/"l; f;i.,lvia·ryder·· 1.1 0:2. html into any web browser. Canadian Broadcasting Corporation and CBC logos 
are registered trademarks of Canadian Broadcasting Corporation. The iCopyright logo is a registered trademark of iCopyright, Inc. 
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5.19(1) 

Re: Submissions on Salvia Q) 
OCS Policy and Regulatory Affairs to: Kirk Tousaw 2011-02-24 09:23 AM 

;~ Submissions on Salvia 
i 
!3 OCS Policy and Regulatory Aff. Good morning The deadline is March 21st. 

I 

I 

Good morning 

The deadline is March 21st. 

Office of Controlled SubstanceslBureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Hello: Is the submission deadline March 4 or Ma ... 

From: 
To: OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca 
Date: 2011-02-2306:34 PM -
Subject: Submissions on Salvia 

Hello: 

Is the submission deadline March 4 or March 19? 

Best, 

Beyond Prohibition Foundation, 
142-757 West Hastings, Suite 211 
Vancouver, British Columbia V6CIAI 
(c) 604.836.1420 
(f) 1.866.310.3342 

www.whyprohibition.ca 

2011-02-23 06:34:04 PM 
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5.19(1) 

Fw: Salvia divinorum and salvinorin A 
OCS Policy and RegulatoryAffairs to: Stephanie Chandler 2011-02-24 10:23 AM 

u DCS Policy and Regulatory AffcFw: Salvia divinorum and salvinorin A 

I 

I 

Office of Controlled Substances/Bureau des substances contr61E~es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 
----- Forwarded by DCS Policy and Regulatory Affairs/HC-SC/GC/CA on 2011-02-24 10:23 AM ---

From: 
To: 
Date: 
Subject: 

Attention: 

DCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca 
2011-02-2205:05 PM 
Salvia divinorum and salvinorin A 

CATHY A. SABISTON 
Director General 
Controlled Substances and 
Tobacco Directorate 

This is in response to the Notice to interested parties - Proposal regarding the addition of 
Salvia divinorum and salvinorin A to Schedule III to the Controlled 
Drugs and Substances Act. 
My name is 

Currently at our shops we prohibit the sale of these products to anyone under 18. We are able to ensure the quality of the product 
and, most importantly, we are able to fully educate the interested customer regarding the substance's effect. 

Salvia has no toxicity, and it is completely safe as long as the user if prepared for its effects. It has been widely available in 
Canada since the early '80s and has been attributed to ZERO fatalities. Like Alcohol or skydiving or many other potentially 
dangerous things, Salvia an be a pleasant and interesting experience as long as it is done responsibly. 

I urge you instead to create a licensing program, similar to tobacco, where recognized retailers are licensed by Health Canada to 
carry the extract. 
Ensuring that: 
A) licensed retailers prohibit sales to minors under 18 
B) quality and potency of extracts is consistent 
C) packaging includes clear warnings regarding Salvia's effects. For example: "This package contains .25g of lax Salvia Extract - BE 
ADVISED, when smoked, the onset is quick. Sit in a comfortable place. The effects will last for less than 15 minutes." 

This is a much more reasonable and cost-effective way to mitigate any potential risk when using Saliva. 

I understand the need to react to the public concern. It may seem easier to simply classify these products. But, let's be realistiC, 
scheduling it will not make it unavailable. Like marijuana it will become an illicit, black market product, left to the hands of 
criminals to regulate and control. This solution would cause far more harm and cost millions of dollars to enforce. Scheduling Salvia 
will only stop me, a responsible, tax-paying retailer, from carrying Saliva. It will stop me from responsibly selling it to adults, who 
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will be informed how to use it in a safe environment. 

I don't care about any financial loss that I would incur from the scheduling of this plant. The fact that its regulation will be left to 
criminals if scheduled is of grave importance and the utmost concern to me. 

I am willing to pay more tax, or pay an annual fee for a licence, if that would allow me to carry this product. My shops would 
responsibly sell safe products to adults. Salvia quality and potency could be regulated just like tobacco. Save Canadian citizens 
from the violence and financial burden of adding more benign substances and plants to our already failed drug policy. 

Please feel free to contact me if I can be of any assistance at all. I would be more than happy to help facilitate a 
responsible approach to regulating Salvia in manner that would both appease the legitimate concerns of the canadian public and 
allow adults to use Salvia without criminal charges. 

Thank you for your time, I hope to hear from you! 
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Re: Fw: Salvia interview !] 
Jocelyn Kula to: Dave Stephens 

Denis Arsenault. stephanie.chandler 
2011-02-2410:14 AM 

Yep, that's it exactly. Words of truth from someone who runs a store that sells "seeds" ...... :) 
Denis/ Stephanie, please note and i think we should start thinking about our response to the whole call for 
an age limit and licensed retailers arguments ..... 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Dave Stephens "It comes down to a Miley Cyrus video dictating ... 2011-02-2407:51:27 AM 

From: Dave Stephens/HC-SC/GC/CA 
To: 

Date: 

christine.roush@hc-sc.gc.ca, ken.polk@hc-sc.gc.ca, Jesse Arnup-Blondin/HC-SC/GC/CA@HWC. 
Jocelyn Kula/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 
2011-02-2407:51 AM 

Subject: Fw: Salvia interview 

"It comes down to a Miley Cyrus video dictating our laws". 

Dave Stephens 
Senior Communications Executive-Gestionnaire Principal des Communications HECSB/DGSCSE 
Health Canada/Sante Canada 
6th Floor, Room 6-033, 269 Laurier Ave. W., Ottawa, ON 
Tel: (613) 946-8107 
Cell: (613) 859-3581 
----- Forwarded by Dave Stephens/HC-SC/GC/CA on 2011-02-24 07:41 AM -----

From: Blair ParkhurstlHC-SC/GC/CA 
To: Dave Stephens/HC-SC/GC/CA@HWC. Jennifer Peddle/HC-SC/GC/CA@HWC, Brian Mori. Henry 

Ip, Dennis Shelley. Richard Laing/HC-SC/GC/CA@HWC 
Cc: Catherine At yeo. Erik Bruns, Christiane Cote 
Date: 2011-02-2304:48 PM 
Subject: Salvia interview 

Interview with the owner of the Vancouver Seed Sank on salvia yesterday on CSC BC Radio's 'On the 
Coast' at 5:25 pm. 

http://www.cbc.ca/onthecoastlepisodes/2011/02/22/salvia-divinorum/ 

----- Forwarded by Blair ParkhurstlHC-SC/GC/CA on 2011-02-23 01:44 PM -----

From: 
To: 
Date: 
Subject: 

Cynthia Khoo/HC-SC/GC/CA 
Blair ParkhurstlHC-SC/GC/CA@HWC 
2011-02-23 12:28 PM 
Re: Fw: Snapshot - salvia 
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Hi Blair, 

Here's the link for now: 
http://www.cbc.ca/onthecoast/episodes/2011/02/22/salvia-divinorum/ 

1'/1 record it as well in case they archive or take the link down in the future. 

Cynthia 

Cynthia Khoo I Communications Intern 
Public Affairs, Consultation and Communications 
BC Region I Health Canada 
Suite 410, 757 West Hastings St., V6C 3E6 
(t) 604.666.1685 
(f) 604.666.2258 
cynthia.khoo@hc-sc.gc.ca 

Blair Parkhurst Can you see if you can get the interview on salvi. .. 

From: 
To: 
Cc: 
Date: 
Subject: 

Blair ParkhurstlHC-SC/GC/CA 
Cynthia Khoo 
Christiane Cote, Catherine At yeo 
2011-02-2307:02 AM 
Fw: Snapshot - salvia 

2011-02-2307:02:41 AM 

Can you see if you can get the interview on salvia which aired yesterday on CBC Radio's 'On the Coast' at 
around 5:25 pm? 

Blair Parkhurst 
Regional Director - Public Affairs, Consultation and Communications I 
Directeur regional - Affaires publiques, consultation et communications 
British Columbia Region I Region de la Colombie-Britannique 
Health Canada I Sante Canada 
Tel. / tel.: (604) 666-2310 
Fax / telecopieur: (604) 666-2258 
Internet email /courriel:blair_parkhurst@hc-sc.gc.ca 

Caroline Quinn 

----- Original Message ----
From: Caroline Quinn 
Sent: 2011-02-23 09:49 AM EST 
To: Blair Parkhurst; Tamara Magnan; Debbie Paine; Cynthia Booden Firth; 

Jean-Christophe Senosier; Elissa Tilley; Jennifer Tramble; Janice Edgar; Rob 
Furlong; Jennifer Peddle 

Subject: Fw: Snapshot - salvia 

Caroline Quinn 
Manager/Gestionnaire 
Public Environment Intelligence and Analysis/Analyse des renseignements sur I'environement public 
Consultations and Outreach Division/Division des consultations et de la sensibilisation 
Consultations and Management Services Directorate/Direction generale des affaires pub/iques, de la 
consultation et des communications 
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Health Canada/Sante Canada 
T ellT 131: 613-960-6074 
FaxITelecopieur: 613-954-8637 
caroline.quinn@hc-sc.gc.ca 

----- Forwarded by Caroline Quinn/HC-SC/GC/CA on 2011-02-23 09:49 AM -----

From: Caroline Quinn/HC-SC/GC/CA 
To: Dave Stephens/HC-SC/GC/CA@HWC, Ken PolklHC-SC/GC/CA@HWC, Tim 

Vail/HC-SC/GC/CA@HWC 
Cc: 

Date: 

Carol Della Penta/HC-SC/GC/CA@HWC, Aruna Sadana/HC-SC/GC/CA@HWC, Lisa 
Holmes/HC-SC/GC/CA@HWC, Brigitte Smith/HC-SC/GC/CA@HWC 
2011-02-2308:55 AM 

Subject: Snapshot - salvia 

Dave, 

Here's a snapshot of comments in relation to the salvia annct. 

Please let me know if you have any questions or need additional information. 

Thanks, 
Caroline 

Caroline Quinn 
Manager/Gestionnaire 
Public Environment Intelligence and Analysis/Analyse des renseignements sur I'environement public 
Consultations and Outreach Division/Division des consultations et de la sensibilisation 
Consultations and Management Services Directorate/Direction generale des affaires publiques, de la 
consultation et des communications 
Health Canada/Sante Canada 
TellTel: 613-960-6074 
FaxiTelecopieur: 613-954-8637 
caroline.quinn@hc-sc.gc.ca 

Public Environment Intelligence and Analysis, Salvia Snapshot, 23 February 2011 
1 

Salvia - Snapshot 
Presented by Public Environment Intelligence and Analysis, Health Canada 

Contact Caroline Quinn, Tel 613-960-6074, PEIA.AREP@hc-sc.gc.ca 

Coverage Date February 22, 2011 

Media and Comments Review 
Five articles appeared online on February 22''''. The CBC article generated the most comments at a count of 150. 

Government moves to criminalize hallucinogenic salvia, CBC , 55 tweets, 129 comments, 
htte.:!!~:pbc.ca/news/health/story/2011/02/21/man-salvia-glover-crime.html?ref=rss 

A sample of the 50 highest rated comments was reviewed. None of the comments support the ban on Salvia. 
Comment with the highest "agreed" at 187 agree and 22 disagree: 

Health Canada knows very little about the long term effects. SO BAN IT, QUICK!! Don't bother studying it first. why is it 
that our masters always believe that if it feels good, then it must be bad. the exception being good old taxable liquor. good 
thing it never hurts anyone. those weeds and herbs though, ooh, ooh , better lock up anyone partaking is such evilness. 
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Health Canada appeared 8 times in the comments. Only one was in support of the ban, one undecided and six were 
against the ban. 

Positive: And when it kills someone as a result of the adverse affects the same people advocating testing with no public 
warnings will be the first to cl}' how incompetant the Conservatives and Health Canada have been. Same old, damned if 
they do and damned if they don't. 

Negative: If its not sold through a drug company so that government can make millions off it they want it against the law, 
sounds more like Health Canada protecting big drug companies once again. 

Alcohol or "booze" was mentioned in approximately 30 comments. Several commentators referenced how alcohol 
was harmful, yet it was legal. Some commentators were suggesting to treat Salvia like Alcohol and sell it in a 
controlled environment (like LCBO). 

I have never understood how such harmful things such as alcohol and tobacco are perfectly fine and legal for people to use 
and buy, while other much less harmful things that can be found growing naturally on this planet that can bring about 'out 
of body' experiences and altered states of reality are illegal? 

Government, Harper or Conservatives were mentioned in almost 50 of the comments. Comment examples: 
Police have long complained they're powerless to halt the sale of salvia, which has been known to produce some adverse 
reactions, including one case reported by Health Canada in 2006 in which an incoherent, suicidal teenage boy threatened 
to kill police officers. " cac This Article 

I have to ask Health Canada how many times a week some drunk threatens to kill police officers but alcohol is still perfectly 
legal. One reported adverse salvia incident is hardly an epidemic. This is just one more Conservative measure to whittle 
away at the freedom of Canadians. However, I fully expect Harper's usual gang of sycophants to jump on this bandwagon 
because it is getting tough on crime. What nonense; it is getting tough on individual rights. 
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Re: FYI: Salvia NOI correspondence from retailer []} 
Jocelyn Kula to: Stephanie Chandler 

Denis Arsenault 

This message has been forwarded. 

2011-02-24 10:35 AM 

Good news on the standard acknowledgment. I will discuss with Brenda how she wants to be kept in the 
100p ...... 1 don't see any value in sending up single letters just cause they are addressed to Cathy. I also 
know that ADMO has received a few directly to them and have suggested to Jesse that they send to us 
and we use the same acknowledgement for all. Consistency is important! 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generaJe de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Chandler I was actually just going through the Salvia co ... 

From: 
To: 
Cc: 
Date: 
Subject: 
~--< 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-02-2410:30 AM 
FYI: Salvia NOI correspondence from retailer 

2011-02-24 10:30:48 AM 

I was actually just going through the Salvia comments we have received and attached below is the email 
from (who was interviewed by CBC). 

5.19(1) Given the volume of emails we have received so far, I have drafted a standard reply/acknowledgement 
that is currently with Denis for review. However, as she has written it is for Cathy's attention, may want to 
forward this to DGO. 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique nilglementaire 
Office of Controlled Substances/ Bureau des substances contr61E~es 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GCICA on 2011-02-24 10:24 AM -----

From: 
To: 
Date: 
Subject: 

OCS Policy and Regulatory Affairs/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GCICA@HWC 
2011-02-2410:23 AM 
Fw: Salvia divinorum and salvinorin A 

----~---------------------------------------------------------------------------
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Re: Standard Reply to Salvia NOI Comments G;J 
Jocelyn Kula to: Stephanie Chandler 
Cc: Denis Arsenault 

2011-02-2401 :42 PM 

yes definitely re translation but let's wait to see if there are comments from above .... 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Chandler Hi Jocelyn, Revised as requested. 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-02-24 01 :40 PM 
Standard Reply to Salvia NOI Comments 

Revised as requested. 

2011-02-2401 :40:01 PM 

[attachment "Standard Reply to Salvia NOI Comments.wpd" deleted by Jocelyn Kula!HC-SC!GC!CA] 

Denis has also suggested that we have this translated (once approved) in case we receive any French 
comments. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior RegUlatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Standard Reply to Comments Received Regarding the Salvia Notice to Interested 
Parties 

Dear Mr.lMs. [insert name], 

I am writing to. ackno.wledge receipt o.f yo.ur email with regards to. the publicatio.n o.f the 
No.tice to. Interested Parties o.utlining Health Canada's proPo.sal to. add Salvia divinorum 
and salvino.rin A to. Schedule III to. the Controlled Drugs and Substances Act (CDSA). 

&alQl Canada aImI~ciates."tharyou·ha:Ve·taken "tl1e-tiiilelOprovlde your tlio.uglitS-o.n--Uiis--
proposal Yow:.comments-will be-taken into. co.nsideratio.n as the federal regulato.ry 
process progresses. There will also. be additio.nal o.PPo.rtunities fo.r co.mmen!-Jn partiet:tIBf 
o.nce a co.mplete regulato.ry paekage is pre-published in Canada Gazette, Part I. 

jJ .., (>";-\ 

Fo.r yo.ur info.rmatio.n, Health Canada has develo.ped an It's Your Health article abo.ut 
Salvia divinorum to. help info.rm the general public abo.ut the risks asso.ciated with the use 
o.f this plant. The article can be fo.und o.n the Health Canada website at: 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-eng.php 

Thank yo.U fo.r writing. 

Sincerely, 

Stephanie Chandler 
Regulato.ry Po.licy Divisio.n 
Office o.f Co.ntro.lled Substances 
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?h~f-O,' I ~ ~~~~Z!c-h 
~bt ~t. Wi"lA 

Standard Reply to Comments Received Regarding the Salvia Notice to Interested yvS 1- NVJ 
Parties 1,1 D~ 

~'I'~ Dear Mr.lMs. [insert name], 

I am writing to acknowledge receipt of your email with regards to the pUblication of the 
Notice to Interested Parties outlining Health Canada's proposal to add Salvia divinorum 
and salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be 
taken into consideration as the federal regulatory process progresses. There will also be 
additional opportunities for comment~ 1'3rttettlt~J~,:~omplete regulatory }18skage is 
pre-published in Canada Gazette, Part I. ~1.J..... 

For your information, Health Canada has developed an It's Your Health article about 
Salvia divinorum Ie fte~ inform the general public about the risks associated with the use 
of this plant. The a . c1e can be found on the Health Canada website at: 
htt :llwww.hc-sc. c. a/hl-vs/i h-vsv/life-vie/salvia-en . h 

Thank you for writing. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 
Office of Controlled Substances 
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Re: Fw: Standard Reply to Salvia NOI Comments Gn 
Jocelyn Kula to: Brenda Paine 2011-02-24 02:54 PM 
Cc: CSTD-DGO, Denis Arsenault, Michael Assad, stephanie.chandler 

No I can take care of it; will cc you and DGO. 
JK 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 

"'''"'N'' ".om".",' .. " 

Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Brenda Paine Good note .. and good strategy. Will you handle ... 2011-02-2402:53:02 PM 

From: 
To: 
Cc: 

Date: 
Subject: 

Brenda Paine/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
CSTD-DGO, Denis ArsenaultlHC-SC/GC/CA@HWC, Michael Assad/HC-SC/GC/CA@HWC, 
stephanie.chandler@hc-sc.gc.ca 
2011-02-24 02:53 PM 
Re: Fw: Standard Reply to Salvia NOI Comments 

Good note .. and good strategy. Will you handle ADMO or do you want us to? 

.. and yes, I hope that they understand the flexibility for the first line of the response .. may not always be 
bye-mail!! 

B 

Jocelyn Kula 

From: 
To: 
Cc: 

Date: 
Subject: 

Brenda 

Brenda I am attaching what we propose to send ... 

Jocelyn Kula/HC-SC/GC/CA 
brenda.paine@hc-sc.gc.ca 

2011-02-2402:08:42 PM 

Michael Assad/HC-SC/GC/CA@HWC, CSTD-DGO, stephanie.chandler@hc-sc.gc.ca, Denis 
ArsenaultlHC-SC/GC/CA@HWC 
2011-02-2402:08 PM 
Fw: Standard Reply to Salvia NOI Comments 

I am attaching what we propose to send out in response to all the emails RPD has received in response to 
the NOI on salvia. It is consistent with emails we have used for the same purpose but in relation to other 
regulatory files, and is also akin to what we typically send in response to respondents who file comments 
during a prepublication comment period. As you will see, it is very generic and does not seek to respond 
to any particular issue(s) raised by the correspondent, and this is on purpose as it avoids us having to get 
into long defensive letters where we have to keep explaining our actions in acknowledging every set of 
comments received. 

In conversation with Jesse yesterday, she mentioned that ADMO has already received a few letters re 
salvia directly, and she asked what our process was in terms of responding to them. If you are OK with 
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Standard Reply to Comments Received Regarding the Salvia Notice to Interested 
Parties 

Dear Mr.lMs. [insert name], 

I am writing to acknowledge receipt of your email with regards to the publication of the 
Notice to Interested Parties outlining Health Canada's proposal to add Salvia divinorum 
and salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be 
taken into consideration as the federal regulatory process progresses. There will also be 
additional opportunities for comment when a complete regulatory proposal is pre
published in Canada Gazette, Part r. 

For your information, Health Canada has developed an It's Your Health article about 
Salvia divinorum that aims to inform the general public about the risks associated with the 
use of this plant. The article can be found on the Health Canada website at: 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 
Office of Controlled Substances 
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Re: Fw: Standard Reply to Salvia NOI Comments Q) 
Jocelyn Kula to; Stephanie Chandler 

Denis Arsenault, Isabel Shanahan 

This message has been forwarded. 

2011-02-2402:58 PM 

I am aware entering into MECS is a burden, so as long as we have the means to track who sent in what 
and what action we took, I am OK with not doing it. I would suggest some kind of table that Isabel can fill 
in and perhaps a numbering system for the hard copies where the number is noted in the table as well. 

I am sure you can come up with something spectactular! 

Pis send draft standard response out for translation .... 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Chandler Hi Jocelyn, With regards to the comments we ... 

From: 
To: 

Stephanie Chandler/HC-SC/GCICA 
Jocelyn Kula/HC-SC/GCICA@HWC 

2011-02-2402:53:44 PM 

Cc: 
Date: 

Denis ArsenaultlHC-SC/GCICA@HWC, Isabel Shanahan/HC-SC/GC/CA@HWC 
2011-02-2402:53 PM 

Subject: Fw: Standard Reply to Salvia NOI Comments 

Hi Jocelyn, 

With regards to the comments we are receiving on the Salvia NOI, given the volume of comments and the 
fact that we are issuing a standard response, do the emails need to be entered in MECS? 

FYI Isabel and I haven't found the BZP NOI comments in MECS (though there were only 5 of them), so I 
don't believe we entered them in 2008. 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
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Re: Fw: URGENT: Need questions answered asap (re: salvia) 
Jocelyn Kula to: Dave Stephens 2011-02-2402:52 PM 
C . Alastair Sinclair, christine.roush, heidLjackson, Jesse Arnup-Blondin, 

c. ken.polk, Stephanie Szick, Suzanne Desjardins 

Dave, 

Suzanne and I have discussed briefly and here is our proposed response. 

Where have we received complaints? 
CSTD has not heard any complaints. Rather it has received, as invited by the publication of the NOI, 
comments from some stakeholders suggesting that they are not supportive of the proposed regulatory 
action. It is completely normal for a department to receive both positive and negative comments further to 
an NO/. 

Why are alternatives (such as regulation like alcohol) the best course of action? 
It is entirely premature to suggest that any alternative to what the GoC has proposed, Le., scheduling 
under the CDSA, is a better course of action. The notion that regulation like alcohol, e.g,. the 
establishment of some kind of licensing scheme for retailers and perhaps an age limit in order to 
purchase, etc., are just ideas that have been put forward in comments received further to the publication 
of the NO/. It is common practice to wait until the end of the comment period before analyzing the 
incoming comments in full and determining whether examination of any alternatives to the proposed 
regulatory action is warranted. 

Please let me know if you need anything else. 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Dave Stephens Hi all, Please see below. MO is looking for resp ... 2011-02-2402:29:29 PM 

From: 
To: 
Cc: 

Date: 
Subject: 

Hi all, 

Dave Stephens/HC-SC/GC/CA 
Suzanne Desjardins/HC-SC/GC/CA@HWC, jocelyn.kula@hc-sc.gc.ca 
Stephanie SzicklHC-SC/GC/CA@HWC, Jesse Arnup-Blondin/HC-SC/GC/CA@HWC, 
heidLjackson@hc-sc.gc.ca, christine.roush@hc-sc.gc.ca, ken.polk@hc-sc.gc.ca, Alastair 
Sinciair/HC-SC/GC/CA@HWC 
2011-02-2402:29 PM 
Fw: URGENT: Need questions answered asap (re: salvia) 

Please see below. MO is looking for responses to those two questions on 
Salvia by 3pm 

Dave 
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Dave Stephens 
Senior Communications Executive-Gestionnaire Principal des Communications 
HECSB/DGSCSE 
Health Canada/Sante Canada 
6th Floor, Room 6-033, 269 Laurier Ave. W., Ottawa, ON 
Tel: (613) 946-8107 
Cell: (613) 859-3581 

Forwarded by Dave Stephens/HC-SC/GC/CA on 2011-02-24 02:27 PM -----

From: Alastair Sinclair/HC-SC/GC/CA 
To: 
Cc: 

Jenny VanAlstyne/HC-SC/GC/CA@HWC, Dave Stephens/HC-SC/GC/CA@HWC 
Gary Holub/HC-SC/GC/CA@HWC 

Date: 2011-02-24 02:26 PM 
Subject: Re: URGENT: Need questions answered asap (re: salvia) 

Hello, Dave. 
Can you please assist and reply directly to Jenny? 
Thank you, 
Alastair 

Alastair Sinclair 
Chief, Media Relations I Chef, Relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction 
generale des affaires publiques, de la consultation et des communications 
Health Canada I Sante Canada 
(t) 613.957.2985 
(f) 613.960.0208 
(e) alastair.sinclair@hc-sc.gc.ca 

From: Jenny VanAlstyne/HC-SC/GC/CA 
To: 
Date: 

Alastair Sinclair/HC-SC/GC/CA@HWC, Gary Holub/HC-SC/GC/CA@HWC 
2011-02-24 02:24 PM 

Subject: URGENT: Need questions answered asap (re: salvia) 

Can I get answers to these two questionson salvia by 3 p.m? 

-where have you heard complaints 

- there were alternatives put forward by those who disagreed (such as 
regulating it like alcohol), why is this the best course of action 
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History: 

Hi Jocelyn, 

Fw: URGENT: Need questions answered asap (re: salvia) 
Suzanne Desjardins to: Jocelyn Kula 

This message has been replied to. 

I think for the second point there could also be something like 

2011-02-24 03:02 PM 

" Sa/via divinorum was assessed against the criteria for the addition of a substance to one of the 
Schedules to the CDSA to determine whether it should be regulated as a controlled substance in Canada. 
These criteria are: 
• International Requirements and Trends in the Control and/or Scheduling 
• Chemical and/or Pharmacological Similarity to Substances Listed in the Schedules to the CDSA 
• Legitimate Use of the Substance, including Therapeutic, Scientific, Industrial or Commercial Uses 
• Potential for Abuse and/or Addiction Liability 
• Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 
• Risk to Personal and Public Health and Safety 

Our preliminary assessment showed that Salvia met most, if not all, of these criteria, hence the NOI as a 
means to request comments and information before finalising the assessment. 

What do you think? 
Vl~cJia-J.. ~ ~)Vl ~1Lf> 

VVI \it vJ-L. ~~ 
Suzanne ~l~h'~ 

----- Forwarded by Suzanne Desjardins/HC-SC/GC/CA on 2011-02-24 02:44 PM ----

From: 
To: 
Cc: 

Date: 
Subject: 

Hi all, 

Dave Stephens/HC-SC/GC/CA 
Suzanne Desjardins/HC-SC/GC/CA@HWC, jocelyn.kula@hc-sc.gc.ca 
Stephanie SzicklHC-SC/GC/CA@HWC, Jesse Arnup-Blondin/HC-SC/GC/CA@HWC, 
heidi.jackson@hc-sc.gc.ca, christine.roush@hc-sc.gc.ca, ken.polk@hc-sc.gc.ca, Alastair 
Sinciair/HC-SC/GC/CA@HWC 
2011-02-2402:29 PM 
Fw: URGENT: Need questions answered asap (re: salvia) 

Please see below. MO is looking for responses to those two questions on Salvia by 3pm 

Dave 

Dave Stephens 
Senior Communications Executive-Gestionnaire Principal des Communications HECSB/DGSCSE 
Health Canada/Sante Canada 
6th Floor, Room 6-033, 269 Laurier Ave. W., Ottawa, ON 
Tel: (613) 946-8107 
Cell: (613) 859-3581 
----- Forwarded by Dave Stephens/HC-SC/GC/CA on 2011-02-24 02:27 PM -----

From: Alastair Sinciair/HC-SC/GC/CA 
To: 
Cc: 

Jenny VanAlstyne/HC-SC/GC/CA@HWC, Dave Stephens/HC-SC/GC/CA@HWC 
Gary Holub/HC-SC/GC/CA@HWC 
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--~ 

Hi Jocelyn, 

Fw: One thing I forgot! Salvia ... 
Denis Arsenault Jocelyn Kula 

Stephanie Chandler 

This message has been forwarded. 

2011-02-2404:19 PM 

While I know Brenda asked for a Q&A, we've presented the information requested in list form as it seemed 
to make more sense given the number of penalties involved. 

Let me know if you think this will meet Brenda's needs. 

Denis 

P.S. Stephanie - I've made some slights edits, so please keep this one for our records. 

~ 
Max Penalties Under Schedule IIl,doc 

Denis Arsenault For action Denis 

From: 
To: 
Delle: 
Subject: 

For action 

Denis 

Denis ArsenaultlHC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-02-2403:30 PM 
Fw: One thing I forgot! Salvia ... 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances contr6lees, 
Health Canada I Sante Canada 
TellTel: (613) 957-6828 
Fax I Telecopieur : (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenaultlHC-SC/GC/CA on 2011-02-24 03:30 PM -----

From: 
[- f): 

Cc: 
Date: 
Subject: 

sure. 

Jocelyn Kula/HC-SC/GC/CA 
Brenda Paine/HC-SC/GC/CA@HWC 
Denis ArsenauItlHC-SC/GC/CA@HWC 
2011-02-24 02:59 PM 
Re: One thing I forgot! Salvia ... 

Denisl Stephanie for action pis 

2011-02-24 03:30:44 PM 
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JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Brenda Paine .. could your group prepare a Q and A .. on the fi ... 

From: 
To: 
Date: 
Subject: 

Brenda Paine/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
2011-02-24 02:56 PM 
One thing I forgot! Salvia ... 

2011-02-2402:56:00 PM 

.. could your group prepare a Q and A .. on the fines/penalties for salvia .. ie when salvia is placed under 
the CDSA .. what would the fine be for possession? 

... ADM asked & I didn't know the response ... not urgent, but we can flip up to them tomorrow end of day? 
Or Monday a.m. 

Thanks 
Brenda Paine 
Director I Directrice 
Office of Policy and Strategic Planning I Bureau des politiques et de la planification strategique 
Controlled Substances and Tobacco Directorate I Direction des substances contr61ees et de la lutte au 
tabagisme 
Health Canada I Sante Canada 
Teleltele: (613) 941-9826 
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Page(s) 002990 to\a 002993 

Is(Are) exempted pursuant to section(s) 

est(sont) exemptee(s) en vertu de(s)(I')article(s) 

21 (1 )(a), 21 (1 )(b) 

of the Access to Information Act 

de la Loi sur I'acces a I'information 



Groups 

csrD-RCMP 
csrD - Police 

Salvia divinorum NOI Stakeholders 

CSrD - Class A Precursor Licensed Dealers 
CSrD - Class B Precursor Licensed Dealers - SPIC 
CSrD - Controlled Substances Licensed Dealers - QPIC 
CSrD - RPD - Deans of Canadian Universities 
CSrD - RPD - PIT Licensing Authorities - Registrars of Pharmacy 
CSrD - RPD - PIT Licensing Authorities - Registrars of Physicians and Surgeons 
CSTD - RPD - PIT Licensing Authorities - Registrars of Dental Surgeons 
CSrD - RPD - PIT Licensing Authorities - Registrars of Veterinary Medicine 
CSTD - RPD - PIT Licensing Authorities - Registrars of Naturopathy 
CSTD - RPD - Professional Associations - Pharmacy Associations 
CSTD - RPD - Professional Associations - Medical Associations 
CSTD - RPD - Professional Associations - Dental Associations 
CSTD - RPD - Professional Associations - Veterinary Associations 
CSTD - RPD - PIT Deputy Ministers of Health 

Individual Associations/ Agencies 

JCanadian Psychiatric Association 
vCanadian Association of Naturopathic Doctors 
vCanadian Public Health Association ("') 

vN"atural Health Products Manufacturers of Canada 

C b"SPt Co r\+CtC:k 

t;;::b~vI 

vCSTD - RPD - Other Government Departments - Canada Border Services Agency (3 
Contacts) 

vCSTD - RPD - Other Government Departments - Public Safety (5 Contacts) 

"Canadian Mental Health Association 
"'Canadian Centre on Substance Abuse 
vCanadian Homeopathic Pharmaceutical Association 
'lCentre for Addiction and Mental Health (fiContacts) 1/ 
:--Public Health Agency of Canada (Johns6n, Mary - Manager) 
vPublic Health Agency of Canada (Vieira, Gaby - Policy Analyst) 
"Public Health Agency of Canada (Director General's Office, Palak, Monica) 
'Public Health Agency of Canada (Mental Health Promotions Unit) 
·,Public Health Agency of Canada (Strategic Policy and Research) 
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Croups 

~€STI1tRC:MP~; 
CS1:0t"Polic0;;/ 

Salvia divinorum NO! Stakeholders 

csm~2.. RPD:.... Deans of Canadian Universities1 /' 
CSl'U::" RPQ-::P/T Licensing Authorities - Registrars of Pharmacy V 
CSTD#-LRPD~PlT Licensing Authorities'- Registrars: of Physicians and Surgeons V 
CSTD:...- RPD -'-- PIT Licensing Authorities -,- Registrars of Dental Surgeons\~ 
CSTD - RPD - PIT Licensing Authorities - Registrars of Vetetillary MediciI1t1 V"I 
GSTIJ:c-'- RPD'- PIT LicensingAuthorities- Registrars of NaturopathYf ~ 
esrn,)l1SRB~ Pro~~ssion,a!:~~ssoeillti:o~: Pharmacy. Associations..,.(} 
€STU..::c. RPD- Professional Associations - Medical Associations V 

Icsm.;:. RPD - Professional Associations - Dental Associations; t7--_. 
;f CSTD ~ RPD - Professional-Associations-'- VeterinaryAssociatromf. ~ 

CSTV':"" RPP- PIT Deputy Ministers of Health! 

Individual Associations/ Agencies 

. ei:ln~<liaIJ;?sychiatriCAssociation~ . / 
G~~~qt~ A~a,(;iatioll ofNatu~op.athic Doctors> 'V 

... G<m~~}~Rg\!~!l9:WyalthAssoclatlon ~ontacts)", .../ 

"{~~~facturels oiCanada ,'r.,,,) -- ____ -- --- ~ 
CSTD.-:- E,PD- Other Government Departments -'- Canada Border Services Agency (3 ~\::;~:---
Contacts) 
C~.:rf);==RPD~.Other Governmen;,Departments- Public Safety (5 Contacts)· 

--j;Pcanada Border Services Agency - OGD Programs Unit (3 Contacts J'-{'?!d---~ 

~:~:~~:~tee~~~lo;t~t~sG~;ec~~~:e 'l: 
~:~"!(~r~;';;~;:::h::=t:~~~~~ ~~~::ts ~ 

I Public Health Agency of Canada (Johnso'll, "Mary - Manager)"
! Public Health Agency of Canada (Vieira, Gaby .:::Policy Analyst) 1 

! Public Health Agency of Canada (Director-General's Office, Palak, Monica) 
I Public Health Agency of Canada (Mental Health Promotions Unit) 
\ Public Health Agency ofCinada (Strategic Policy and Research) ............. 

\ 
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Martir •. Bo rtt@cbsa:.;asfc.gc.ca 

George.Mezher@cbsa-asfc.gc.ca: 

Nicole.Rougier@cbsa-asfc.gc.ca 
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I.9.· 

Fw: Salvia divinorum - Notice to Interested Parties / Avis d'intention aux parties interessees 

[Ie jraJl(;ais suil/ 

Dear Sir/Madam: 

The purpose of this email is to advise you that a Notice of Intent to Interested Parties (NOl) 
regarding the following substances was published in the Canada Gazette, Part I on February 19, 
2011 : 

Salvia divinoru111 
Salvinorin A 

The electronic version of the NOI is available at the following website: 
http://www.gazette.gc.ca/rp-pr/pl /20 11l2011-02-19/pdf/gl-l4508.pdf, pages 8-9 in PDF fonnat 
(pages 438-439 in Canada Gazette, Pali I). 

This NOI outlines Health Canada's proposal to include Salvia divinorum and salvinorin A in 
Schedule III to the Controlled Drugs and Substances Act (CDSA). In particular, Health Canada 
is seeking further infonnation from stakeholders as to whether these substances have any 
legitimate industrial, scientific or medical uses in Canada. Infonnation received in response to 
this notice will be instrumental in detennining appropriate regulatory controls. 

If you are interested in this process or wish to provide us with infoffi1ation for our consideration/" 
please do so by March 21, 20 11. You may send your comments to Stephanie Chandler, 
Regulatory Policy Division, Office of Controlled Substances, Address Locator: 3503D, 123 
Slater St., Ottawa, Ontario, Canada KIA IB9, by fax at (613) 946-4224 or by email to 
OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca 

PLEASE FORWARD THIS EMAIL TO OTHERS WHO MAY BE INTERESTED. 

Should this notification have reached you in error, it would be appreciated if you could please 
forward it to the appropriate person in your organization and ask that person to infonn us of this 
by sending an e-mail to:OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca 

Thank you, 

Regulatory Policy Division 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 
Healthy Environments and Consumer Safety Branch 
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****************************************************************************** 
************** 

Madame, Monsieur, 

Le present courriel a pour but de vous infonner qu 'un Avis d'intention aux parties interessees 
concernant les substances ci-dessous a ete publie dans Ia Partie I de Ia Gazette du Canada, Ie 19 
fevrier 2011: 

Salvia divillorllm (sauge des devins) 
Salvinorine A 

La version electronique de I'Avis d'intention est disponible a l'adresse Internet 
http://www.gazette.gc.ca/rp-pr/p 1/2011/2011-02-19/pdf/gl-14508.pdf, pages 8-9 ,en fonnat 
PDF (pages 438-439 dans la Partie I de la Gazette du Canada ). 

Cet avis d'intention decrit la proposition de Sante Canada qui consiste a inc1ure la Salvia 
divinorul1l (sauge des devins) et la salvinorine A dans l'annexe III de la LOl reglementant 
certaines drogues et autres substances . Sante Canada cherche precisement a obtenir plus 
d'infonnation de la part des intervenants afin de detenniner si ces substances ont une uti lite 
legitime sur les plans industriel, scientifique ou medical au Canada. Les renseignements qui 
seront obtenus pennettront de prendre des mesures reglementaires appropriees. 

Si vous desirez participer a ce processus ou tout simplement nous fournir de I'infonnation, 
veuillez communiquer avec nous d'ici Ie 21 mars 2011. Vous pouvez envoyer vos commentaires 
par la poste a Stephanie Chandler, Division de Ia politique reglementaire, Bureau des substances 
contr6lees, indice de I'adresse : 3503D, 123 rue Slater, Ottawa, Ontario, Canada KIA 1B9, par 
telecopieur, au 613-946-4224, ou par courriel a OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca 

VEUILLEZ TRANSFERER LE PRESENT COURRIEL AUX PERSONNES QUI 
POURRAIENT ETRE INTERESSEES. 

Si vous avez re((u cet avis par erreur, nous vous saurions gre de Ie transferer a la personne 
concemee de votre organisation et de lui demander de nous en infonner par courriel a : 
OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca 

Merci. 

Division de la politique reglementaire 
Bureau des substances contr61ees 
Direction des substances contr61ees et de la lutte au tabagisme 
Direction generale de la sante environnementale et de la securite des consommateurs 
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RPD Telephone Enquiry 

Date of Call: February 25,2011 
5.19(1) 

Subject: Publication of Salvia NOI 

Language of Correspondence: English 

Caller Name: 

Caller Organization: N/A 

Caller Telephone Number: 

CALL SUMMARY: 

The caller wanted to confinn how long the comment period for the Salvia divinorum Notice to 
Interested Parties (NOI) was. I infonned him that we are requesting all comments on the NOI be 
submitted by March 21, 2011. The caller also asked if after the 30-day comment period ended 
would Salvia divinorum be illegal. I told the caller that the publication of the NOI was meant to 
obtain comments on the initial proposal and that the scheduling of Salvia divinorum would have 
to go through the entire federal regulatory process which could take between 18 and 24 months. 
I also infonned him that there would be additional opportunities for comment once a regulatory 
proposal is pre-published in Canada Gazette, Part I. The caller thanked me and indicated that he 
would be emailing us his comments. 

Stephanie Chandler 
Junior Regulatory Proj ect Officer 
Regulatory Policy Division 
Office of Controlled Substances 
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Re: Fw: Standard Reply to Salvia NOI Comments - translation J 
Isabel Shanahan Stephanie Chandler 2011-02-2502:45 PM 

message has been forwarded. 

Isabel Shanahan 
Assistant to the Manager 
Regulatory Policy Division 
Office of Controlled Substances 
Healthy Environments and Consumer Safety Branch 
Tel: (613) 946-0123 Fax: (613) 946-4224 

Stephanie Chandler Hi Isabel, This is the standard reply approved ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Isabel, 

Stephanie Chandler/HC-SC/GC/CA 
Isabel Shanahan/HC-SC/GC/CA@HWC 
Denis ArsenauIUHC-SC/GC/CA@HWC 
2011-02-2403:03 PM 
Fw: ;5tandard Reply to Salvia NOI Comments 

2011-02-2403:03:58 PM 

This is the standard reply approved by DGO for translation into French. Not a rush as we haven't received 
any French comments yet. 
[attachment "Standard Reply to Salvia NOI Comments.wpd" deleted by Isabel Shanahan/HC-SC/GC/CA] 

I've already started working on a table to track the comments. I know you have gotten a few phone calls 
already so I will probably add a table to track those as welt. 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substancesl Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branchl Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-02-24 02:58 PM -----

From: Jocelyn Kula/HC-SC/GC/CA 
To: Stephanie Chandler/HC-SC/GC/CA@HWC 
Cc: 
Date: 

Denis ArsenauIUHC-SC/GC/CA@HWC, Isabel Shanahan/HC-SC/GC/CA@HWC 
2011-02-24 02:58 PM 

Subject: Re: Fw: Standard Reply to Salvia NOI Comments 

I am aware entering into MECS is a burden, so as long as we have the means to track who sent in what 
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Reponse type aux commentaires re~us dans Ie cadre de I'avis aux parties interessees 
concernant la Salvia 

Madame/Monsieur , 

J'ai bien reyu votre courriel en reponse a l' avis aux parties interessees qui a ete publie au 
sujet de la proposition de Sante Canada d'inscrire la Salvia divinorum (sauge des devins) 
et la salvinorine A a I' annexe III de la Loi reglementant certaines drogues et autres 
substances (LRCDAS). 

Vos commentaires relativement a la proposition ont ete fort apprecies et je peux vous 
assurer que nous en tiendrons compte dans Ie cadre du processus de reglementation 
federal. Vous aurez de nouveau I' occasion de transmettre vos commentaires lors de la 
publication prealable du projet de reglementation integral dans la Partie I de la Gazette du 
Canada. 

Vous trouverez dans Ie portail Votre sante et vous de Sante Canada un article concernant 
la Salvia divinorum visant a informer la population des risques associes a I'utilisation de 
cette plante. L'article peut etre consulte a I'adresse suivante : 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-fra.php 

Je vous remercie de nous avoir ecrit et vous prie d'agreer, Madame/Monsieur, 
I' expression de mes sentiments les meilleurs. 

Stephanie Chandler 
Division de la politique reglementaire 
Bureau des substances controlees 
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OK. 
Thanks! 

Fw: Salvia calls 
Arafo Taiane Stephanie Chandler 

----- Forwarded by Arafo Talane/HC-SC/GC/CA on 2011-02-25 04:30 PM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Arafo, 

Stephanie Chandler/HC-SC/GC/CA 
Arato T alane/HC-SC/GC/CA@HWC 
Lisa Marie NG/HC-SC/GC/CA@HWC 
2011-02-2504:29 PM 
Salvia calls 

2011-02-25 04:33 PM 

As I suspect we will be getting more calls about Salvia ... I spoke to Denis and he has advised that you can 
forward any calls straight to me, instead of to Denis. 

Thanks and have a great weekend!! 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Divisionl Division de la politique reglementaire 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Re: Fw: For input/approval: Interview request - CSC Calgary - Salvia j 
Stephanie Chandler Denis Arsenault 2011-02-2811:57 AM 

Hi Denis, 

01 looks okay to me, and 02 is for input from Suzanne's group. 

For 03), as the reporter is asking" what kind of ban?" I would suggest including the following line from the 
media lines: 

The proposed inclusion of Salvia divinorum and salvinorin A in Schedule III to the Controlled 
Drugs and Substances Act would make possession, trafficking, importation, exportation, 
production (or cultivation), possession for the purpose of trafficking or possession for the 
purposes of exporting illegal unless authorized by regulation. 

04) Is about Spice. I assume it is from the media lines, but may want to forward to Nathan to have a look 
at? 

For 05, I'm not sure what we want to say as far as other substances that we are looking to schedule. Your 
thoughts? 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Denis Arsenault Thoughts? ----- Original Message -----

From: 
To: 
Date: 

Denis ArsenaultJHC-SC/GC/CA 
stephanie.chandler@hc-sc.gc.ca 
2011-02-28 11 :45 AM 

Subject: Fw: For inputJapproval: Interview request - CBC Calgary - Salvia 

Thoughts? 
Nicole Prentice 

----- Original Message ----
From: Nicole Prentice 
Sent: 2011-02-28 11:37 AM EST 
To: Jocelyn Kula; Suzanne Desjardins 

2011-02-28 11 :45:46 AM 

ec: Denis Arsenault; CSTD-OCS-DO; Chantal Routhier-Garner; Christine Roush 
Subject: For input/approval: Interview request - CBC Calgary - Salvia 

Hi Jocelyn and Suzanne, 
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Below is a new CBC enquiry for your input and approval. Reporter is looking for an interview, however, we 
are going to provide written responses only. This is due COB so a response by 1 :30 today would be 
greatly appreciated. 

Suzanne - I believe Q2 is the only one you need to look at/approve. 

Thanks! 
Nicole 
**************************************************************************************** 

Salvia & Synthetic marijuana & other semi-legal highs (salvia his main interest) 

01) Are there 2 separate initiatives going on here? (Private members bill here and HC also looking at 
it - 30 day period for comments)? 

A 1) After reviewing available information and reports that suggest Sa/via divinorum and its main active 
ingredient salvinorin A have the potential for abuse, especially among young people, Health Canada is 
proposing to schedule both Sa/via divinorum and its main active ingredient salvinorin A as controlled 
substances. The Government of Canada is taking these steps in order to protect the health and safety of 
Canadians, particularly youth, from the potentially harmful effects of Salvia divinorum and/or salvinorin A. 
The first step in the process of scheduling a substance under the CDSA is the publication of a Notice to 
Interested Parties (NOI) in Canada Gazette, Part I, which was published on February 19, 2011 for a 
30-day comment period. This notice provides interested stakeholders with the opportunity to provide 
comments on Health Canada's proposal to add Sa/via divinorum and its main 'active ingredient salvinorin 
A to Schedule III to the CDSA. Any comments received are considered during the preparation of a 
regulatory proposal. There will be additional opportunities for comment as the federal regulatory process 
progresses, which usually takes about 18 to 24 months to complete. Health 

Health Canada is not aware of a private members bill regarding Sa/via divinorum. 

02) Broad history over last 5 years - HC monitoring this? studying it? ban it? restrict it? 

A2) Health Canada has reviewed information and reports from a variety of sources regarding the use and 
dangers of salvia and has assessed its findings against several key factors involved in the determination 
of the scheduling of a substance, including 
• its pharmacological similarity to other substances already regulated under the CDSA~ 
• its potential for abuse related to its hallucinogenic properties, and the fact that about 7% of youth 

15-24 years of age have used it - this represents about 300,000 youth; 
• the health risks associated with this substance as shown from some reports of adverse incidents, for 

example, an article in the Journal of Emergency Medicine in 2009 indicates that 39 adverse 
neurological, cardiovascular and gastrointestinal events associated with the use of salvia were 
reported to a statewide (California) poison control system over the span of a decade. Health Canada 
is also aware of a case reported in the U.S. in which a 17 year old boy committed suicide after 
smoking S. divinorum for an unknown period of time, and although a direct causal link between salvia 
use and the death cannot be firmly established, the state of Delaware passed a law which classified 
S. divinorum as a Schedule I controlled substance along with other hallucinogenic substances. 

In addition, in one case report, published in the Journal of Clinical Psychiatry in 2008, a woman who had 
concomitantly consumed cannabis and salvia divinorum experienced severe psychotic symptoms 
(symptomatic toxic psychosis) along with emerging and life-threatening medical consequences. In 2006, 
there was also an incident in Canada in which an incoherent suicidal teenager threatened to kill police 
officers after apparently consuming salvia. 

Health Canada is continuing to survey the prevalence of salvia use and in 2009, Health Canada started 
including questions on salvia use in both the Youth Smoking Survey and the Canadian Alcohol and Drug 
Use Monitoring Survey. The Centre for Addiction and Mental Health in Toronto similarly included 
questions on salvia use in the Ontario Student Drug Use and Health Survey. As results from these 
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surveys became available in 2009-2010, the Department was able to include Canadian surveillance data 
in its ongoing assessment of salvia. 

03) Current initiative - what is behind this? Why is HC looking to ban it? What kind of ban? Reasons 
behind it? 

A3) SeeA2. 

Scheduling these products will reduce the potential risks to the health and safety of Canadians associated 
with their ready availability, with their increased use and their unknown effects. The scheduling of Salvia 
divinorum and salvinorin A will also eliminate the current misconception that these substances are a safe 
alternative to other illegal drugs. Furthermore, the scheduling will also enable law enforcement agencies 
to take action against suspected illegal activities involving these substances. 

04) Also - issue of synthetic marijuana - "legal" highs K21 spice 1 Yucatan fire 1 Skunk - what is HC's 
position on these? 

A4) There is no such thing as synthetic marihuana as marihuana (cannabis) is a plant that is also a 
controlled substance. Health Canada is aware that there are products being sold in Canada that contain 
synthetic cannabinoids, the family of molecules that give marihuana its psychoactive properties. It is, 
however, illegal to sell, import, produce, export or possess any product that contains synthetic 
cannabinoids as these compounds are captured under Item I of Schedule II to the Controlled Drugs and 
Substances Act (CDSA). Any offences of this nature are subject to criminal prosecution in Canada. Law 
enforcement can take action if they suspect illegal activity. In Canada, these synthetic cannabinoids are 
considered to be similar synthetic preparations of cannabis, and thus are subject to the Controlled Drugs 
and Substances Act 

While products sold under the brand names "Spice" and "K2" are marketed as herbal incense for use in 
the home, it is believed that these products are generally smoked by consumers because they are known 
to produce effects similar to those induced by marihuana. It is believed, that the cannabis-like effects of 
these products come from the infusion of one or more synthetic cannabinoids and analysis of some 
"Spice" products being sold in Canada has shown that these products contain the synthetic cannabinoids 
JWH-018 and CP-47497. These substances are considered to be similar synthetic preparations of 
cannabis, which are listed in Item 1 of Schedule II of the Controlled Drugs and Substances Act (CDSA). 

It is illegal to sell, import, produce, export or possess products that contain these controlled substances in 
Canada, and offences of this nature are subject to criminal prosecution in Canada. When identified as 
such, illegal herbal incense products will be seized at pOints of entry into Canada and removed from retail 
outlets. Law enforcement can take action if they suspect illegal activity. 

05) Any other similar drugs Canada is looking at banning as well? 

AS) For OCS input. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 
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----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2011-02-28 11 :33 AM -----

From: 
To: 
Date: 
Subject: 

Christine Roush/HC-SC/GC/CA 
Nicole Prentice/HC-SC/GC/CA@HWC 
2011-02-28 11 :20 AM 
Re: Fw: Interview request - CSC Calgary - Salvia 

OK - made a number of changes below. 

Christine Roush 
Senior Communications Advisorl 

Nicole Prentice For your review: Salvia & Synthetic marijuana ... 2011-02-28 11 :02:59 AM 
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5.19(1) 

Fw: Proposed addition of Salvia divinorum and salvinorin A to Schedule III to 
the Controlled Drugs and Substances Act ... 
OCS Policy and Regulatory Affairs to: Denis Arsenault 2011-02-2804:03 PM 
Sent by: Stephanie Chandler 

b OCS Policy and Regulatory AffcFw: Proposed addition of Salvia divinorum and salvinorin A to Schedule III to 

I 
I 
I 
! 

I 
i 

Hi Denis, 

FYI Please see the email below addressed to Cathy, which was cc'ed to various politicians and 
newspapers. 

Stephanie 

Office of Controlled Substances/Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-02-28 04:02PM -----

Proposed addition of Salvia divinorum and salvinorin A to Schedule III to the Controlled 
Drugs and Substances Act ... 

to: OCS.Policy.and.Regulatory.Affairs 

Cc: layton.J, ignatieff.M, Editor-Westender, 

Carol Sabiston 
Director General 
Controlled Substances and Tobacco Directorate 
Health Canada 

2011-02-2802:17 PM 

Re: Proposed addition of Salvia divinorum and salvinorin A to Schedule III to the Controlled 
Drugs and Substances Act 

Monday, February 28th 2011 

Dear Ms. Sabiston, 

I am writing to express my concern with the proposed addition of Salvia divinorum and 
salvinorin A to Schedule III to the Controlled Drugs and Substances Act (1). The Government 
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has not demonstrated that any significant harm comes from smoking or ingesting Salvia 
divinorum and salvinorin A. Reading through the proposal, the only detriment that can be 
determined is that the effects may be "unpleasant". Health Canada should ask itself if protecting 
Canadians from unpleasant experiences is part of its mandate, or if the personal decisions that 
arise from one's conscience are not enshrined in the Canadian Charter of Rights and Freedoms. 
There is no published evidence that demonstrates addiction or harm from ingesting S. divinorum 
or salvinorin A. The proposal claims that Salvia is a hallucinogen similar to LSD, and offers 
this as a reason why it should be regulated, but research suggests that the effects of S. divinorum 
or salvinorin A are not the same as LSD and cannot be placed in the same category (2, 3). The 
proposal cites statistics published in the Canadian Alcohol and Drug Use Monitoring Survey 
(CADUMS) claiming that up to 7.3% of young Canadians between the ages of 15-24 have used 
S. divinorum or salvinorin A at least once in their lifetime, but over all, demonstrates a very low 
use among Canadians in general (0.5%) (4). Despite the fact that S. divinorum or salvinorin A 
are currently unscheduled, the rates of use (and hence abuse) among young people are lower than 
for either Cannabis (10.6%) and alcohol (75.5%), two substances that are otherwise illegal or 
restricted to youth (5). Very clearly, creating legal impediments to recreational use has not 
effectively diminished the consumption of either marijuana or alcohol, and my concern is that 
once S. divinorum and salvinorin A are placed in Schedule ill and hence become restricted 
substances they will acquire greater notoriety among youth, and more importantly, will be 
distributed by criminal elements, putting our youth at greater risk not just from criminal activity 
but from adulteration. If it were Health Canada's intent to remove all substances that youth 
consume recreationally, then perhaps Health Canada might consider banning petroleum 
distillates and solvents, since this represents a greater danger, with upwards of 5% of Canadian 
youth at risk from inhalant abuse (6). Compared to the "unpleasant" effects of Silvia divinorum 
or salvinorin A, inhalation of petroleum distillates and solvents leads to very real medical and 
health issues, and yet these substances remain widely available with restriction. Based on the 
balance of evidence I strongly urge Health Canada to withdraw this proposal and focus its 
energies on more meaningful enterprises including education and harm-reduction. If we expect 
youth to be responsible and mindful about their recreational choices then let's avoid these sorts of 
paternalistic, heavy-handed measures to criminalize personal choices. Let us create an informed 
and intelligent society. 

Competing Interests: None declared. 

Yours sincerely, 
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Hi, 

Fw: Salvia NOI Comments 
Denis Arsenault :. Jocelyn Kula 

Stephanie Chandler 

A couple of follow-up questions to my previous email: 

2011-02-2804:28 PM 

1) While it appears we now have to include these comments/responses in MECS, do you think a 
physical docket is necessary for each of these? 

2) One of the comments we received cc'd Jack Layton, Michaellgnatieff and other political figures. 
Do you think we should simply cc them in our response? 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.L 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TelfTel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-Mail/Courriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenauIUHC-SC/GC/CA on 2011-02-28 04:24 PM -----

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Denis ArsenaultlHC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-02-2804:23 PM 
Salvia NOI Comments 

Just confirmed with Stephanie that we have received thus far 36 comments in response to the NOI. No 
responses to these have been sent thus far. 

For now, Isabel will create MECS dockets as needed and Stephanie will coordinate with her to send 
responses and ensure these are also included in MECS. 

Some of these comments are pressing as they ask for specific info (Le. when does the comment period 
close?) 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances controlees, 
Health Canada / Sante Canada 
TelfTel: (613) 957-6828 
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Fax / Telecopieur : (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
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Fw: L TE - Winnipeg Free Press 
.Jocelyn Kula Denis Arsenault, stephanie.chandler 2011-02-28 04:32 PM 

Normal Priority. 

for the file pis 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SCIGCICA on 2011-02-28 04:32 PM -----

From: Dave Stephens/HC-SCIGCICA 
To: jocelyn.kula@hc-sc.gc.ca, Suzanne Desjardins/HC-SCIGCICA@HWC, 

brenda.paine@hc-sc.gc.ca, Jesse Arnup-Blondin/HC-SC/GC/CA@HWC, 
christine.roush@hc-sc.gc.ca, ken.polk@hc-sc.gc.ca 

Date: 2011-02-2804:09 PM 
Subject: L TE - Winnipeg Free Press 

not sure if it was picked up in the press clippings on Friday, but I found 
it on the paper's web site. It appears they took MP Glover's name off. 
I~ve included another letter on the same subject, that apparently didn't 
require the same # of approvals ;) 

Letters to the Editor 
Winnipeg Free Press - PRINT EDITION 
Have your say 
By: Staff Writer 
Posted: 02/25/2011 1:00 AM I Comments: 6 

Powerful hallucinogen 
We would like to respond to the Feb. 23 editorial No need to ban 

salvia on the Government of Canada's recent proposal to control salvia 
divinorum and salvinorin A. 

We want to eliminate the misconception that salvia is a safer 
alternative to street drugs. 
It is not. 
Salvia divinorum, and its active ingredient salvinorin A, can produce 
powerful hallucinations similar to those associated with the use of the 
well-known hallucinogen LSD, which is a controlled substance. Other 
effects include confusion, disorientation and anxiety. 
In Canada, about seven per cent of youth aged 15 to 24 have tried salvia. 
This represents about 300,000 young people -- a rate that is similar to 
that for cocaine and ecstasy, and a rate much higher than that for LSD. 
The move to control these substances is also consistent with actions taken 
by several other countries, such as Australia, Belgium, Denmark, Finland, 
Germany, Italy, Japan, Norway, South Korea, Spain and Sweden. All have 
placed similar controls on the import and/or sale of salvia divinorum 
and/or salvinorin A. Some U.S. states have taken action to restrict their 
use, sale and/or distribution. 
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Leona Aglukkaq 
Minister of Health 
Ottawa 
************************ 

Your Feb. 22 article Feds eye ban on obscure herb indicates a dangerous 
disconnect with reality and perception. Bart Stras, owner of the head shop 
The Joint, clearly has been smoking too much of his own product when he 
says "salvia has never had any issues as a herbal incense product." 
Of course it hasn't, because he knows that people who buy salvia want a 
hallucinogenic high and aren't looking to have their boudoir smell minty 
fresh. If it weren't so pathetic, it would be almost comical that salvia 
is sold as a so-called natural health product. I believe that poisonous 
mushrooms are also a 100 per cent natural product. 
Paul Doyle 

Dave Stephens 
Senior communications Executive-Gestionnaire Principal des Communications 
HECSB/DGSCSE 
Health Canada/Sante Canada 
6th Floor, Room 6-033, 269 Laurier Ave. W., Ottawa, ON 
Tel: (613) 946-8107 
Cell: (613) 859-3581 

003013 



Re: Salvia NOI Comments] 
Jocelyn Kula Denis Arsenault 2011-02-2804:33 PM 

Stephanie Chandler 

should hear back from Jesse tomorrow- if not I will follow up 
for now, you can get responses ready to go in draft, but just don't hit send 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Denis Arsenault Hi Jocelyn, Just confirmed with Stephanie that... 2011-02-2804:23:32 PM 

From: Denis ArsenauIVHC-SC/GC/CA 
To: Jocelyn Kula/HC-SC/GC/CA@HWC 
Cc: Stephanie Chandler/HC-SC/GC/CA@HWC 
Date: 2011-02-2804:23 PM 

Salvia NOI Comments 

Hi Jocelyn, 

Just confirmed with Stephanie that we have received thus far 36 comments in response to the NO!. No 
responses to these have been sent thus far. 

For now, Isabel will create MECS dockets as needed and Stephanie will coordinate with her to send 
responses and ensure these are also included in MECS. 

, Some of these comments are pressing as they ask for specific info (Le. when does the comment period 
close?) 

Denis 

Denis Arsenault, AlManager / Gestionnaire p.L 
Regulatory Policy Division I 
Division des politiques reglementaires, 
Office of Controlled Substances I 
Bureau des substances contr6lees, 
Health Canada / Sante Canada 
TellTel: (613) 957-6828 
Fax / Telecopieur: (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
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Re: Question about Salvia lAS j 
Stephanie Chandler Hanan Abramovici 2011-03-02 12: 11 PM 

Hi Hanan, 

Here is the most recent draft of the lAS, however, keep in mind that it has not been approved by the 
Director, OCS as it will have to be updated again once I have collected all the comments on the NOI. 

~ 
Draft Salvia Divinorum lAS_Jan 62011.doc 

May I ask what you mean by scheduling decision ... ? Is Salvia going back to the CSS-WG? 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 

Hanan Abramovici Hi Stephanie, Do you have a copy of the latest S ... 

From: 
To: 
Date: 
Subject: 

Hi Stephanie, 

Hanan Abramovici/HC-SC/GC/CA 
Stephanie Chandler/HC-SC/GC/CA@HWC 
2011-03-02 12:06 PM 
Question about Salvia lAS 

2011-03-02 12:06: 14 PM 

Do you have a copy of the latest Salvia lAS that you could send me? I think I'm going to have to review it 
in anticipation of the scheduling decision that's coming up. 

Thanks very much, 
Hanan 
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Issue Analysis Summary 

Scheduling Salvia Divinorum under the CDSA 

Regulatory Policy Division 
Office of Controlled Substances 
Controlled Substances and Tobacco and Directorate 

CONTENTS 

1. APPROVALS 
2. ISSUE 
3. PURPOSE 
4. CONTEXT 
5. ASSESSMENT OF RISKS AND BENEFITS 
6. IDENTIFICATION AND ANALYSIS OF OPTIONS 
7. CONSIDERATIONS 
8. RECOMMENDA TION(S) 
9. CONSULTATIONS 
10. IMPLEMENTATION AND EVALUATION 

1. APPROVALS 

This Issue Analysis Summary is approved. 

Jocelyn Kula, NDirector 
Office of Controlled Substances 
Controlled Substances and Tobacco Directorate 

[DD/MMl2010] 

2. ISSUE 

DRAFT 

cfanuary 6.)OIl . 

Health Canada has received a number of enquiries from various municipalities and members of 
the public asking why Health Canada has not taken steps to control the availability of Salvia 
divinorum (S. divil1orum) under the COlltrol/ed Drugs alld Substallces Act (CDS A). These 
requests are further to reports from scientific and media sources suggesting that S. divillorum is 
being used by youth specifically for its hallucinogenic properties. Health Canada has also noted 
an ongoing media interest regarding the availability of S. divinorum in Canada. 
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3. PURPOSE 

To assess S. divillorll11l against the criteria for the addition of a substance to one of the Schedules 
to the CDSA, and detemline whether this substance should be regulated as a controlled substance 
in Canada. 

4. CONTEXT 

S. divillorll11l is a species of sage which belongs to the mint family, and which is found in the 
fOml of dried leaves, extracts and plant cuttings. Also called "diviner's sage", the plant is known 
to induce illusions and hallucinations when chewed or smoked. Salvinorin A, the psychoactive 
ingredient in S. divilloru11l is a neoclerodane diterpene which is found primarily in the leaves, and 
to a lesser extent in the stem of the plant. I 

S. divillorum is widely touted as a "legal" hallucinogen on the Internet, and has also been reported 
to be one of the most prevalent herbal products used as an alternative to illicit drugs among 
adolescents and young adults. 2 While very little is known about how and where S. divillOr1l11l is 
sold in Canada, it is suspected that it is mainly purchased over the Internet and/or bought at head 
shops or alternative life style stores, etc. S. divillOr1l11l cuttings are also available from a number 
of garden supply companies. 

S. divinorulll is a substance not currently scheduled under the CDSA. It can be imported and sold 
legally in Canada to anyone of any age, anywhere in Canada provided it is not sold as a health 
product or marketed as a hallucinogen. In addition, the S. divillorlll1l sold in Canada is currently 
not subject to any specific quality or safety standards. 

The use of S. divillorllm as a psychotropic agent first came to Health Canada's attention in 2002. 
In 2004, Health Canada received four adverse drug reaction (ADR) reports associated with the 
use of S. divinorum as a hallucinogen, with three being considered non-serious (requiring no 
medical attention) and the fourth being considered serious (medical intervention was required). 
The serious ADR report involved the concomitant use of alcohol in a person diagnosed with 
Attention Deficit Disorder. 

Further to the receipt of the aforementioned ADRs, the Marketed Health Products Directorate 
(MHPD) and the Natural Health Products Directorate (NHPD) of the Health Products and Food 
Branch (HPFB) prepared an issue analysis summary (lAS) in November 2005, which 
recommended that S. divillorul1I and its active ingredient salvinorin A be regulated as controlled 
substances. This recommendation was maintained when the lAS was updated in November 

I u.s. Department of Justice Drug Enforcement Administration. 2002. Drugs and Chemicals of Concern: Salvia 
Divinorum (salvinorin A, divinorin A) URL: 
htto://www.deadiversion.usdoj.gov/drugs concern/salvia d/salvia d.htm Nov 2008 
2 Dennehy CEo Tsourounis C. Miller AE. Evaluation of Herbal Dietary Supplements Marketed on the Internet for 
Recreational Use. Annals of Pharmacotherapy. 2005 Oct;39( I 0): 1634-9. 
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2006. 

Later, in December 2005, MHPD and NHPD prepared a Signal Assessment (SA) (updated in 
June 2007) that eventually led to the preparation ofa Health Risk Assessment (HRA), which 
concluded that S. divilloru11l or salvinorin A-containing health products would constitute a Type 
II Health Risk according to the Health Hazard Classification set out in the,Health Products and 
Food Branch Inspectorate (HBFB!) Recall Policy. Such a risk is defined as "a situation in which 
the use of, or exposure to, a product may cause temporary adverse health consequences or where 
the probability of serious adverse health consequences is remote". 

Further to a discussion with the Assistant Deputy Minister (ADM) of the Healthy Environments 
and Consumer Safety Branch (HECSB) in April 2007, the (then) Drug Strategy and Controlled 
Substances Directorate (DSCSD) (now the Controlled Substances and Tobacco Directorate, 
CSTD) organized a meeting with MHPD, NHPD and HPFBI to discuss S. divinorulIl. HPFBI 
was to determine appropriate compliance activities regarding S. divillorulIl and consult with the 
Canada Border Services Agency (CBS A) regarding the movement of products containing S. 
divillorulIl into and out of Canada. 

On September 13, 2007, a further meeting between DSCSD, MHPD, NHPD and HPFBI led to 
the conclusion that DSCSD would conduct a scheduling assessment of S. diviJlOl'U1lI in order to 
explore the possibility of scheduling this substance under the CDSA. 

In September 2008, the Director Generals of DSCSD, MHPD, TPD and the HPFBI agreed that 
media lines and an "It's Your Health" article on S. divillorulIl .mould be prepared. 

4.1 Relevant Legislative Frameworks in Canada 

4.1.1 Food alld Drug Regulations (under the Food alld Drugs Act) 

The Food and Drug Regulations (F&DR) serve to ensure the safety, efficacy, and quality of 
health products offered for sale in Canada, including drugs and medical devices. Prior to being 
given market authorization, a manufacturer must present substantive scientific evidence that their 
product is safe, efficacious and of high quality. For drugs, Health Canada reviews this 
information carefully and, if the review is satisfactory, a Notice of Compliance (NOC) is issued 
and appropriate Drug Identification Numbers (DINs) are assigned. 

A "drug" is defined under the F &DR as any substance or mixture of substances manufactured, 
sold or represented for use in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state, or its symptoms, in human beings or animals, 

(b) restoration, correction or modification of organic functions in human beings or animals, or 

3 
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(c) disinfection in premises in which food is manufactured, prepared or kept; 

As no products containing S. divinorulIl or its extracts have been reviewed and approved by 
Health Canada as of October 2010, it is illegal to market S. divinorulIl when it is represented as a 
drug. 

4.1.2 Natural Health Products Regulatiolls (under the Food (llld Drugs Act) 

The Natural Health Products Regulations (NHPR) aim to provide Canadians with ready access 
to natural health products (NHPs) that are safe, effective, and of high quality, while respecting 
freedom of choice and philosophical and cultural diversity. The NHPR require that all licensed 
products display a Natural Product Number (NPN), or, in the case of a homeopathic medicine, a 
Drug Identification Number - Homeopathic Medicine (DIN-HM), on their labels. These numbers 
are issued once a product is authorized for sale in Canada. A product licence may be obtained 
pursuant to an application in which the applicant attests to all of the conditions set out in a 
natural health product monograph prepared and published by the Natural Health Products 
Directorate. Alternatively, an applicant may submit a product license application that provides 
evidence of quality, safety and efficacy that is assessed as being sufficient and approved by 
NHPD by the full s.ubmission route. The NHPR also require that all manufacturers, packagers, 
labelers, and importers have a site license issued on the basis of sufficient evidence of procedures 
respecting distribution records, product recalls, product handling, storage and delivery, and all 
other aspects of Good Manufacturing Practices as set out in the NHPR. 

The definition of an NHP under the NHPR has both a function and substance component. The 
function component refers to those substances that are manufactured, sold or represented for use 
in: 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 

(b) restoring or correcting organic functions in humans; or 

(c) modifying organic functions in humans, such as modifying those functions in a manner 
that maintains or promotes health. 

The substance component refers to the requirement that all of the medicinal ingredients of an 
NHP must be substances set out in Schedule I (a list of included substances) to the NHPR, a 
traditional medicine or a homeopathic medicine, and none of the ingredients can be substances 
set out in Schedule 2, a list of excluded substances which includes any substance listed on 
Schedules I to V of the CDSA. Section 2(2) of the NHPR excludes those substances (except 
homeopathic medicines) whose sale is required to be pursuant to a prescription as per Section 
C.01.043 of the F&DR. 

As per section 93(1 )(b)(vi) of the NHPR, every natural health product must be labeled with its 
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authorized recommended use or purpose. £roducts that contain S divi1lorlllll and that are 
manufactured, sold or represented for use as a hallucinogen meet the definition of an NHP. 

.,Health Canada has not authorized for sale any natural health products containing S.t!ivinorllll1 or 
salvinorin A as an ingredient. Therefore, sales of S divil10rum are illegal under the NHPR if the 
product is represented for use as a hallucinogen or if other health claims are made .. 

4.1.3 Controlled Drugs and Substa1lces Act and its Regulations 

The CDSA provides a legislative framework for the control of substances that can alter mental 
processes and that may produce harm to the health of an individual or to society when diverted or 
misused. Except as authorized under its regulations, activities such as possession, possession for 
the purposes of trafficking, trafficking, importation, exportation, possession for the purposes of 
exportation and production of controlled substances are prohibited under the CDS A. 

The substances regulated under the CDSA are grouped into~Schedules, and each Schedule is 
associated with particular offences and penalties as described in Part I of the CDSA. 

In determining whether a substance should be regulated as a controlled substance, and into which 
Schedule !o. the CDS A it should be placed, Health Canada considers the following factors: 

• International requirements and trends in control and/or scheduling; 
• Chemical and/or pharmacological similarity to substances listed in the Schedules to the 

CDSA; 
• Legitimate use of the substance, including therapeutic, scientific, or industrial uses; 
• Potential for abuse and/or addiction liability; 
• Evidence of extent of actual abuse of the substance in Canada and internationally; and 
• Risk to personal and public health and safety. 

4.2 Assessment of S. DivblOrum for Scheduling Purposes 

4.2.1 International Requirements and Trends in Control and/or Scheduling 

At the present time, neither S divinorum nor salvinorin A are listed under the United Nations 
Drug Control Conventions and therefore do not have to be regulated as controlled substances in 
any of the countries (including Canada) that are signatories to these Conventions. 

Alistralia 

In June 2002, Australia became the first country to prohibit the sale, supply, possession and use 
of S divi1lorum and salvinorin A. Both S divinorum and salvinorin A are listed in Schedule 9 of 
Australia's Standard for the Uniform Scheduling of Drugs and Poisons on the basis of "high 
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potential for abuse and risk to public health and safety.") Schedule 9 is Australia's most 
restrictive drug schedule, and includes "substances which may be abused or misused, the 
manufacture, possession, sale or use of which should be prohibited by law except when required 
for medical or scientific research, or for analytical, teaching or training purposes with approval of 
Commonwealth and/or State or Territory Health Authorities.,,4 

Belgium 

A decree was passed in Belgium on October 22,2006 which added S. divil1or1l11l to the list of 
controlled substances. This list includes substances such as psilocybin mushrooms, khat and 
peyote cactus.s 

Dellmark 

In 2003, Denmark added S. divinoru11I and salvinorin A to their list of "category B" controlled 
substances, a category which also includes psilocybin mushrooms, cocaine, amphetamine, and 
several othe~substances that are only legal for medicinal and scientific purposes. Illegal 
possession carries a penalty of up to two years in prison. 

GermallY 

S. divinoru11I (plant and plant parts) was added to Appendix I of the Narcotics Act in Germany on 
March 1, 2008, making it illegal to produce, traffic, or possess. The law does not specifically 
mention salvinorin A. 

Italy 

On June 25, 2004, the Italian Ministry of Health issued an ordinance prohibiting the sale of S. 
divil1orU11I and its active constituent salvinorin A. On January 11,2005, the Ministry of Health 
made possession of S. divi110ru11l and salvinorin A illegal by placing them in "Tabella 1" of the 
Tabelle Sostanze Stupe/acenti 0 Psicotrope. 

Japan 

On November 9, 2006, the Japanese government added a group of thirty-three drugs to its list of 
controlled substances, including salvinorin A. The drugs are banned under a revised 
pharmaceutical law, under which persons involved in their illegal import, production, and sale, 
i.e. beyond medical treatment or research purposes, will be subject to up to five years 
imprisonment or a fine of up to five million yen. 

J http://www.tga.gov.aulndpsc/record/rr20011I.pdf 
~ http://www.cognitiveliberty.orglnews/salvia_australia.htm 
5 
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Spain 

On January 28,2004, the Spanish Ministry of Health and Consumption issued an order 
prohibiting the sale of S. divillorum. The regulation went into effect on May 6, 2004 and only 
prohibits activities related to commerce. Possession and/or use are not considered to be criminal 
offences. 

Other Countries 

It is illegal to possess or sell S. divillorum in Croatia, Latvia, Lithuania, Poland, Romania, South 
Korea and Sweden. In Russia it is illegal to grow or sell S. divinorul1l, but it is legal to possess it. 
In Estonia, Finland, Iceland and Norway, S. divinor1l11l is treated as a medicinal herb and it is 

illegal to import it without a relevant prescription from a doctor. 

United States of America 

S. divillorllm and salvinorin A are not included in the Schedules to the United States COil trolled 
Substallces Act. Although both S. divillOr1l11l and salvinorin A have been added to a list of 
chemicals "of concern", this has no legal implications. According to the National Institute for 
Drug Abuse, the Drug Enforcement Administration is considering classifying S. divillorum 
and/or salvinorin A as Schedule I drugs. This Schedule includes substances such as LSD and 
marihuana. 

At the state level,.p number of state legislatures have implemented laws restricting the use, sale 
and/or distribution of S. divinorlll1l and/or salvinorin A, including,Dela',VaTe"Ge()rgia,Florida, 
Hawaii, Illinois, Kansas, Kentucky, Maryland, Mississippi, Missouri, Nebraska, North Dakota, 
Ohio, Oklahoma, South Dakota, Wisconsin, Virginia, California, Louisiana, Maine, North 
Carolina, artd Tennessee. By way of example, additional details regarding the regulation of S. 
divillorllm in these last five states are provided below. 

Califomia 

As of January 1, 2009, the sale or distribution of S. divinorllm or salvinorin A, or any 
substance or material containing S. divinorllm or salvinorin A, to any person under 18 
years of age is a misdemeanor punishable by imprisonment in a county jail for not more 
than six months, a fine of no more than $1,000, or both. 

Louisiana 

In 2005, Louisiana passed a bill which prohibits the possession, production, manufacture 
and distribution of a material, compound, mixture, or preparation intended for human 
consumption and that contains a hallucinogenic plant. A "hallucinogenic plant" is 
defined as "any part or portion" of a plant on a list of forty plants, which includes S. 
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divillorum. 

Maine 

In Maine, S. divillorllm and salvinorin A are regulated in the same way as tobacco 
products; adults eighteen years of age or over can legally purchase and use the material, 
but selling or providing S. divillOr1l11l or salvinorin A to anyone under the age of eighteen 
is a criminal offence. Possession by a minor is a civil violation, punishable by a fine, 
community service, or both. 

North Carolina 

On December 1,2009, the North Carolina State Legislature brought a new law into force 
which made S. divillor1l11l and salvinorin A illegal. The only legal S. divilloru11I activities 
are the growing for aesthetic, landscaping, or decorative purposes or university-affiliated 
medical or pharmacological research. 

Tennessee 

On July 1,2006, Tennessee classified the deliberate production, manufacture, 
distribution, or possession of the active chemical ingredient in the hallucinogenic plant S. 
divillOrU11l as a Class A misdemeanor. It is not, however, a criminal offence to possess, 
plant, cultivate, grow, or harvest S. divilloru11I for aesthetic, landscaping, or decorative 
purposes. The law also does not apply to any dosage that is legally obtainable from a 
retail establishment without a prescription when (and it) it is recognized by the Food and 
Drug Administration as a homeopathic drug. 

4.2.2 Chemical and/or Pharmacological Similarity to Substances Listed in the Schedules to the 
CDS A 

The psychoactive ingredient in S. divillOrU11l is the neoclerodane diterpene salvinorin A.6 As a 
diterpene, salvinorin A is part of a family of substances that contain terpenoids. Another plant 
which contains psychotropic terpenoids is Artemisia absinthium (wormwood).7 Salvinorin A is a 
hallucinogen with a distinct structure and it does not interact with the serotonin type-2A receptor 
or any other molecular target of classical hallucinogens. 8 Instead, the available research suggests 
that the psychotropic effects of salvinorin A are mediated by its agonistic actions at the K-opioid 
(KOR) receptor.9 Its mechanism of action is therefore unique. 10 

6 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
7 Wolowich WR, Perkins AM. Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 

9 Roth BL. Baner K. Westkaemper R, Siebert D. Rice KC, Steinberg S. Ernsberger p. Rothman RB. Salvinorin A: a 
potent naturally occurring nonnitrogenous kappa opioid selective agonist. Proc Natl Acad Sci USA. 2002 Sep 
3;99( 18): 11934-9. 
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The psychoactive effects of S. divillorum vary in onset and duration and include perceptual 
distortions such as the sensation of becoming an object, having visions of various two
dimensional surfaces, films and membranes, revisiting places of the pas"t (particularly childhood), 
perceived loss of the body and/or identity, various sensations of motion (being pulled or twisted 
by a force of some kind), uncontrollable hysterical laughter, and overlapping realities 
(perceptions of being in more than one place).11 Laughter, happiness, a sense of well-being and 
dissociative effects were deemed the most positive aspects of S. divillorum by users, second only 
to the "trip" that the drug elicits. 12 Depersonalization, speaking gibberish, widening of 
consciousness and subjective illusions of rapid movement, flying or hovering have also been 
reported. 13 

The psychotomimetic effects of S. divillorum closely resemble the schizoid symptoms induced by 
lysergic acid diethylamide (LSD) or phencyclidine (PCP).14 Yet, it is said to have only a weak 
influence on the prevailing mood of the user which differentiates it from other hallucinogens 
such as LSD and psilocybin. 15 Its strong dissociative effects are often compared to those of 
ketamine. 16 Users have reported that the psychedelic effects of S. divillorum were most similar to 
those caused by psilocybin mushrooms. 17 However, users familiar with the effects of other 
hallucinogens agree that despite certain similarities to classical hallucinogens, the visions and 
overall experience are quite unique. IS 

S. divillorlllll causes an unusually high degree of sedation, weakness and fatigue, and the 
increased de-realization is not commonly reported for classical psychedelics. 19 The combination 

10 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
II Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
12 Gonzalez D, Riba J, Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2):157-62. 
13 Biicheler R, Gleiter CH. Schwoerer P. Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance 
for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's Sage). 
Pharmacopsychiatry. 2005 Jan;38( I): 1-5 and Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic 
findings. J Ethnopharmacol. 1994 Jun;43( I ):53-6. 
14 Biicheler R, Gleiter CH. Schwoerer p. Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Sal via divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 Jan;38( I): 1-5. 
15 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
16 Wolowich WR. Perkins AM. Cienki JJ. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
17 Gonzalez D. Riba J. Bouso JC. Gomez-Jarabo G. Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
18 Siebert OJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( 1):53-6 and Gonzalez 0, Riba J. Bouso JC, Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective 
effects of Salvia divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
19 Gonzalez D. Riba J. Bouso JC, Gomez-Jarabo G. Barbanoj MJ. Pattern of use and subjective cffects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
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of these effects seems to correlate with that of other KOR agonists such as pentazocine.20 

The onset and intensity of the effects of S. divinorum appear to be related to the route of 
administration. Traditional uses generally produce mild effects because the leaves are rolled and 
chewed or crushed and prepared as a foamy infusion whereby the salvinorin A is degraded in the 
gastrointestinal system before being absorbed into the bloodstream. Hence, the level of effect 
relates quite closely to the length of time the material spends in the mouth, with the onset of 
effect generally taking 5-10 minutes. The effects build over the next hour and last for another 
hour before they begin to subside.21 

Routes of administration that avoid the hepatic first-pass effect (i.e. inhalation, intravenous, 
intramuscular and sublingual use) provide the quickest and most intense effect.22 Salvinorin A 
can be isolated from the plant to make a powder which can be vaporized and inhaled. The effects 
felt from vaporizing salvinorin A are experienced in about 30 seconds, last for about 5-10 
minutes, and then subside over the next 30 minutes.23 

Smoking the dried leaves or a concentrated extract using a pipe or bong is by far the most 
popular method of administration. 24 Dried leaves may also be fortified with a concentrated 
extract of salvinorin A. A concentrated extract can also be used sub lingually. Neither S. 
divilloruIII nor salvinorin A can be injected because they arejnsoluble in water.25 

4.2.3 Legitimate Use of the Substance (Therapeutic, Scientific, Industrial) 

S. divillorum has traditionally been used for spiritual and medicinal purposes by the Mazatec 
Indians in Oaxaca, Mexico.26 For medicinal purposes (gastrointestinal problems, headaches, 
rheumatism, anemia and swelling of the stomach) an infusion of the leaves or the leaves 
themselves are ingested. 27 However, its main use in Mexico today is believed to be for its 

20 Arasteh K, Poudevida S, Farre M, Roset PN, Cami J. Response patterns of the Spanish version of the 49-item 
short form of the Addiction Research Center Inventory after the use of sedatives, stimulants, and opioids. Drug 
Alcohol Depend. 1999 Jun 1 ;55(1-2): 117-25. 
21 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
J un;43( I ):53-6. 
22 Wolowich WR, Perkins AM. Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
23 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. J Ethnopharmacol. 1994 
Jun;43( I ):53-6. 
H Gonzalez D. Riba J, Bouso JC. Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8:85(2): 157-62 and Baggot MJ, Erowid E, 
Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems of Drug Dependence 
(CPDD). in San Juan, Puerto Rico, 2004. 
25 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. J Psychoactive 
Drugs. 1994 Jul-Sep;26(3):277-83. 
26 Gonzalez D. Riba J, Bouso JC. Gomez-Jarabo G, Barbanoj MJ. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8;85(2): 157-62. 
27 Munro, T. The Chemistry of Salvia divinorum. PhD dissertation, 2006. Accessed from: 
http://eprints.infodiv.unimelb.edu.aularchive/00002327/0 11M unr02006thesis.pdf February 2007. 
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psychedelic properties in the aid of producing "mystical" or hallucinogenic experiences as part of 
spiritual rituals.28 

Although selective KOR agonists have been shown to produce analgesic effects, adverse effects such 
as psychotomimesis, dysphoria and diuresis have been observed in studies investigating their 
therapeutic use.29 In addition, while it has been speculated that KOR agonists may be useful in 
the treatment of certain psychiatric disorders including Alzheimer's disease, schizophrenia, 
dementia and bipolar disorder, there has been no clinical research to support these hypotheses. 30 

There are presently no recognized medical uses for S. divillorul1I in Canada. 

Similarly, there are no known industrial or commercial uses for S. divillorul1I in Canada. Most 
web sites offering S. divillorum cuttings and seeds for sale appear to do so in the context of 
growing the plant for "recreational" purposes, rather than out of horticultural interest or for its 
esthetic appeal. However, it should be acknowledged that this does not preclude the possibility 
of a person growing this plant for purely decorative purposes. S. divinorum is also marketed as 
incense. However, there is no evidence that S. divillorulII has any fragrant properties that would 
legitimize such a use. Therefore it is believed that the marketing of this plant as an incense is a 
means to avoid compliance and enforcement actions by Health Canada. 

4.2.4 Potential for Abuse and/or Addiction Liability 

Salvinorin A is a potent, KOR-selective agonist and in contrast to the euphoria produced by &. 
opioid receptor (MOR} agonists such as morphine, KOR agonists are negatively reinforcing and 
aversive.31 In addition, KOR agonists have analgesic properties, but are not associated with 
respiratory depression like MOR agonists.32 Finally, while MOR agonists increase the release of 
dopamine, the activation ofKOR decreases dopamine release in the nucleus accumbens.33 In the 
case of MOR agonists, the increase of dopamine acts as a positive reinforcer. This action 
motivates the user to use the drug again, which could lead to drug abuse and/or addiction. For 
KOR agonists, this is not the case. 

18 Prisinzano TE. Psychopharmacology of the hallucinogenic sage Salvia divinorum. Life Sci. 2005 Dec 
22;78(5):527-31. 
19 Barker RL, Fawcett 1, Barkin S1. 2002. Chronic pain management with a focus on the role of newer 
antidepressants and centrally acting agents. In: Pain Management: A Practical Guide for Clinicians, 6th edition, 
Weiner RS ed. CRC Press, Boca Raton, FL. pp. 415-34 and Tidgewell et a\., 2004. A facile method for the 
preparation of deuterium labelled salvinorin A: Biorganic & Medicinal Chemistry Letters, 14: 5099-5102. 
)0 Sheffler OJ & Roth BL. Salvinorin A: the 'magic mint' hallucinogen finds a molecular target in the kappa opioid 
receptor. Trends Pharmacol Sci. 2003 Mar;24(3): 107-109 . 
. 11 Killinger BA, Peet MM, Baker LE. Salvinorin A fails to substitute for the discriminative stimulus effects of LSD 
or ketamine in Sprague-Dawley rats. Pharmacology, Biochemistry & Behaviour. 2010 May 96; 260-265. 
)1 Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11th Ed. Brunton LL, Lazo 1S and Parker KL (cditors). McGraw-Hili, New York, USA, 2006, pp. 547-
590. 
JJ Gustein HB & Akil H. Opioid Analgesics. In: Goodman and Gilman's The Pharmacological Basis of 
Therapeutics 11 th Ed. Brunton LL, Lazo JS and Parker KL (editors). McGraw-Hili. New York, USA. 2006. pp. 547-
590. 
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The aversive effects of KOR agonists suggest that the risk of addiction to S. divillOrU11l is 
negligible. Users have reported the negative effects of S. divilloru11l as: the short duration of 
action, lack of control over the experience, persisting negative effects (most often anxiety),34 
sweating, chills, increased diuresis, impaired vigilance,35 and negative after-effects including 
tiredness, feeling head heavy, dizziness, physical exhaustion, and some degree of malaise or 
'hangover' as they 'comedown' from the drug.36 Despite these reports, very few controlled 
scientific studies of the physical and psychotropic effects of S. divilloru11l on humans have been 
carried out and the results have been conflicting. For example, one author states: "Many who 
have used salvinorin A find the experience extremely unnerv1ng, frightening and overly intense 
and most have no desire to repeat the experience.,,37 However, another study suggested that this 
is not the experience of all recreational users of S. divillor1l11l.

38 Over eighty percent of users 
surveyed on a web-based questionnaire about their S. divillOl"l/1II use said that they would 
probably or definitely use S. divillorul1I again. 39 

In addition, some users have noted that they require increasing doses of salvinorin A in order to 
achieve the desired effect and the stimulated cerebral KOR may act as a mechanism of 
tolerance.4o Therefore, it is difficult to predict with certainty its potential for addiction and abuse. 
In studies that have been conducted, there is conflicting information around the addiction 

liability of S. divillorum in both animals and humans. Further studies in this area and on the 
KOR mediated decrease of dopamine are also required in order to fully understand the addiction 
potential of this substance. 

While concerns for the potential of abuse were initially considered minimal given that 1 kg of 
dried leaves only yield~ 3 to 6 human doses of salvinorin A for oral consumption, it was then 
discovered that vaporizing and inhaling 200-500 micrograms has profound hallucinogenic 

34 Baggot MJ, Erowid E, Erowid F and Mendelson JE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San Juan, Puerto Rico, 2004. 
35 BUcheler R, Gleiter CH, Schwoerer p, Gaertner I. Use of non prohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Salvia divinorum (Diviner's 
Sage). Pharmacopsychiatry. 2005 lan:38( I): 1-5. 
36 Gonzalez D, Riba 1. Bouso lC. Gomez-larabo G. Barbanoj Ml. Pattern of use and subjective effects of Salvia 
divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8:85(2): 157-62. 
37 Turner DM. Salvinorin - The Psychedelic Essence of Salvia Divinorum. Panther Press, San Francisco. CA 1996. 

38 Gonzalez D. Riba 1, Bouso lC, Gomez-larabo G. Barbanoj MJ. Pattern of use and subjective effects of Salvia 

divinorum among recreational users. Drug Alcohol Depend. 2006 Nov 8:85(2): 157-62, BUcheler R, Gleiter CH. 
Schwoerer P, Gaertner I. Use of non prohibited hallucinogenic plants: increasing relevance for public health? A case 
report and literature review on the consumption of Salvia divinorum (Diviner's Sage). Pharmacopsychiatry. 2005 
lan:38(1): 1-5, and Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 
1 Psychoactive Drugs. 1994 Jul-Sep:26(3):277-83. 
39 Baggot Ml, Erowid E. Erowid F and Mendelson lE. Poster presented at the meeting of The College on Problems 
of Drug Dependence (CPDD), in San luan, Puerto Rico, 2004. 
40 Bucheler R, Gleiter CH, Schwoerer P. Gaertner I. Use of nonprohibited hallucinogenic plants: increasing 
relevance for public health? A case report and literature review on the consumption of Sall'ia dil'ill0l1/111 (Diviner's 
Sage). Pharnlacopsychiatry. 2005 lan:38( I): 1-5. 
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effects.4J Given that only small doses of this substance arepecessary to achieve the desired 
effects through inhalation, the potential for abuse is much higher. Also, the extraction of 
salvinorin A from the plant is simple, and with care, approximately 1.5 grams of pure salvinorin 
A per kilogram of dried leaves (8kg of fresh leaves) can be isolated. This is enough for 2000 oral 
doses.42 

4.2.5 Evidence of Extent of Actual Abuse of the Substance in Canada and Internationally 

In Canada, the prevalence of use of S. divillorum has recently been documented. Questions about 
the use of salvia were included in the 2009 Ontario Student Drug Use and Health Survey, the 
2008-2009 Youth Smoking Survey and the 2009 Canadian Alcohol and Drug Use Monitoring 
Survey.* 

The results from the 2009 Ontario Student Drug Use and Health Survey were published on 
November 18, 2009 and indicate that: 

• Among all responding students in Ontario, 4.4% reported using S. divillorum at least once 
in the past year. In comparison, 58.2% indicated they had used alcohol, 25.6% indicated 
they had used cannabis and 5.0% indicated they had used hallucinogens other than LSD 
and PCP in the past year; 

• Males (6.2%) were significantly more likely than females (2.3%) to report using S. 
divinorum; 

• There is significant grade variation, with~ divillorllm use most likely among Illh graders 
(8.6%) and 12

u, 
graders (8.4%); and 

The results of the 2008-2009 Youth Smoking Survey were published on May 31,2010 and 
indicate that: 

• 4.9% of students stated that they had used salvia in the last twelve months. In 
comparison, 53.0% indicated they had used alcohol, 27.3% indicated they had used 
cannabis and 6.9% indicated they had used other hallucinogens in the last twelve months; 

• 2.6% of students in Grades 7-9 and 7.0% of students in Grades 10-12 had used salvia in 
the last twelve months; and 

• Males (6.6%) were more likely to have used salvia in the past twelve months compared to 
females (3.2%). 

41 Siebert 01. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
1un;43( I ):53-6. 
42 Valdes LJ 3rd. Salvia divinorum and the unique diterpene hallucinogen, Salvinorin (divinorin) A. 1 Psychoactive 
Drugs. 1994 Jul-Sep;26(3 ):277-83. 
,. It should be noted that in some cases it is not clear if responses indicate the use of S. divillo/'Um or salvinorin A 
given the use of the term "salvia" within the survey question. 
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The Canadian Alcohol and Drug Use Monitoring Survey specifically examined salvia for the first 
time in 2009. An estimated 1.6% of Canadians, aged 15 years and older, reported that they had 
used salvia in their lifetime, and 0.2% reported using it in the past-year. In comparison, the 
prevalence of past-year cannabis use among Canadians 15 years of age and older was 10.6%, 
while 1.2% of respondents reported using cocaine or crack in the past 12 months, 0.9% ecstasy 
and 0.7% illicit hallucinogens. In conclusion, 'salvia' appears to be a substance that is tried 
largely by youth with a 7.3% prevalence of lifetime use. 

According to the 2009 Monitoring the Future survey, the annual prevalence of use of S. 
divillOrU11l among 12th graders in the United States is 5.7%. The American Substance Abuse and 
Mental Health Services Administration's 2006 National Survey on Drug Use and Health found 
that, of respondents aged 12 or older, 1.8 million had used S. divillorlll1l at least once in their 
lifetime and 756,000 had used the substance in the past year. Among youth aged 12 to 17, males 
were more likely than females to have used S. divillorlll1l in the past year (0.9% vs. 0.3%). 

Health Canada's Drug Analysis Services (DAS) has identified salvinorin A in a number of 
samples seized by law enforcement, ranging from 9 samples in 2006 to 20 samples in 2009. It is, 
however, difficult to determine how this data reflects the extent of actual abuse of salvinorin A in 
Canada, given that it is not an illegal substance and would likely only have been seized 
accidentally or during the seizure of other controlled substances. 

Between 2003 and 2009, the Border Integrity Unit of the Health Products and Food Branch 
Inspectorate (HPFBI) reported;ttot<ilof26 (23refuseci,3 relea~ed)_r(,!cords()rimports aIld__ ~D=e=le=ted=:=tll=at=====< 

attempted imports of S" cli~in()':l!11lp_ro.dllc_t~ _ Jh_ese _ r(,!~()rcls_ rt:p_reseIl!_I3Iitisl1c:()lul11~ia_ and ______ . _. _. _.' ---~D=e=le=ted=:="=/V/=·,, =====< 

Ontario only however, ang,dat<i forotherprovinc;es is not availllblt:: .l-I()\Ve"er, ti1e P!actic(,!of Deleted: in their databases 

recording imports has since been replaced by a national database in which only refused Deleted:. 0 

shipments are tracked. As of November 2010, there is no record ofa refused shipment of S,,___ ('rD=e=le=t=ed=:=,,/=,"='''=====< 

divinor1l11l in the national database. This may reflect decreased volume of incoming shipments, 
decreased referral of such shipments by Canada Border Services Agency (CBSA), or adaptation 
by importers/sellers to import requirements (e.g. labelling as incense). 

The National Forensic Laboratory Information System (NFLIS) and the System to Retrieve 
Information from Drug Evidence (STRIDE) in the United States are Drug Enforcement 
Administration (DEA) databases that collect scientifically verified data on analyzed samples in 
state and local forensic labs as well as samples from DEA labs. While in 2000 no seized samples 
were found to contain S. divillOrll11l or salvinorin A, 70 samples tested positive in 2008. Once 
again, it is difficult to determine how this data can be used to reflect the actual extent of abuse of 
S. divillorum and salvinorin A in the United States as neither substance is listed in the COil trolled 
Substances Act. 

The increase in both the number of enquiries to Health Canada from various municipalities and 
members of the public and the amount of media interest regarding the availability of S. 
divillorum in Canada may be an indication that the recreational use of S. divillOrll11l as a 
hallucinogen is on the rise. However, it may also reflect an increased awareness of the 
phenomenon, rather than an increased incidence of use. 
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4.2.6 Risk to Personal and Public Health and Safety 

The potential for harm to the user and/or other individuals is primarily related to the 
hallucinogenic properties of the substance. As this substance is typically smoked, there is no risk 
of infectious disease transmission as is the case when a drug is injected. Users may get up and 
walk around without apparent awareness of their movements, behaviour or surroundings, and 
distinction between self and surroundings is often lost. At doses greater than 1 mg of salvinorin 
A, out of body experiences are frequent and loss of consciousness has been reported.43 There is 
little information regarding the social behaviours of persons under the influence of S. divillorul1I 
products, and what risks their activities such as operating a motorized vehicle may pose to the 
general public. There is also very little data regarding the toxicity, teratogenicity or other long
term effects of S. divillorul1I use. 44 

As far as law enforcement is concerned, the Department has only received a limited number of 
communications indicating concern with respect to S. divillorum. The Royal Canadian Mounted 
Police (RCMP) has stated that while S. divillorlll1l is readily available, it has not become a 
popular drug in Canada, probably due to its aversive effects such as anxiety and introversion. 

A handful of case reports regarding physiological and psychotropic effects of S. divillorlll1l use 
have been published in the scientificlmedicalliterature. For example, an international case report 
described the perceptions of a 19 year-old man after inhaling S. divinorllm smoke. The peak 
psychotropic effects, including prickling of the skin, fever-like hot flashes, muscular tremor, and 
depersonalization, were reached in less than five minutes after inhalation of an unknown amount 
of smoke from burning dried leaves.45 Another report involved a 15-year-old male who presented 
to psychiatric emergency services with acute onset of paranoia, deja vu, blunted affect, 
difficulties in thought processing and slowed speech after smoking S. divillorum over an 
unknown period of time. During his hospitalization all symptoms improved significantly except 
the feeling of deja vu. Based on this case presentation, the author suggested that the feelings of 
deja vu may be a long-term effect of S. divillorUI1I use:46 However, given that this is the only case 
report in which deja vu was associated with the use of S. divillorum, more reports are needed to 
substantiate this finding. 

In addition to the above-mentioned reports, in 2006, a case was reported in the U.S. in which a 
17-year-old boy committed suicide after smoking S. divillorllm for an unknown period of time:P 

It should be noted that alcohol and general depression were the main confounders in this case. 
After this case was reported, the state of Delaware passed a law which classified S. divino rum as 
a Schedule I controlled substance along with other hallucinogenic substances. 

Like many drugs of abuse, users are often unaware of the potency and adulterants in the product 
they purchase. A study by Wolowich et al. (2006), showed that the salvinorin A content in five 

~3 Siebert DJ. Salvia divinorum and salvinorin A: new pharmacologic findings. 1 Ethnopharmacol. 1994 
lun;43( 1 ):53-6. 
H Grundmann 0, Phipps SM, Zadezensky I, Butterweck V. Salvia divinorum and Salvinorin A: An Update on 
Pharmacology and Analytical Methodology. Planta Med 2007 Jun;73: 1039-1046. 

~6Singh S. (2007) Adolescent salvia substance abuse. Addiction. 102.823-824. 
H http://www.kvbc.comiGlobal/story.asp?S=4893692 
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out of five S. divillorum products was falsely indicated on the label and 4 out of 5 products 
contained unidentified adulterants (i.e. vitamin E, caffeine). 48 

There are also several reports of domestic adverse reactions related to the use of S. divinoru11l 
that have been received through the Canada Vigilance database. However, this does not reflect 
true incidence due to under-reporting. 

S. ASSESSMENT OF RISKS AND BENEFITS 

6. IDENTIFICATION AND ANALYSIS OF OPTIONS 

.8 Wolowich WR, Perkins AM, Cienki 11. Analysis of the psychoactive terpenoid salvinorin A content in five Salvia 
divinorum herbal products. Pharmacotherapy. 2006 Sep;26(9): 1268-72. 
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7. CONSIDERATIONS 

The NHPR are limited in their capacity to control the availability of S. divillorum in that S. 
divinorum products are often declared as incense and therefore cannot be considered unapproved 
natural health products. In addition, compliance and enforcement actions such as voluntary stop
sales, forfeiture, destruction, and administrative seizure, cannot be implemented unless the 
marketing of the product indicates that it is to be sold for human consumption in order to modify 
an organic function. Moreover, while the sale of unauthorized natural health products containing 
S. divinorlllll or its active ingredient salvinorin A may be subject to such actions by Health 
Canada under the Food and Drllgs Act (FDA), the penalties applicable to incidences of 
unauthorized sale under the FDA are very low and would likely not deter a retailer from 
continuing to market unauthorized products. Unlicensed natural health products are also 
permitted to be imported provided they are for personal use only .. 
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Non-regulatory options for the control of S. divillorulII, such as the development of an 
educational campaign to highlight the risks associated with using this plant, were also 
considered. However, the risks associated with this substance, as well as the confusion 
concerning its enforcement as a natural health product only when it is sold for use with a health 
claim, do not make this option viable. 

S. divillorulII meets the criteria for scheduling a substance under the CDSA. While neither the 
plant nor its main active component salvinorin A are scheduled under any of the UN Drug 
Control Conventions, a number of countries and American states have taken steps to control the 
distribution and use of these substances. S. divillontm and salvinorin A are pharmacologically 
similar to other substances included in Schedule III to the CDSA, such as LSD and psilocybin. 
There are also currently no legitimate therapeutic, commercial or industrial uses for S. divillorztm. 
While the addiction potential of S. divillorlllll appears to be low, there is a significant potential 

for its abuse as a 'legal' hallucinogen. There is very little information with regards to the long
term effects of S. divillorul1I use. There is also evidence of use, particularly by Canadian youth 
and potential for individual health risks as well as risks to public health and safety. 

In light of a recommendation to include S. divillorul1I under Schedule III to the CDSA, it is also 
recommended that the main psychoactive ingredient of this plant, salvinorin A, be scheduled. 
Salvinorin A can easily be extracted from S. divillorum and this substance gives the plant its 
hallucinogenic properties. Therefore the use of salvinorin A poses the same risks as S. divillorulIl 
and should also be controlled under the CDSA in the same manner as S. divillorul1l. 

8. RECOMMENDATIONS 

9. CONSULTATIONS 

The Drug Analysis Services (DAS) was contacted in order to provide any data available 
regarding the identification of salvinorin A in samples submitted by law enforcement. 

The Royal Canadian Mounted Police (RCMP) was contacted in order to establish their views 
with respect to S. divillorulII use in Canada. The RCMP advised that S. divillorlllll is readily 
available and law enforcement agencies have no legal means to prevent its sale. 

OCS has received a number of correspondences from Canada Border Services Agency (CBSA) 
officers concerning a lack of information regarding the status of S. divillorlllll and how the plant 
should be treated at the border. ,At present, only shipnlents of S:. divillorlllli tl1:itare represented 
for sale as health products that modify organic functions can be refused for import under the 
NHPR. 

OCS brought S. divillorUIIl to the Controlled Substances Scheduling Working Group (CSS-WG) 
in August 2010 to discuss the possibility of regulatory control of this substance. After assessing 
the available information against the six criteria listed in the Context section of this Issue 
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Analysis Summary, the CSS-WG recommended that S. divillorulII be,#ldded to Schedule III to the 
CDSA. 

10. IMPLEMENTATION AND EVALUATION 

s.21(1)(a) 
s.21(1)(b) 
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Fw: ~ 
Denis Arsenault Stephanie Chandler 

Normal Priority. 

Hi Stephanie, 

Denis 

Denis Arsenault, NManager / Gestionnaire p.i. 
Regulatory Policy Division / 
Division des politiques reglementaires, 
Office of Controlled Substances / 
Bureau des substances contr61ees, 
Health Canada / Sante Canada 
Telrrel: (613) 957-6828 
Fax / Telecopieur : (613) 946-4224 
E-MaiIlCourriel:denis_arsenault@hc-sc.gc.ca 
----- Forwarded by Denis ArsenauIUHC-SC/GC/CA on 2011-03-02 02: 18 PM -----

From: 
To: 
Dote: 
Subject: 

Bonjour Denis, 

Chantal 

Chantal Trepanier/HC-SC/GC/CA 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-03-0211 :50 AM 

Telrrel: 613946-5682 
Telec/Fax: 613954-9485 

Solicitor-Client Privilege/Protected 

5.23 

2011-03-0202:19 PM 

This message is intended for the use of the individual or entity to which it is addressed and may contain 
information that is privileged or confidential and exempt from disclosure under applicable law. 
Unauthorized disclosure, copying or re-transmission is prohibited. Modification of the transmission is 
prohibited. If you have received this transmission in error, please notify me immediately by sending me a 
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return e-mail copy. Then, delete the original message. Thank you. 

Secret professionnel de l'avocatlProtege 
Cette communication est exclusivement destinee a I'individu ou I'entite a qui elle est adressee. Elle peut 
contenir de I'information privilegiee, confidentielle et ne pouvant etre divulguee selon la loi applicable a 
I'espece. Toute divulgation non-autorisee est defendue. Toute copie non-autorisee ou re-transmission 
non-autorisee de ce message sont defendues. Si vous avez re/tu cette communication par erreur, veuillez 
m'en aviser immediatement par retour de courriel. Puis, supprimez Ie courriel re/tu. Merci. 
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RPD Telephone Enquiry 
5.19(1) 

Date of Call: March 3, 2011 

Subject: Publication of Salvia NOI 

Language of Correspondence: English 

Caller Name: 

Caller Organization: 

Caller Telephone Number: 

CALL SUMMARY: 

had a number of questions with regards to the publication of the Salvia divinorum 
Notice to Interested Parties (NOI). He first wished to confirm the final date to submit comments, 
which I informed him was March 21, 2011. He also wanted to know how he could go about 
submitting comments, and I informed him that he could submit comments by mail, email or fax. 
___ . ______ . __ also asked if Health Canada was currently looking at scheduling any other plants 
similar to S. divinorum. I told him that while I was not in a position to answer that question, if 
we were to look at the scheduling of a plant it would undergo a separate scheduling assessment 
separate from S. divinorum. also indicated that he had sent an email to the OCS 
PRAD email account, and I informed him that he would receive an acknowledgement shortly. 
The caller than asked me whether making all activities with S. divinorum illegal or not 
scheduling S. divinorum were the only two options Health Canada could possibly move forward 
with. I told him that after a review of the comments received from the NOI, Health Canada could 
potentially consider other regulatory options or schedules for the plant. He also wanted to know 
when S. divinorum would be considered illegal. I informed him that a regulatory process 
typically takes 18 to 24 months to complete. thanked me for returning his call and 
indicated that he would be submitting comments on the NOr. 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division 
Office of Controlled Substances 
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Re: Salvia responses and dockets J 
Jesse Arnup-Blondin Jocelyn Kula 

CSTD-DGO, jeannine.ritchot, Michael Assad, Paula Robert, 
stephanie.chandler, Denis Arsenault, Arato Talane 

-._" .. __ ..... -' ... ~ .... -... 
Normal Priority. 

This message has been forwarded. 

2011-03-0312:03 PM 

Just heard back from ECD. On a go forward basis, they will keep all letters with comments on salvia NOI, 
and will reply with the standard. We'll still need the letter below to be approved by MO up the line before it 
starts being used for Ministerial letters, but hopefully it will be approved. 

For the ones you already have, just use this response for all. 

Jocelyn Kula Excel/ent. and thank you. Stepllanie/Denis- pie ... 2011-03-03 11:31.15 AM 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Jesse Arnup-Blondin/HC-SC/GC/CA@HWC 
Cc: CSTD-DGO, jeannine.ritchot@hc-sc.gc.ca, Michael Assad/HC-SC/GC/CA@HWC, Paula 

RobertlHC-SC/GC/CA@HWC, stephanie.chandler@hc-sc.gc.ca, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Arafo Talane/HC-SC/GC/CA@HWC 

Date: 2011-03-0311 :31 AM 
Subject: Re: Salvia responses and dockets 

Excellent, and thank you. 
Stephanie!Denis- please note, and you can start rolling out, Please also revise translation. DO will now 
forward ministerial dockets. 

Jocelyn 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada! Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Jesse Arnup-Blondin Hi Jocelyn - Sorry about the delay in getting ... 
Jocelyn Kula Hi Jesse Just wondering if there was any decisi... 

2011-03-0311:17:51 AM 
2011-03-0310:56:26 AM 
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Re: Fw: CBC.ca/health - Move to ban hallucinogenic herb questionedj 
Dave Stephens Jocelyn Kula 2011-03-0312:12 PM 

Christine Roush, Denis Arsenault, Stephanie Chandler 

Normal Priority. 

Thanks Jocelyn. 

Given the unlikelihood that we'd get approval to send a correction, I think we should let it go. 

Dave Stephens 
Senior Communications Executive-Gestionnaire Principal des Communications HECSB/DGSCSE 
Health Canada/Sante Canada 
6th Floor, Room 6-033,269 Laurier Ave. W., Ottawa, ON 
Tel: (613) 946-8107 
Cell: (613) 859-3581 

Jocelyn Kula Am unclear what you mean by "removing the Fe ... 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Dave Stephens/HC-SC/GC/CA@HWC 

2011-03-0312:07:48 PM 

Cc: Christine Roush/HC-SC/GC/CA@HWC, Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC 

Date: 2011-03-0312:07 PM 
Subject: Re: Fw: CBC.ca/health - Move to ban hallucinogenic herb questioned 
~>_-v_---<-'~_~",n>,>_,.~"""-,, m_-...~~~~~ _____ .=-A __ <N ~~","~_~ ___ "w_~,ov_,.~~~ __ ~"O'M __ >='_"",_>~_"",,~,,~v._~' .. ,_"M ....... /_,,_ •• "m,.".b",. __ ~",~,,_,,~~ ...,".~_, ,,,·~,,,,._>M_." __ .W""""''''''' ..-"" __ ",,,,,,,,, __ ,, "'~"'_"""""",_,=_.,~.,w"_>,,~~~,,.~.A'_ 

Am unclear what you mean by "removing the Feb 4 date" as that is unfortunately how all NOls are 
published, and we would have to go through departmental approvals to republish an NOI without that date, 
ie. the content of the doc is not in our hands, it is with the Gazette Office. 

In this regard, I think asking the outlets to issue a correction would be better. Or we just suck it up and 
move on. I personally, don't think the date is what is influencing people whether to write or not! 

JK 

Jocelyn Kula 
Acting Directorl Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Dave Stephens 
Christine Roush 

an alternative would be to contact the media outL 
Dave - once again, this CSC story reports the wr>o> 

2011-03-03 12:02:47 PM 
2011-03-03 12:01: 18 PM 
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Re: Fw: Salvia responses and dockets :J 
Jocelyn Kula ., Stephanie Chandler 

Denis Arsenault 

Normal Priority. 

5.19(1) 

2011-03-0301:30 PM 

Yes we use the same response for ministerial dockets (until told otherwise or it comes back on approvals) 
and for PRAD account emails ..... 

Yes you can call the person back, but if he gives you a rant about scheduling and why, just listen and 
acknowledge his concerns ..... do not attempt to defend the Dept's actions ..... 

JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Chandler Hi Jocelyn, As the email trail below seems to s ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-03-03 12:59 PM 
Fw: Salvia responses and dockets 

2011-03-0312:59:58 PM 

As the email trail below seems to specifically address the ministerial dockets, I would just like to confirm 
that RPD is cleared to go ahead sending the standard response (with Jesse's revision) to the emails that 
have been received to the OCS PRAD account. 

I have also received a phone call from I 

According to his voicemail he just had general questions regarding the NOI process. I will return his call 
this afternoon unless you have any concerns? 

Thanks, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
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E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GCICA on 2011-03-0312:55 PM -----

From: 
To: 

Jesse Arnup-Blondin/HC-SC/GCICA 
Jocelyn Kula/HC-SC/GCICA@HWC 

Cc: CSTD-DGO, jeannine.ritchot@hc-sc.gc.ca, Michael Assad/HC-SC/GC/CA@HWC, Paula 
RobertlHC-SC/GCICA@HWC, stephanie.chandler@hc-sc.gc.ca, Denis 
ArsenaultlHC-SC/GC/CA@HWC, Arato Talane/HC-SC/GC/CA@HWC 

Date: 2011-03-0312:03 PM 
Subject: Re: Salvia responses and dockets 

""- ,~-,,--." -~- ,-."",., ~ 

Just heard back from ECD. On a go forward basis, they will keep all letters with comments on salvia NOI, 
and will reply with the standard. We'll still need the letter below to be approved by MO up the line before it 
starts being used for Ministerial letters, but hopefully it will be approved. 

For the ones you already have, just use this response for all. 

Jocelyn Kula Excellent, and thank you. Stephanie/Denis- pie ... 2011-03-0311:31:15AM 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Jesse Arnup-Blondin/HC-SC/GC/CA@HWC 
Cc: CSTD-DGO, jeannine.ritchot@hc-sc.gc.ca, Michael Assad/HC-SC/GC/CA@HWC, Paula 

RobertlHC-SC/GC/CA@HWC, stephanie.chandler@hc-sc.gc.ca, Denis 
ArsenaultlHC-SC/GCICA@HWC, Arato Talane/HC-SC/GC/CA@HWC 

Date: 2011-03-03 11 :31 AM 
Subject: Re: Salvia responses and dockets 

Excellent, and thank you. 
StephanielDenis- please note, and you can start rolling out, Please also revise translation. DO will now 
forward ministerial dockets. . 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canadal Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Jesse Arnup-Blondin Hi Jocelyn - Sorry about the delay in getting ... 

From: 
To: 

Jesse Arnup-Blondin/HC-SC/GCICA 
Jocelyn Kula/HC-SC/GCICA@HWC 

2011-03-0311:17:51 AM 

Cc: CSTD-DGO, jeannine.ritchot@hc-sc.gc.ca, Michael Assad/HC-SC/GC/CA@HWC, Paula 
RobertlHC-SC/GC/CA@HWC 

Date: 2011-03-03 11: 17 AM 
Subject: Re: Salvia responses and dockets 
,,---~~->~- .. ------~,--.-... -.~." .. - -

Hi Jocelyn-

Sorry about the delay in getting back to you. I haven't been able to get a response from ECD on this yet, 
so in the interest of getting these dockets done on time, send them up with the response you have drafted, 
and I will keep working to see if we can get future dockets replied to with a standard so we don't need to 
send them to the directorate. 
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The one change I would suggest is to change the "when" to a "should" for publication in CGI, since we 
don't want to draw the conclusion prematurely that the Minister will approve proposed regs. 

There will also be additional opportunities for comment should a complete regulatory 
proposal be pre-published in Canada Gazette , Part 1. 

Will keep you posted on path forward for future dockets. 

Jesse 

Jocelyn Kula Hi Jesse Just wondering if there was any decisi ... 2011-03-0310:56:26 AM 

From: Jocelyn Kula/HC-SC/GC/CA 
To: Jesse Arnup-Blondin/HC-SC/GC/CA@HWC 
Cc: Michael Assad/HC-SC/GC/CA@HWC, Paula RobertlHC-SC/GC/CA@HWC, CSTD-DGO, 

jeannine.ritchot@hc-sc.gc.ca 
Date: 2011-03-0310:56 AM 
Subject: Salvia responses and dockets 

Hi Jesse 

Just wondering if there was any decision as to whether our proposed standard response to comments 
received in response to the NOI and/or any ministerial or departmental correspondence. Just that we 
have three ministerial dockets now in hand, and obviously, we would like to respond in time. 

If memory serves, you were going to check with ECD reo whether we could "get out of' including more 
substantive text regarding why the Dept has taken the action it has, which as I pointed out, is only going to 
irritate the drug decrimi.nalization advocates that have been writing to us ..... . 

Happy to discuss further as needed. 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controh~es 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
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Re: Salvia Divinorum ~ 
OCS Policy and Regulatory Affairs to: 2011-03-0301 :57 PM 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

Salvia Divinorum 

OCS Policy and Regulatory Aff;: Dear, I am writing to acknowledge receipt of your email with 

I ________________________________________________________________ ~ 
Dear. 

I am writing to acknowledge receipt of your email with regards to the publication of the 
Notice to Interested Parties outlining Health Canada's proposal to add Salvia divinorum 
and salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be 
taken into consideration as the federal regulatory process progresses. There will also be 
additional opportunities for comment should a complete regulatory proposal be 
pre-published in Canada Gazette , Part 1. 

For your information, Health Canada has developed an It's Your Health article about 
Salvia divino rum that aims to inform the general public about the risks associated with the 
use of this plant. The article can be found on the Health Canada website at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/life-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled SubstanceslBureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

5.19(1) 

Shaun Hello, I'd like to comment on the proposal to ban... 2011-02-19 07:30:39 AM 

Salvia Divinorum 

to: OCS. Policy.and. Regulatory.Affairs 2011-02-1907:30 AM 
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Hello, 

I'd like to comment on the proposal to ban salvia divinorum. 

There is no evidence whatsoever that salvia divinorum causes dependence 
or other negative long-term health effects. Compared to alcohol and 
tobacco, salvia is practically harmless. While some people may describe 
the effects as "unpleasant", others have found it to be useful for 
meditation and relaxation. The herb is used by indigenous tribes in 
Cental America for the latter purposes. 

I strongly believe that it should not be the place of the government to 
tell people what they can and can't ingest, without strong evidence that 
a substance is dangerous. It seems to me that salvia is being banned 
primarily due to prejudice, as the media often associates it with drugs 
like LSD, even though it is a vastly different drug. I think that for 
the government to restrict the freedom of its citizens in such an 
arbitrary manner is disgusting. 

The proposal cites protecting teenagers as one of the primary reasons 
for this ban. However, there is no reason given as to why teenagers need 
to be protected from it. "Protecting children" these days seems to be 
more of a euphemism for infringing on freedom, rather than an actual 
reason. Furthermore, teenagers are already using alcohol, tobacco, 
marijuana, and many other much more harmful drugs, regardless of the 
legality. The drug war has done nothing to protect children from drugs 
(and some even argue it has made it worse). This ban would simply be a 
step further in the wrong direction. 

Please respect the freedom of responsible adults and do not ban this 
substance. 

Thank you 
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OCS Policy and Regulatory Aft, Dear I am writing to acknowledge receipt of your email with 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Martin Lynch Firstly, thank you for the opportunity to comment... 2011-02-1911:53:14 AM 

Proposed Regulation of Salvia Divinorum 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-1911:53 AM 

Firstly, thank you for the opportunity to comment on the proposed addition of salvia divinorum 
to Schedule III of the CDSA. It is certainly important, and appropriate, to invite consultation 
before making such profound decisions. 

Secondly, I would like to request information about any and all scientific studies regarding the 
health impacts (detrimental or positive) of consumption of salvia divinorum. I see your notice in 
Canada Gazette mentions the number of people who report using it, however what I don't see is 
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any scientifically based studies guiding Health Canada's decision-making on this issue. To my 
knowledge, salvia divinorum is not physically addictive, is short acting (in the neighbourhood of 
five minutes), poses no danger of death via overdose (as far as I'm aware, no known alkaloid 
hallucinogenic can cause death directly, except perhaps ibogaine (although reports regarding 
ibogaine's toxicity are somewhat dubious also)) and has not been clinically shown to cause any 
adverse health effects. 

Altering one's perception of reality is rather fundamental to the human experience - this is, after 
all, why amusement parks are in business, and why children enjoy swings and merry-go-rounds 
and seesaws while adults enjoy alcohol and 3D movies. Other than a general bias against 
particular methods of altering one's reality, is there any science backing up this proposal? 

I look forward to hearing from you. 

Kind regards, 
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Dear I 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled Substances/Bureau des substances controlE~es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Dear Stephanie, I was perturbed this morning to ... 2011-02-1901:00:43 PM 

Proposal regarding the addition of Salvia divinorum and salvinorin A to Schedule III to 
the Controlled Drugs, and Substances Act 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-19 01 :00 PM 

Cc: inspire 
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Dear Stephanie, 

I was perturbed this morning to read that Health Canada is proposing the addition of Salvia divinorum and sal' 
Controlled Drugs and Substances Act. To add context, I have never used nor do I intend to use this substance 

My concerns with this change include the following: 

- This change would likely affect individuals who choose to use this substance for self exploration, expansion 
spiritual growth. I, and many other Canadians, believe that this is a legitimate use of psychotropic substances. 
right to inhibit peoples' choice to expand their awareness. 

- Prohibition of salvia would shift profits from legitimate, tax-paying enterprises to organized criminals. Prof 
would certainly increase with prohibition, expanding a criminal underworld that is strongly resented and feare. 
Increased enforcement and punishment, as has been demonstrated clearly by the US model of drug prohibition 
while doing nothing to limit access to salvia. The health impact (mental health, HN, etc.) of increased prison 
negative impact of salvia's continued status as a legal substance. 

- There is no evidence that salvia is addictive. 

- There is no evidence supporting a conclusion that salvia use, in and of itself, is harmful to human health. 

Health Canada's role in this matter should involve educating Canadians on the known effects and responsible 1 

sales of salvia to irresponsible minors should also be considered. Further expansion of a policy of prohibition 
fact-based understanding of substance abuse, damage prevention, and economics. I urge you to consider these 
policy on the regulation of salvia divinorum and salvinorin A. 

Sincere regards, 
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Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act(CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article ",bout Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled Substances/Bureau des substances contrOh~es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

In regards to the proposed Saliva divinorum ban... 2011-02-19 03:39:49 PM 

Comments on the proposed addition of Salvia divinorum and salvinorin A to Schedule III 
to the Controlled Drugs and Substances Act 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-19 03:39 PM 

In regards to the proposed Saliva divinorum ban, 
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It always make me laugh, the hypocrisy of drug laws. Salvia is indeed a very powerful drug. 
However, it is not habit-forming, it is non-toxic, and most people only try it once or twice as a 
novelty. It is not pleasurable, but rather intensely hallucinogenic and disorienting. On a scale of 
relative harm, salvia would be lower than coffee, and alcohol and cigarettes would be at the top. 

When the government goes out of its way to ban a harmless plant, when alcohol and cigarettes, 
or even energy drinks, are legal, it destroys their credibility. Regulation is fine, but banning salvia 
will only make the government look like a foolish old nanny. Prohibition has never worked, and 
it won't work for salvia either. I would further argue that it is none ofthe governments business 
to tell me, an educated consenting adult, what plants I may consume, when there is no evidence 
of toxicity or harm. 

Furthermore, your department should be focusing it's efforts, and my tax dollars, on actual 
dangerous drugs that are unregulated, such as MDPV, mephedrone, synthetic cannabinoids, etc. 
These substances are both addictive and potentially harmful, unlike salvia. 

Sincerely, 
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OCS Policy and Regulatory Aff, Dear, I am writing to acknowledge receipt of your email 

121 OCS Policy and Regulatory Aft Dear. I am writing to acknowledge receipt of your ema 

l ______________________________________________________________________ ~ 
Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php . 

Thank you for writing. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled Substances/Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Hello, I am very concerned the proposed ban on ... 2011-02-19 04:45:03 PM 

Salvia Divinorum Ban is very concerning 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-19 04:45 PM 

Please respond to 

Hello, 
I am very concerned the proposed ban on Salvia Divinorum will do more harm than good, as well 
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as take away the choice of adults. 

I can certainly understand the concerns about it getting to young people, which is why it makes 
sense for a ban, such as with cigarettes, to sell to people under the age of majority. However, 
having taken the substance myself one time, I can assure you that it is not an addictive substance 
nor one that does anything but commands respect from the user. With responsible use, it can 
have profound spiritual meaning and depth and allow for insight. 

This isn't a party drug. By making it a schedule ill substance, it will provide the perfect 
opportunity for the criminal underworld to take over the trade in salvia divinorum and make sure 
it gets to young people and is used irresponsibly. 

Instead, I would suggest talking with adults versed in both responsible and effective drug policy, 
as well as those who have a holistic understanding of entheogens. The best way to minimize 
harm from salvia is to treat it with respect and take appropriate steps that responsible adults are 
the ones who can make the choice to use it. 

Sincerely, 
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OCS Policy and Regulatory Aft, Dear I am writing to acknowledge receipt of your email 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled SubstanceslBureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Neil Magnuson The prohibition of plants and lor their derivatives... 2011-02-1906:51:04 PM 

Regulating salvia devinorum 

to: ocs.policy.and.regulatory.affairs 2011-02-1906:51 PM 

The prohibition of plants and {or their derivatives is an abomination and an assault against nature and the 
rights of adults to 
choose as they desire UNLESS they are harming OTHERS. 
Attempting to prohibit Salvia will only INCREASE the allure and demand, GUARANTEEING a black market 
supply completely void of regulations 
that would otherwise serve to address any potential harms that can arise from the substances abuse. 
While reasonable regulations imposed on the commercial sale of Salvia are warranted, IT is not in the 

purview of public SERVANTS to prohibit adults 
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from possessing ANY plants and or their derivatives UNTIL and UNLESS they are harming OTHERS in 
significant and demonstrative ways. 

Natural law endows adults with unalienable human rights which override any man made laws. 
Using criminal sanctions against people possessing natural plants CAUSES far more harm than the 
substance in question and as such is itself 
a criminal act against sovereign individuals as well as the very foundation of our FREE society. 

These prohibitions (opium, cocoa including and especially cannabis) and proposed prohibitions, are gross 
violations and are in violation of the publics trust. 
To fail to properly regulate the COMMERCIAL sale of plants and or their derivatives that are PROVEN to 
have potential negative consequences, is a dereliction of duty, 
To leave the commercial sale to the black market forces is inviting "AI Capone" and his cronies to prey 
upon our children in yet another way, directly CAUSED by the prohibition. 

Salvia is not the problem, lack of education and regulations is the problem. and prohibition MAKES THE 
PROBLEM WORSE. 

These are not my opinions, these are the findings of study after study and experts from all related fields. 
Prohibition CREATES and FUELS a black market that gets 
increasingly more violent the more enforcement of the laws is increased. 

Sincerly, 
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OCS Policy and Regulatory Aft;: Dear I am writing to acknowledge receipt of your email Wi 

I 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances contr61E~es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

To whoever may read this, 

Regarding Salvia 

to: ocs.policy.and.regulatory.affairs 2011-02-2012:25 PM 

To whoever may read this, 

I was recently made aware of Health Canada's move to add Salvia to the Controlled Drugs and 
Substances Act, and am, in all honesty, confused as to why. There are no medically supported negative 
effects to Salvia, and as such to claim that it is a 'risk' is fundamentally a falsehood. One of the 
justifications oft heard was that it is, in some way, comparable to LSD which is on the Controlled Drugs 
and Substances Act, but to compare the two simply on the basis that they are both psychedelic is not a 
logical way to approach legislation. LSD's effects are far more significant, often lasting for hours, while 
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Salvia lasts only a few minutes (I would still argue that for LSD to be on the Controlled Drugs and 
Substances Act is also illogical, seeing as it too has been shown time and time again to be harmless, but 
that is an issue for another day). Although there have been a few highly publicized instances of people 
with mental issues, namely depression, having adverse effects to Salvia, to ban its use for the whole 
public is not a reasonable response. Surely if a substance has no medically documented negative effects 
then it must remain legal? Shouldn't the men and women of Canada be allowed to decide if they want to 
consume mind altering substances? 

If you wanted to disallow minors from consuming Salvia, you would have my full support, but this is a 
fundamental insult to the dignity of the adult citizens of Canada. What justification can Health Canada 
possibly procure to justify further controlling the day to day lives of Canadians? 

Sincerely, 
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I am writing to acknowledge receipt of your email 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances contrOlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Health Canada proposes ban on popular... 2011-02-20 01 :59:50 PM 

Salvia ban 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-2001 :59 PM 

Health Canada proposes ban on popular hallucinogenic herb salvia 
http://ca.news.yahoo.comlhealth-canada-proposes-ban-popular-hallucinogenic-herb-salvia-20110 
219-010509-653.html 

Hi, 

I would like to know, on which double blind peer reviewed published study are you basing this 
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decision on ? 

because based on your track record on the recreational drugs subject, I would say that you are 
based on hearsay, act of mentally unstable person on drugs, fear expressed by parents, corporate 
interests and whatever police officers think will make their jobs easier but little else 

this is unacceptable for a supposedly science-based governmental organization 
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Future criminalization of salvia 

OCS Policy and Regulatory Aff~ Dear, I am writing to acknowledge receipt of your email wi 

Dear 

I am writing to acknowledge r~ceipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled Substances/Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Dear Ms. Chandler, I am a master's candidate at... 2011-02-20 02:07:37pM 

Future criminalization of salvia 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-2002:07 PM 

Dear Ms. Chandler, 

lama 
and a concerned citizen. I recently became aware of the fact that Health Canada is planning to 
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fully criminalize the hallucinatory herb salvia. While I understand the Government of Canada's 
position regarding illicit drugs, may I present an alternate viewpoint? 

I attach a copy of High Time 
for Change, which was published last year in the Queen's Policy Review. paper 
solely regards cannabis use, production, and sale, many of the points regarding criminalization of 
drugs in general bear strongly on salvia and its future use. 

I would suggest the Government of Canada, advised by Health Canada, control salvia (and other 
drugs) in a similar manner to that in which alcohol and tobacco are controlled. Require buyers to 
be of age (say 18 or 19), present ID to prove their age, and only allow licensed sellers to grow 
and sell the substance, thus allowing the government to regulate growing methods and potency. 
For example, in Ontario, only a select few sellers (the LCBO, the Beer Store, the Wine Rack, and 
licensed bars, pubs, and restaurants) can sell alcohol. Similar requirements for drugs such as 
salvia and cannabis would greatly restrict the number of possible sellers. 

These measures require legalization of the drug, but it's a much better solution than driving an 
entire industry underground where dealers will not care how old the buyers are, where the drug 
could be laced with anything because one does not know who grew it or how it was grown, and 
where the government has no records whatever on the amount of use. 

Criminalization also seriously diminishes the likelihood of someone who has used the drug to 
seek help if they are experiencing side effects or are becoming addicted. 

Criminalization further takes all the power away from government, puts it in the hands of the 
police, and burdens our justice department with unnecessary criminal cases. It also makes 
criminals out of youth who then go to jail, are put in contact with actually dangerous offenders, 
and return to the real world far more violent than when they left. 

It bears repeating how much more dangerous to one's lifetime health alcohol and tobacco are, as 
compared to salvia or cannabis. Full numbers to prove this point can be found in the attached 
document, but there is not a single death that has been recorded as being caused by cannabis 
ingestion, while the numbers - I'm sure I needn't tell you - are very different for alcohol and 
tobacco. 

Please consider these points when making decisions on drug regulation. Being "touch on crime" 
never mean harsher penalties on users. 

Regards, 
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QfR Qgeen's Policy Review 

• lil s' tIe) tri Irel 2 

Volume 1, No.1 (Spring 2010) 

High Time for Change 

A Sound, Humane, and Fiscally Responsible Marijuana Policy for Canada 

N3tJssia Ciuriak 

Carleton UniIJersity 

Introduction 

If a country's legal framework is broadly in line with its society's values, it follows logically 

that crime will be minimized. No public policy more obstinately ignores this principle than that 

regarding marijuana. Despite statistics suggesting a large portion of the Canadian population uses 

cannabis regularly and 3n increasing porrion of the public no longer supports its criminalized status, 

the current Conservative government under Prime Minister Stephen Harper is pushing for reforms 

that intensify its proscription including "reverse onus bail hearings, the elimination of conditional 

sentences and statutory release and especially, mandatory sentences."! These proposed legislative 

changes are symbolic of most governments' persistent and dominant mindset when it comes to drug 

laws: the sentiment is expressed as being 'tough on crime,' and the solution is to strengthen 

I McKnight, Peter. "Canada should learn from U.S. mistakes; Putting more non-violent criminals in jail is not the 
solution to our justice problems." The Vancouver Sun, April 4,2009: 05. 

The Queen's Policy Review is a refereed scholarly publication produced by students of the School of Policy Studies, Queen's 
Universiry. The QI'R is oriented toward the publication of graduate student papers, in recognition of their contribution to the field of 
public policy and governance, and can be accessed online at www.queensu.ca/sps/qpr 003061 
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enforcement and co put more people (generally non-violent offenders when related to marijuana) 

behind bars. However, there is an increasing civil society movemenr towards more progressive and 

informed marijuana laws that incorporate such policies as harm reduction, decriminalization or 

legalization, education and prevenrion, and health care. 

Based on an international comparative analysis, this paper will argue that Canada's marijuana 

laws, rather than toughened, should be changed in the opposite direction, to align them with strong 

scientific, social, empirical, economic, and historical argumenrs and evidence against criminalizacion. 

The paper will further argue that legalization is preferable to decriminalization. 

This paper will first provide a short social and legal history of marijuana in Canada, for we 

cannot understand the steps that must be taken without first understanding how and why we have 

arrived at our presenr position. It will then develop three arguments. First, it will show why 

marijuana prohibition has failed ro prevent or even decrease usage by examining the lessons learned 

from alcohol prohibition and the American criminalization of marijuana, and by exploring the 

current Canadian marijuana position. Second, it will assess whether decriminalization might provide 

a better legal framework based on an examination of the legal approaches the Netherlands and 

Portugal have taken. Third, it will discuss the differences between decriminalization and legalization 

by comparing marijuana's health and social effects co those of alcohol and tobacco, weighing each 

possibility's benefits and drawbacks as discussed in a 2002 Senate Special Committee report that 

strongly recommended legalization, as well as briefly reviewing the international barriers to 

implementing either option. 

History of Marijuana Regulation in Canada 

Marijuana was first criminalized in Canada in 1923 when Parliament added it to the 

Schedule of the Opium and Narcotic Drug Act,2 with "no debate, no justification, [and despite the 

fact that] many members did not even know what cannabis was."3 Canada did not have a significant 

marijuana-using population at the time, and ''there were no seizures of marijuana in Canada until 

2 Carsrairs, Carherine. Jailed for possession: Illegal Drug Use. Regulation and Power in Canada. 1920-1961. Toronto: 
Universiry of Toronto Press, 2006, p. 31 . 

.) Senate Special Committee on lIlegal Drugs. Cannabis: our position for a Canadian public policy: Summary Report. 
Onawa: Senare of Canada, 2002, p. 22. 

Queen's Policy Review, Vol. 1, no. 1 (Spring 2010) 003062 
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1937."4 In her book on historic Canadian drug regulations, Catherine Carstairs argues this action 

was probably taken due to discussions at the Hague Opium Conference in 1911-12, which 

Mackenzie King attended, and because of the Geneva Convention of 1925, which limited Indian 

hemp to "medical and scientific" consumption.s The Senate Special Committee on Illegal Drug 

suggests "early drug legislation was largely based on a moral panic, racist sentiment and a notorious 

absence of debate."6 The moral panic regarding drugs coincided with, and was very strongly linked 

to, the panic that Jed to the prohibition of alcohol. Regarding marijuana specifically, the Committee 

describes "the criminalization of the drug [marijuana] as a solution without a problem"7; essentially 

preemptive legislation. 

In 1969, following the 1960s' rapid increase in marijuana use and public outcry for reform, 

the government appointed Gerald Le Dain, dean of Osgoode Hall Law School, as chairman of the 

Commission of Inquiry into the Non-Medical Use of Drugs. It "concluded that the criminalization 

of cannabis had no scientific basis."8 Despite a number of concerns, including that of the 'gateway 

theory,' which posits that marijuana leads to hard drug use, and the drug's possible effects on youths' 

brain development9 (thirty years' experience and research have shown these to be factually wrong and 

greatly exaggerated, respectively), "all members supported movement toward decriminalisation."lo 

Prime Minister Pierre Trudeau subsequently promised to advance legislation that would comply 

with the Commission's recommendations. However, he was unable to do so before Joe Clark took 

over government, forcing the issue off the political radar screen. II 

Three years after the Controlled Drug and Substances Act replaced the Opium and Narcotic 

Drug Act in 1997, the Ontario Court of Appeal struck down a federal law prohibiting possession of 

less than 30 grams of marijuana, ruling that "banning marijuana for medicinal purposes violates the 

't Carsrairs, Catherine. jailed for possession: Illegal Drug Use, Regulation and Power in Canada, 1920-1961, p. 31. 
, CarsrairsIbid., p. 31. 

G Senate Special Commirree on Illegal Drugs. Cannabis: our position for a Canadian public policy: Summary Report, p. 22. 
7 Senate Special Committee on Illegal Drugs. Cannabis: our position for a Canadian public policy. Ottawa: Senare of 
Canada, 2002, p. 256. 

B Senate Special Committee on llIegal Drugs. Cannabis: our position for a Canadian public policy: Summary Report, p. 35. 
,I Ibid., p. 36. 

In "The LeDain Commission." MarijuanaParty.ca. Marijuana ParrylParti Marijuana. January 7,2004. Accessed 

November 25, 2009 <Imp:! Iwww.marijuanaparty.ca/article.php3?id_article=47> 
11 Ibid. 
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Canadian Charter of Rights and Freedoms."12 This led to the Marijuana Medical Access Regulations 

of 2001, which made Canada the first country to permit medicinal marijuana use, but failed to 

address recreational marijuana use. 13 In 2003, the Ontario Court of Appeal ruled that the new 

regulations provided acceptable access to medical marijuana, re-criminalizing possession of 

marijuana for recreational purposes. 14 Later that year, the Supreme Court ruled that our marijuana 

laws "do not violate the Charter of Rights and Freedom and its protection of life, liberty and security 

of person."I) 

Then, under the Liberal minority government of Paul Martin, Bill C-17 was introduced. 

Had it passed, "adults caught with less than 15 grams of pot could be fined up to $400, but 

wouldn't have a criminal record."16 It also called for a doubling in the length of jail terms for 

marijuana growers. 

The road to decriminalization ended with the election of the Harper Conservatives in 2006, 

the debate within government over changing marijuana's legal status concluded; criminalization and 

harsher penalties would be sought. 

Has Criminalization Succeeded? 

The prohibition of alcohol in both the United States (1920-33) and Canada (duration 

specific to municipalities and provinces) has given us many insights into the effects of marijuana 

prohibition. Prohibition was enacted namely "to reduce crime and corruption, solve social problems, 

reduce the tax burden created by prisons and poorhouses, and improve health and hygiene."I? It is, 

however, largely considered a failure today for several reasons, including the following: "Alcohol 

became more dangerous to consume; crime increased and became 'organized'; the court and prison 

systems were stretched to the breaking point; and corruption of public officials was rampant."18 

Many of these symptoms currently characterize marijuana prohibition, particularly the increase in 

12 Khoo, Lisa. "Up in smoke? Canada's marijuana law and the debate over decriminalization." CBC.ca. CBC News. 
November 25, 2004. Accessed November 25, 2009 
< http://www.cbc.ca!news!background!marijuana/marijuana_legalize.htm!> . 
1.1 Ibid. 
I; Ibid. 
11 Ibid. 
ii, Ibid. 

Thornton, Mark. "Policy Analysis: Alcohol Prohibition Was a Failure." CATo.org. The CATO Institute. July 17, 
1991. Accessed November 26, 2009 <lmp:/ /www.cato.org/pub_display.php?pub_id=I 0 I7&full= 1>. 
IX Ibid. 
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organized crime and the incarceration rate, which are also expensive and have thus greatly increased 

government spending. 

Furthermore, according to Richard Cowan, prohibition of any substance is subject to the 

"Iron Law of Prohibition," which states that "when drugs or alcoholic beverages are prohibited, they 

will become more potent, will have greater variability in potency, will be adulterated with unknown 

or dangerous substances, and will not be produced and consumed under normal market 

constraints."19 During alcohol prohibition, there was an important increase in potency: it was 

uneconomical to produce bulky, weak alcohols like beer, "because the largest cost of selling an illegal 

product is avoiding detection"20 and stronger liquors like whiskey consume less space for similar 

alcohol content. Although potency has increased in marijuana21 , this does not negatively affect the 

health of users, "because THC [marijuana's active component} does not cause physiological damage 

to organs or tissues."22 The main danger is that it might be adulterated, or 'laced,' with chemicals, 

namely pesticides, which can have significant detrimental health effects. 23 The legalization of 

marijuana would allow government to set production standards to eliminate this threat. 

Prohibition also heightened the "attractiveness of alcohol to the young by making it a 

glamour product associated with excitement and intrigue."24 Although statistics of this kind are 

difficult to obtain for marijuana, anecdotal evidence suggests this plays a significant part in first time 

use of marijuana by youth. 

So why does most of the developed world, particularly the United States, insist on 

criminalization? If the era of American Prohibition taught us anything, it was that repeal of that 

legislation "dramatically reduced crime, including organized crime, and corruption. Jobs were 

created, and new voluntary efforts, such as Alcoholics Anonymous, which was begun in 1934, 

succeeded in helping alcoholics. "25 These are the results every country wants, but governments are 

too frightened of the unknowns of decriminalization. 

I~ Thornton, Mark. "Policy Analysis: Alcohol Prohibition Was a Failure." 
20 Ibid. 

21 Senate Special Committee on Illegal Drugs. Cannabis: our position for a Canadian public policy: Summary Report, p, 13, 
22 Zimmer, Lynn and John P. Morgan. Marijuana Myths, Marijuana Facts, New York: 
Lindesmith Center, 1997, p. 139. 
2.1 "Health Effects." Toronto.ca. The City ofToronro. Apri12009. Accessed November 28,2009 
< h trp:/ /www.toronro.ca/healrh/pesticides/he::t!th_effects.htm:> . 
21 Thornron, l\1ark. "Policy Analysis: Alcohol Prohibition Was a Failure." 
2i Ibid. 
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The main consequence of criminalization of marijuana in the United States has been the 

high incarceration rate, which until the 19805, was roughly in line with the rest of the developed 

world, but is now five times the rate of the rest of the developed world, or 756 people per 100,000 

residents2" - the United States has "five per cent of the world's population, but 25 per cent of the 

known prison population."27 Much of (his results from (he imposition of mandatory jail terms for 

drug offences (a policy the Harper government is currently seeking to emulate). This eliminates the 

judiciary's ability to keep non-violent offenders out of jail, where they are likely to become violent: 

"most drug offenders serving time have been convicted of non-violent offences involving possession 

or low-level trafficking."ls 

Additionally, the way in which drug laws are enforced in the United States perpetuates 

racism: "while illicit drug use rates among black and white Americans are similar, black people total 

(. .. ) 74 per cent of those sent to prison. Consequently, one in nine black men in America is serving 

time."29 This racial disparity is also present in Canada, where Aboriginals are overrepresented in our 

prisons, with many of them serving time for drug offences. 3o In the United States the growing 

incarceration rate has also created 1.7 million "prison orphans" - children with parents serving time 

- who are "six times Il)ore likely than their peers to end up in prison themselves."3! 

The criminalization of drugs has also led to the high mortality rate of police officers fighting 

the War on Drugs: "Across the U.S., a police officer dies on dury nearly every other day. Even more 

officers are wounded, too many fighting the war on drugs."32 This is because the sale of illegal drugs, 

often undertaken by organized criminals or dealers who are also users, leads to an atmosphere of 

violence, where "disputes about money or respect are settled with guns."33 However, it is important 

(0 note that much of this violence is absent from the marijuana market, as marijuana does not incite 

2(, Ibid. 

27 J\1cKnighr, Peter. "Canada should learn from U.S. mistakes; Putting more non-violent criminals in jail is not the 
solution ((J our justice problems." 
2N Ibid. 
2'1 Ibid . 

.10 Ibid. 

,I "America's prison blues; The U.S. jail population is five times the world average - one in every 31 adult Americans is 

either in prison or on parole." The Gazette. Montreal: April 5, 2009: p. A13 . 

.I; Moskos, Peter and Stanford Franklin. "Legalizing drugs will lead to cuts in crime." Times - Colonist. Victoria: August 
23, 2'009: e2. 
11 Ibid. 
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violence, is less expensive than other illegal drugs, and is often sold "in residential settings by dealers 

who do not themselves have expensive habits."34 

Consistent with the failures of the War on Drugs in general, marijuana prohibition has failed 

to prevenr its continued use: "If prohibition decreased drug use and drug arrests acted as a deterrent, 

America would not lead the world in illegal drug use and incarceration for drug crimes."35 In fact, 

the United States has some of the highest usage rates in the developed world, and this considering its 

high penalties: "32.9% of Americans aged 12 and above have experience with cannabis and 5.1 % 

have used in the past month. These figures are twice as high as those in the Netherlands [a country 

with very liberal marijuana laws]."36 In fact, "proportionally, more Americans have used cocaine than 

Portuguese [where drugs were decriminalized in 2001] have used marijuana."37 However, the United 

States refuses to officially acknowledge or understand the logic behind decriminalization and has 

instead "single-mindedly agitated for greater criminalization approaches and appears, at least to 

[European Union] officials, interested solely in enforcement actions, rather than empirically 

vindicated policy changes (. .. ) designed to manage usage rates and ameliorate drug-related harms."38 

Canadian officials are following the Americans despite statistics that suggest our drug, and 

specircally marijuana, policies are ineffective. In fact, depending on the study, somewhere between 

23%39 and "over 30%"40 of Canadians have used marijuana at least once in their lives. Furthermore, 

in 2002, the Senate Special Committee on Illegal Drugs reported that "approximately 2 million 

Canadians over age 18 have used cannabis during the previous 12 months, approximately 600,000 

have used it during the past month, and approximately 100,000 use it daily. "41 However, only 

0.85% of them were charged with possession.42 Furthermore, "over 50% of all drug-related incidents 

.14 Boyum, David and Mark A. R. Kleiman. "Breaking the Drug-Crime Link." The Public Interest 152 (2003): p.19-38. 
yo lhid. 

Y, "The Nerherbnds Compared \Virh The United States." Drug Wilr Facts. Borden, Mary Jane and Douglas McVay, eds. 
Canada: 2007. Accessed November 26,2009 <http://drugwarfacts.org/cms/node/67>. 
,17 S'wlavitz, Maia. "Drugs in Portugal: Did Decriminalization Work?" TIME. com. TIME Magazine. April 26, 2009. 
Accessed November 26, 2009 
<http://www.time.comlrime/health/article/0.8599.1893946.00.html> . 
.1H Greenwald, Glenn. Drug Decriminalization in Portugal: Lessons for Creating Fair and Successful Drug Policies. United 
States: Cato Institute, 2009, p. 27. 
19 Easton, Stephen T. Public Policy Sources: Marijuana Growth in British Columbia. Vancouver: The Fraser Institute, 

2004. p. 3. 
"" Senare Special Committee on Illegal Drugs. Cannabis: our position for a Canadian puMic policy: Summary Report, p. 15. 
Ii Ibid., p. 15. 

i2 Senate Special Committee on Illegal Drugs. Cannabis: ollrposition for a Canadian public policy, p. 359. 
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[reported by police] involve possession of cannabis. "43 Those who are charged and convicted face 

negative effects to their financial situation, career opportunities, and restricted trave1.44 It is also 

important to note that, according to the Senate Special Committee, Canadian drug enforcement is 

unevenly applied, which could lead to "discriminatory enforcement, alienation of certain groups 

within society, and (. .. ) disrespect for the law."45 

Marijuana law enforcement is thus a waste of time and taxes "not warranted by the danger 

posed by the substance."46 If the government passes Bill C-15, this waste can increase, without 

greatly affecting usage rates, as the bill is designed to discourage marijuana growers. However, the 

Fraser Institute's Stephen Easton points our thac the rewards are simply too high for Canadian 

marijuana growers ("the 100-plant grow-op makes around 55 percent return for a year's worth of 

activity,"47 according to conservarive estimates) and chat as soon as one of the roughly 17,50048 

British Columbia grow-operations is closed by police, another opens. In fact, the Senate Special 

Commircee estimated in 2002 that 50% of the marijuana available in Canada is grown in the 

country, mostly in British Columbia, Ontario, and Quebec.49 Although C-15 might deter some 

growers due to mandatory prison terms, the cost of law enforcement would almost surely increase, 

from the estimated current costs of between $700 million and $1 billion.50 

Decriminalization in Europe 

One must wonder if there is a better public policy option than such an ineffective, costly, 

and socially harmful one as criminalization. Much of Europe is experimenting with unofficial 

decriminalization: marijuana is technically criminalized, bur few, if any, users are arrested or charged, 

and none are imprisoned - it is for the most part a depenalized system. A well-known example is the 

Netherlands, where "coffee-shops" are licensed to sell small quantities of marijuana to adults (buyers 

mLlst show identitlcacion, similarly to when buying alcohol or tobacco). Marijuana is taxed and 

production is standardized, allowing buyers to know the strength of the marijuana and to be assured 

4.\ Ibid., p. 24. 
,\4 Senate SpeciaJ Commirree on IllegaJ Drugs. Cannabis: our position for a Canadian public policy: Summary Report, p. 25. 
h Ibid., p. 24. 
41, Ibid., p. 38. 
47 Easron, Stephen T. Public Policy Sources: Marijuana Growth in British Columbia, p. 11. 
i,; Ibid., p. 3. 
", Senate Special Commitree on Illegal Drugs. Cannabis: our position for a Canadian public policy: Summary Report, p. ) 3. 
;(, Ibid" p. 24, 
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of consistent quality. Sellers are also informed and able to provide important advice to first-time 

buyers. The public atmosphere is acceptant and non-judgmental. However, only 17% of the Dutch 

population 12 years or older have reported a lifetime prevalence (having used the drug at least once 

in one's life), compared to 36.9% in the United States. 51 In fact, a study comparing marijuana use in 

Amsterdam and San Francisco found that "there were no differences between the 2 cities in age at 

onset of use, age at first regular use, or age at the start of maximum use."52 The study also notes that 

"Dutch decriminalization does not appear to be associated with greater use of other illicit drugs 

relative to drug use in San Francisco, nor does criminalization in San Francisco appear to be 

associated with less use of other illicit drugs relative to their use in Amsterdam;"53 in fact, they found 

that the reverse may be true. Furthermore, they argue that the data they collected suggest that 

marijuana users "organize their use according to their own subcultural etiquette-norms and rules 

about when, where, why, with whom, and how to use-and less to laws or policies."54 

Portugal has gone one step further than the Netherlands. In 2001, this deeply conservative, 

Catholic country decriminalized all drugs, not just marijuana, thus "no distinction is made between 

the types of drug (so-called hard drugs or soft drugs)."55 Decriminalization, it should be clear, means 

that drugs are still prohibited, but the possession of small amounts of drugs for personal use has been 

removed from criminal law and is instead treated administratively. If police catch someone using 

drugs, they refer them to a Commission for Dissuasions of Drug Addiction, which may issue a fine 

or simply a warning to non-addicted consumers. 56 Though the Commissions may not force addicted 

users to seek treatment, they can suspend sanctions on the provision that he or she agrees to undergo 

rrearment. 57 Nrhough rarely used, they may also impose "suspension of the right to practice a 

licensed profession C ... ); a ban on visiting high-risk locales (nightclubs); a ban on associating with 

specified individuals; requiring periodic reports to the commission to show there is no ongoing 

)1 "The Netherlands Compared With The United Srates." Drug War Facts. Borden, Mary Jane and Douglas McVay, eds. 
"Reinarman, Craig, Peter D.A. Cohen, and Hendrien L. Kaal. "The Limited Relevance of Drug Policy: Cannabis in 

Amsterdam and in San Francisco." American Journal of Public Health. 94.5 (2004): p. 836-842, p. 840. 
\1 Ibid., p. 841. 

\4 Reinarman, Craig, Perer D.A. Cohen, and Hendrien L. Kaal. "The Limited Relevance of Drug Policy: Cannabis in 
Amsterdam and in San Francisco." p. 841. 

" Creenwald, Clenll. Drug Derrirnina/izatiol1 in Portugal: Lessom/or Creating Fair and Successful Drug Policies, p. 3. 
\" Ibid., p . .3. 
57 Ibid., p. 3. 
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addiction or abuse; prohibitions on travel abroad; termination of public benefits for subsidies or 

allowances."'i8 

It is important to understand that the intent of the changes was specifically to reduce usage. 

Drug use rates in Portugal, specifically those for heroin, were among the highest in the EU, causing 

pervasive and perverse social repercussions. Legalization was not considered, however, as "numerous 

international treaties impose the 'obligation to establish in domestic law a prohibition' on drug 

use."59 Despite the seeming leniency of the system, the Portuguese have found it to be remarkably 

successful. Police have found that "treatment options (. .. ) are far more effective than turning users 

into criminals (who C ... ) were typicalJy back on the street the next day, but without real treatment 

options)."6o In fact, both Portuguese and European officials emphasize that "the overriding goal of 

that process is to avoid the stigma that arises from criminal proceedings,"61 allowing addicts to seek 

treatment without fear of reprisals. The importanr point is that Portugal defined the public policy 

problem of drug use as a health issue, not as a criminal one, as the United States have. 

Prior to decriminalization, many Portuguese politicians worried that the proposed changes 

would make Portugal a "safe haven" for foreign drug users. This has been disproven: "Roughly 95 

percent of those cited for drug offenses C ... ) have been Portuguese. Close to zero have been citizens 

of other EU states. "62 There was also the worry that decriminalization would suggest that drug use 

was considered to be acceptable and that it would increase dramatically as a result. The data are, in 

fact, extremely favourable on this point: "for those two critical groups of youth (13-15 years and 

16-18 years), prevalence rates have declined for virtually every substance since decriminalization."63 

In 2006, Portugal had the lowest lifetime prevalence rates for marijuana use in the EU (8.2% for 

Portugal compared to 25% for Europe generalJy).64 

Although it is not perfect, Portugal's decriminalization framework appears to be far more 

effective at actually reducing drug use than criminalization. Law enforcement and the justice system 

have also seen significant savings, which have been re-routed into addiction-treatment facilities, 

\S Ibid., p. 4. 
I') Ibid., p. 7. 
(,0 Ibid., p. !f. 
(,I Ihid., p. (,. 
(,2 Ibid., p. G. 
(,; Ibid., p. 12. 
(,ej Ibid., p. 22. 
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reinforcing the system and its goals. But would legalization, with its accompanying regulations and 

taxation measures, be a better system? Is it even possible in Canada, given our relationship with the 

United States and our international commitments? 

Decriminalization versus Legalization 

Before embarking upon this line of argument, it is important to note the differences between 

marijuana and the two prominent legal drugs in our society, alcohol and tobacco. Marijuana, unlike 

alcohol and tobacco, is significantly less harmful to one's health and does not produce similar 

societal externalities. From 2000-2001, there were "27,084 hospital admissions involving alcohol

related conditions."65 Furthermore, 61% of alcohol-related severe trauma hospitalizations were 

related to traffic accidents, 21% were due to falls, and assaults and homicides accounted for 18%.66 

Also, in 2006, traffic crashes accounted for 3,122 deaths in CanadaY In 1996, 133 people were 

involved in fatal collisions, killing innocent people, while driving under the influence.68 Alcohol is 

also a cause of fetal alcohol syndrome, spousal abuse, and other forms of violence. 

Tobacco is also a significant killer: 45,000 Canadians die from smoking-related causes each 

year - the primary preventable cause of death - and 100 of these deaths are among infants.69 

Although there are no comprehensive Canadian statistics regarding second-hand smoke, 

"international scientific reviews indicate that [it] is the third leading cause of preventable death (after 

smoking and drinking alcohol) ."7
0 One needs no statistics to know that tobacco is highly addictive 

and linked to many different cancers. 

Marijuana is very different. When the Senate Special Committee began hearing wirnesses for 

its report, it found that most were very critical of the fact that the Controlled Drugs and Substances 

(,j Collin, Chantal. "Substance Abuse and Public Policy in Canada: V. Alcohol and Related Harms." Parl.gc.ca. The 
Library of Parliament. June 28, 2006. Accessed November 28, 2009 
< http://www2.parl.gc.ca/Content/LOP/ResearchPublications/prb0620-e.htm#ahosp i talizatio ns>. 
('"Ibid. 

67 Mercer, B. and M. Marshall. "The Magnirude of the Alcohol/Drug-Related Crash Problem in Canada Overview." 

MADD.ca. MADD Canada Research Library. February 2009. Accessed November 28,2009 
< http://www.madd.ca/english/ research/ magn itudememo .html>. 
(,K Collin, Chantal. "Suhsr:lIlce Abuse and Public Policy in Canada: V. Alcohol and Related Harms." 
r,'l "Tob:1CCO and the Health of Canadians." Smoke-Free. ca. Physicians for a Smoke-Free Canada. n.d. Accessed November 
23. 2009 <h np:1 /www.smoke-free.ca/health/pscissues_health.hrm>. 
:1) Ibid. 
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Act "did not categorize drugs on the basis of the dangers they represented [to society]."7! According 

ro a 1996 study published by the Canadian Centre for Substance Abuse based on 1992 data (thus 

these costs have probably increased), "the costs associated with all illegal drugs were $1.4 billion, 

compared with $7.5 billion [for) alcohol and $9.6 billion [for] tobacco."72 The primary costs of 

illegal drugs are measured based on externalities: loss of productivity, health care, and losses in the 

workplace. Loss of productivity is measured by mortality and morbidity costs, which, apart from 

traffic fatalities caused by driving while high, are nil for marijuana?3 Furthermore, the vast majority 

of marijuana llsers, especially heavy users, are youth that are not yet part of the workforce, and thus 

represent very little or no losses in the workplace.74 Therefore, according to the Senate Special 

Commirree, "cannabis itself enrails few externalities. "75 

It is also "not a cause of violence," nor is it "a cause of delinquency and crime."76 

Furthermore dependence or addiction caused by marijuana is both less severe and less frequent than 

those caused by alcohol or tobacco.?7 Marijuana does not lead to the use of harder drugs, and long

term effects are reversible.?8 Excluding its relation to organized crime and driving while impaired, 

"cannabis involves few of the factors that generate criminal behaviour. "79 For these reasons, the 

criminalization of marijuana is clearly not related to any health reasons, as it is far less harmful that 

alcohol and tobacco, both legal and regulated substances. This calls inro question why 

criminalization continues to this day; it is certainly not based on rational analysis of costS and 

benefits to society nor in any way consistenr with legal treatment of other recreational drugs. One 

may speculate that it is based on a general moral panic towards drugs. 

When the Senate Special Committee began its work, it developed a mission statement 

recognizing that the rule of law is not the only source of normative rules and that government must 

use the "instruments of constrainr" only sparingly in a free society. The Committee asserted that 

"pubic policy on psychoactive substances must be structured around guiding principles respecting 

71 Senate Special Committee on Illegal Drugs. Cannabis: our position for a Canadian public policy: Summary Report, p. 9. 
7" Ibid .. p. 28. 
7.1 Senate Special Committee on Illegal Drugs. Cannabis: our position for a Canadian public policy: Summary Report, p. 29. 
74 Ibid., p. 29. 
7, Ibid., p. 29. 
7(, Ibid., p. 15. 
77 Ibid., p. 17. 
7~ Ibid., p. :36. 
7') Ibid., p. 29. 
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the life, health, security and rights and freedoms of individuals, who, naturally and legitimately, seek 

their own well-being and development and can recognize the presence, difference and equality of 

others."HO They underline the importance of only criminalizing "offences involving significant direct 

danger to others."8! Marijuana use, significantly, is a victimless crime. 

These statements make reference to a few important notions. First, it is time that our free 

and democratic society recognizes that adults are competent to decide for themselves whether or not 

they wish to use marijuana. We have already acknowledged this competence regarding far more 

harmful substances, namely alcohol and tobacco. Even prescription drugs, which may have 

significant ill health effects, as prominently listed on the labels, are merely regulated, with the 

discretion to use ultimately resting with the user. It is clearly not a perfect system, as many people 

become addicted to legal drugs, but "at least a system of distribution involving doctors and 

pharmacists works without violence and high-volume incarceration."82 Science has shown marijuana 

to be less harmful, which should dispel the moral panic surrounding this substance. 

Second, the Committee's statements make reference to instruments of constraint. Regarding 

drugs, criminalization is the most constraining policy tool available and is clearly ineffective. 

Decriminalization is much less socially damaging, but, nonetheless, removes many effective tools 

from the government's control: they may only make drug violations administrative offences, exacting 

small fines from users. Legalization, on the other hand, affords governments the use of a wide array 

of policy tools that would enable them to make marijuana safer and ensure it is sold only to adults. 

In fact, the Senate Special Committee favoured a legalization framework primarily because of the 

lack of control associated with decriminalization.83 Legalization allows government to assert control 

over the production of marijuana, which is primarily related to controlling pesticide use. This lowers 

the risk of adverse health effects from asymmetrical information regarding the product's quality. 

This framework would also allow governments to assure consistent quality, affording buyers 

confidence in the drug's type and strength. The government or licensed companies would produce 

the marijuana and licensed retailers would sell it, thus completely removing the criminal element 

from the marijuana trade, which is the major danger associated with it. The end of alcohol 

XO Senate Special Committee on Illegal Drugs. Cannabis: our position for a Canadian public policy: Summary Report, p. 7. 
XI Ibid., p. 12. 

X2 Moskos, Peter and Stanford Franklin. "Legalizing drugs will lead to cuts in crime." 

K, Senate Special Committee on Illegal Drugs. Cannabis: our position for a Canadian public policy: Summary Report, p. 34. 
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prohibition did just that - organized crime elements could no longer profit from the sale of alcohol, 

as safer, better, and often cheaper alcohol was available from licensed sellers. A key improvement 

accompanying licensing systems for sellers is that of controlling youth's access to the drug. It is 

unlikely to be perfect - the current system for alcohol sales still allows many under-age drinkers to 

gain access to alcohol, but the legalized and regulated system works far better than prohibition did. 

Finally, legalization would allow the government to apply a "sin tax" to marijuana sales, 

similar to those applied to alcohol and tobacco sales. This is not a primary motivation behind 

legalization, but it is an important one. Stephen Easton with the Fraser Institute attempted to 

conservatively estimate the revenue from sales taxes on marijuana. Based on the assumptions that the 

marijuana is valued at retail street price and sold by the gram,84 quantities in which most licensed 

retailers would deal, the amount of British Columbian marijuana produced is worth approximately 

$7.156 biliion. H5 He calculates that the production costs per gram are approximately $4.70 and the 

street rerums per half gram of $8.60.86 Easton argues that consumers have already shown themselves 

willing to pay this price for marijuana; therefore, if the government or licensed companies were to 

produce the legal marijuana at lower costs (making use of economies of scale) and sell it at the 

current price, they could tax the difference (an amount that is currently profiting illegal producers). 

Easton estimates this tax revenue to be approximately $2 billion. 87 This amount would be 

substantially higher jf we were to consider an export tax, which is a difficult proposition because of 

American and international drug prohibitions. All the same, combined with the savings from 

reduced law enforcement, fewer trial costs (Canadian Alliance MP Keith Martin estimated that 

decriminalization of marijuana possession would save Canada $150 million each year in court 

costsS8
), and lower prison budgetary needs, these substantial tax revenues could be re-routed to fund 

educational drug-prevention programs, which must be "credible, verifiable and neutral,"89 as well as 

substance abuse treatment centers to help lower the social costs of other, still-criminalized drugs. As 

Easton points out, "the broader social question has become not whether we approve or disapprove of 

84 Easton's calculations are made in terms of the amount of marijuana required to roll a marijuana cigarerre, or joine. 
This is approximately one gram. 

Hi Easton, Stephen T. Public Policy Sources: Marijuana Growth in British Columbia, p. 21. 
N!, Ibid., p. 17. 

K7 Ibid., p. 27. 

KH "Statistics." CBCca. CSC News. November 25,2004. Accessed November 29,2009 

< http://www.cbc.ca/news/background/ marijuana/ statistics.hem!>. 
H9 Senate Special Committee on Illegal Drugs. Cannabis: our position for a Canadian public policy: Summary Report, p. 26. 
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local production, but rather who shaU enjoy the spoils. ( ... ) Unless we wish to continue the transfer 

of these billions from this lucrative endeavor to organized crime, the current policy on prohibition 

should be changed."90 Despite the United States declining to implement such a regulated system 

with taxation, if it were to end its War on Drugs it would save $44 billion annually, with an 

additional $33 billion from taxation, according to Harvard economist, Jeffrey Miron.91 

Finally, it is importanr to note that a legalization scheme for marijuana would necessitate 

some form of amnesty program for people previously convicted of simple possession, removing the 

negative social, career, and travel effects of a criminal conviction carries, which is advocated by the 

Senate Special Committee.92 The government is attempting to encourage low-income earners to 

enter the workforce to help address the long-term problem in Canada of a rising dependency ratio 

that threatens the solvency of Canada's pension system. Restoring to potentially full employability 

the 600,000 Canadians whose employment prospects have been diminished through marijuana 

convictions would have a much greater effect in expanding the effective Canadian labour force with 

no fiscal costs. 

Before concluding, it is necessary to briefly discuss the international constraints on 

legalization. We have already discussed the. American War on Drugs and the fact that the United 

States is highly unlikely to change its stance on drug criminalization. Despite this, first-term Virginia 

democratic senator Jim Webb has advanced a bill to create an independent commission, similar to 

the Portuguese one that recommended decriminalization, to review the War on Drugs, its costs, and 

its results.93 

However, there are a number of international drug control conventions, to which Canada is 

a parry, that call for continued prohibition of drugs. As we have seen, this does not preclude 

decriminalization, but it would constrain legalization. The Senate Special Committee considers these 

conventions to be "an utterly irrational restraint that has nothing to do with scientific or public 

health considerations. "94 In fact, the Committee found that the conventions instead reflect 20th 

century geopolitical North-South relations: "the strictest controls were placed on organic substances 

"0 E:Jsron, Stephen T. "l'le's Marijuana Crop Worth Over $7 Billion Annually." Fraserlnstitute.org. The Fraser Institute. 
June 9, 200'i. Accessed November 29, 2009 <htrp:llwww.fraserinstirute.org/newsandevents/news/3995.aspx>. 
~l Moskos, Peter and Stanford Franklin. "Legalizing drugs will lead to cuts in crime." 
')2 Senate Special Committee on Illegal Drugs. Cannabis: our position for a Canadian public policy: Summary Report, p. 46. 
')3 Szaiavitz, Maia. "Drugs in Portugal: Did Decriminalization Work?" 

94 Senate Special Committee on Illegal Drugs. Cannabis: our position for a Canadian public policy: Summary Report, p. 30. 
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- the coca bush, the poppy and the cannabis plant ~ which are often part of the ancestral traditions 

of the collntries where these plants originate, whereas the North's cultural products, tobacco and 

alcohol, were ignored and the synthetic substances produced by the North's pharmaceutical industry 

were subject to regulation rather than prohibition."95 These conventions echo a contributing factor 

to the original crimil13.lization of most drugs: racial prejudices. 

The Senate Special Committee therefore argues that Canada should request the removal of 

cannabis and its derivatives from these international conventions, as their classifications do not 

reflect the danger the drugs pose to health and society.96 They also called for the creation of a Drugs 

and Dependency Monitoring Agency for the Americas, to be developed within the Organization of 

American States.97 This would allow for accurate, unbiased collection of data to support research 

into drugs and their health and social effects and to help prevention and education efforts. 

Conclusion 

Canadian public opinion regarding marijuana has become more informed and there is now 

growing public support for decriminalization and, to a lesser extent, legalization.98 This is not 

surprising considering an c;scimated 4.5 million people (about 14% of the population) used 

marijuana in 2004 and 600,000 Canadians have a criminal record for marijuana possession,99 which 

would be purged if the law changes. The Senate Special Committee argued that it is not the State's 

role to "impose a particular way of life on people."lOo The State must respect adults' freedom to 

choose which substances they wish to consume and to use exhortative, as opposed to coercive, means 

to promote "an ethic of responsibility [that] teaches social expectations ( ... ) and responsible 

behaviour. "101 

Through a comparative analysis of the historic case study provided by the criminalization 

and subsequent legalization of alcohol, American criminalization, and Dutch and Portuguese 

decriminalization, this paper has shown that criminalization is ineffective at reducing drug 

'1\ Ibid., p. 31. 
% Ibid., p. 32. 
~7 Ibid., p. 49-50. 
')B Senate Special Commirree on Illegal Drugs. CaNNabis: our position for a Canadian public policy: Summary Report, p. 20. 
c'') "Starisrics." CBC.ca. 

11)0 Senate Special Committee on Illegal Drugs. Cannabis: our position for a Canadian public policy: Summary Report, p. 
38. 
11)1 Ibid., p. 38-39. 
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consumption and the accompanying crime. It has also demonstrated that legalization affords 

governments more regulatory tools, allowing the creation of a controlled environment, similar to the 

alcohol and tobacco markets. Legalization allows drug distribution to become "the combined 

responsibility of doctors, the government and a legal and regulated free market."J02 Finally, the fiscal 

revenues that could be generated by legalization (approximately $2 billion), combined with the fiscal 

savings on enforcement (approximately $1 billion), prosecution (approximately $150 million), and 

incarceration would not only cover (he costs of proper regulation, but generate a fiscal bonus to fund 

other priorities. Going in the opposite direction, as the Harper governmenr proposes, simply digs the 

fiscal hole even deeper. 

!02 Moskos, Peter and Stanford Franklin. "Legalizing drugs will lead to cuts in crime." 
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OCS Policy and Regulatory Aff~ Dear I I am writing to acknowledge receipt of your email wit 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

" Because its psychoactive effects resemble tho... 2011-02-20 02:20:50 PM 

my thoughts on Salvia divinorum 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-2002:20 PM 

" Because its psychoactive effects resemble those of other substances included in Schedule III to 
the CDSA such as lysergic acid diethylamide (LSD) and psilocybin, Health Canada is concerned 
that the ready availability and use of S. divinorum poses a risk to the health and safety of 
Canadians, particularly youth." 

My first comment is that this is only true in a general sense and I suspect that most people who 
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have used S. divinorum would object to this characterization. For a direct comparison of how the 
subjective effects of these drugs are described by users of S. divinorum and drugs such as LSD, I 
suggest you visit Erowid's "trip reports" section (at www.erowid.org; see also Johnson et at, 
2010). Salvia divinorum has a unique pharmacology and appears to elicit its effects via its action 
as a kappa-opioid receptor agonist (Chavkin et aI., 2011). 

The differences in subjective effects are likely due to differences in the mechanisms of actions. 
Indolealkylamine hallucinogens such as LSD and psilocin are thought to work via 5-HT2A 
agonism (Ebersole et aI., 2003; Fantegrossi et ai. 2008). 

Similarity in the subjective effects of drugs does not necessarily imply a similarity in the safety 
profile of such drugs. This, is actually an unfortunate fact as LSD and psilocin are essentially 
non-toxic (Nichols, 2004 and references therein). It is unfortunate that the prohibition of 
physiologically safe molecules such as LSD and psiloc(yb )in has led to an almost 40 year hiatus 
in research on these hallucinogens. 

The prohibition of these substances had not prevented their use, nor does it appear to have 
limited the use of hallucinogenic drugs. Instead of being able to access pure LSD or psiloc(yb)in, 
users risk obtaining adulterated products from the underground market. Some of the drugs that 
have been sold as LSD include much longer acting hallucinogens such as DOB (Microgram 
Bulletin, 2006). Substituting DOB for LSD can potentially lead to more adverse reactions due to 
the lengthy duration of DOB. In my opinion, drug prohibition has not reduced the harm from 
illicit drugs to any degree and may even increase the danger of using illicit drugs. 

I have two objections related to the placement of Salvia divinorurn and/or its active components 
on the Controlled Drugs and Substances Act schedule III. The first is that prohibiting the drug 
will simply drive its use and distribution underground, which will make it more dangerous to use 
the drug due to possible adulteration. 

The second is that prohibition of the drug will halt medical and scientific study on Salvia 
divinorum and its active substances, as prohibiting LSD and other hallucinogens did in the 
1960s. Research on the active compounds of S. divinorum which have implication for mood 
disorders (Vortherms and Roth, 2006), could grind to a halt. Two psychopharmacologists at 
Johns Hopkins, Griffiths and Johnson, stated that research with salvinorin A "has potentially 
important implications for understanding a variety of disease states, including Alzheimer's 
disease, schizophrenia, bipolar disorder, dementia, and drug dependence." 

I have not seen any compelling evidence to suggest that Salvia divinorum is dangerous. The 
limited trials in humans suggest that it is safe, though the small sample size limits one's 
confidence in such conclusions (Johnson et at, 2010). If Health Canada's position is that 
prohibition of Salvia divinorum and salvinorin A would be intended to protect the health of 
Canadians, then I think Health Canada should fund some research to study the physiological 
effects of these drugs and determine their safety profile and toxicity. In the absence of such 
information, it is not reasonable to assume that the substances are dangerous and place them on 
the CDSA, because that would effectively prevent the scientific and medical communities from 

003081 



5.19(1) 

learning anything from these compounds and wouldn't do anything to prevent harm caused by use 
of these drugs anyway. 

When people take drugs, most of them understand that they are taking risks and putting drugs on 
the CDSA doesn't cause anyone to believe that the drug is too dangerous to be used under any 
circumstance. Putting S. divinorum and salvinorin A on the CDSA will just anger users of the 
drug, slow scientific and medical research on the drug and drive use of the drug underground, 
which could potentially cause more harm. 

I genuinely believe that placing S. divinorum and salvinorum A on the CDSA will do more harm 
than good. 

Sincerely, 
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OCS Policy and Regulatory Affairs to: 2011-03-0302:13 PM 
Sent by: Stephanie Chandler 
Bee: Isabel Shanahan, Stephanie Chandler 

Salvia 

OCS Policy and Regulatory Aff, Dear I I am writing to acknowledge receipt of your email wi 

This is exactly what I was writing "against: .... Canadians shouli 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Sa/via divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Hea/th article about Sa/via divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Hello As a citizen of Canada, I want an evidence... 2011-02-2005:50:49 PM 

Salvia 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-2005:50 PM 

Hello 

As a citizen of Canada, I want an evidence based drug control policy. In order for Salvia 
divinorum to become a controlled substance in Canada, it should first be shown by Health 
Canada to be more harmful and addictive than other legal substances like alcohol and tobacco. If 
a drug cannot be proven to be more harmful and addictive than legal substances in Canada, that 
substance should remain legal. Regardless of personal philosophies, this is merely just logical 
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consistency. 

I am not a drug user - I even avoid alcohol. But personal freedoms in Canada should not be under 
siege without strong scientific evidence. Please support an evidence based drug control policy. 

Thanks 

003084 



Re: Ban on Salvia divinorum is irresponsible ~ 
OCS Policy and Regulatory Affairs to: 
Sent by: Stephanie Chandler 
Bec: Stephanie Chandler, Isabel Shanahan 

Ban on Salvia divinorum is irresponsible 

s.19(1) 

2011-03-0302:14 PM 

OCS Policy and Regulatory Aff~ Dear I am writing to acknowledge receipt of your email wi 

------------------------------
Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances contr61f~es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Hello, As a Canadian citizen I am absolutely ap... 2011-02-20 07:59:41 PM 

Ban on Salvia divinorum is irresponsible 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-2007:59 PM 

Hello, 

As a Canadian citizen I am absolutely appalled by Health Canada's recent decision to ban Salvia 
divinorum. Not only has Health Canada not backed up this proposed ban with scientific 
evidence, it is under the guise of protecting children. I don't know about you, but last time I 
checked drug dealers don't ask for ID when selling their products, and hold no qualms about 
selling our children drugs on the school playground. 
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If you truly want to protect our nations youth, you would control the sale of Salvia divinorum 
similar to Alcohol and Tobacco, where it is only sold to adults and kept out of the hands of 
children. It is a complete hippocracy that Health Canada is proposing this ban while keeping 
drugs like Alcohol and Tobacco legal, which cause far more harm to the users health, and society 
as a whole. Even if Salvia divinorum is found to have noticeable health effects, the social and 
financial costs of enforcing this ban will far outweigh any health effects. 

As a Canadian citizen I urge Health Canada to support an evidence based drug control policy, 
instead of a morals based one. I sincerely hope Health Canada will reconsider this decision, and 
not continue decades of failed drug policies. 

Thank you for your time, 
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Fw: question about comment submission deadline 
OCS Policy and Regulatory Affairs to: Denis Arsenault 
Sent by: Stephanie Chandler 
Cc: Stephanie Chandler 

2011-03-03 02:22 PM 

OCS Policy and Regulatory AffcFw: question about comment submission deadline 

Hi Denis, 

Please see the proposed response for your review: 

******************************************************* 

Dear 

The 30-day comment period relating to the Notice to Interested Parties regarding the proposal to add 
Sa/via divinorum and salvinorin A to Schedule III of the Controlled Drugs and Substances Act (CDSA) 
began on the date of its publication in the Canada Gazette. Therefore, it would be appreciated if you 
could submit all comments regarding this proposal by March 21, 2011. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled Substances/Bureau des substances controh~es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-03-03 02:15 PM -----

j 

question about comment submission deadline 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-2407:11 PM 

Please respond to 

Hello, 
I am hoping you can clarify: Is the "30 day comment period" based on the gazette pUblication 
date of Feb 19,2011 or the date in the notice about Salvia, Feb 4, 2011? 

Thanks for clarifying, 
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Fw: Proposal regarding the addition of Salvia divinorum and salvinorin A to 
Schedule III to the Controlled Drugs and Substances Act 
OCS Policy and Regulatory Affairs to: Denis Arsenault 2011-03-0302:24 PM 
Sent by: Stephanie Chandler 
Cc: Stephanie Chandler 

OCS Policy and Regulatory AffcFw: Proposal regarding the addition of Salvia divinorum and salvinorin A to S 

Hi Denis, 

Please see the proposed response for your review: 

******************************************************* 

Dear 

The 3~-day comment period relating to the Notice to Interested Parties regarding the proposal to add 
Salvia divinorum and salvinorin A to Schedule III of the Controlled Drugs and Substances Act (CDSA) 
began on the date of its publication in the Canada Gazette. The comment period is also 30 calendar days. 
Therefore, it would be appreciated if you could submit all comments regarding this proposal by March 21, 
2011. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled Substances/Bureau des substances contr61E~es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-03-03 02:22 PM -----

Proposal regarding the addition of Salvia divinorum and salvinorin A to Schedule 11/ to 
the Controlled Drugs and Substances Act 

to: OCS.Policy.and.Regulatory.Affairs 2011-03-0302:08 PM 

Dear Stephanie Chandler: 

Re: Canada Gazette GOVERNMENT NOTICES Vol. 145, No.8 - February 19,2011 
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Could you confirm that the deadline for responding to this proposal is 30 days after the 
date it was published in the Gazette (February 19, 2011), and not 30 days after the date 
at the bottom of the notice (Feb 4, 2011). 

Also I assume that it is 30 calendar days and not 30 business days, but would also 
appreciate clarification on this point. 

Thanks. 
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Fw: Regarding Salvia Divinorum request for comments 
OCS Policy and Regulatory Affairs to: Denis Arsenault 
Sent by: Stephanie Chandler 
Cc: Stephanie Chandler 

oes Policy and Regulatory Aff~Fw: Regarding Salvia Divinorum request for comments 

Hi Denis, 

s.19(1) 

2011-03-0302:29 PM 

I have slightly revised our original email to stakeholders to notify them of the NOI to answer the attached 
email. For your approval. 

Stephanie 

***************************-************** 

Dear 

A Notice of Intent to Interested Parties (NOI) regarding the following substances was published in the 
Canada Gazette, Part I on February 19, 2011: 

Salvia divinorum 
Salvinorin A 

The electronic version of the NOI is available at the following website: 
hUp:l/www.gazette.gc.ca/rp-pr/p1 /2011/2011-02-19/pdf/g 1-14508.pdf , pages 8-9 in PDF format (pages 
438-439 in Canada Gazette, Part I). 

This NOI outlines Health Canada's proposal to include Salvia divinorum and salvinorin A in Schedule III to 
the Controlled Drugs and Substances Act (CDSA). In particular, Health Canada is seeking further 
information from stakeholders as to whether these substances have any legitimate industrial, scientific or 
medical uses in Canada. Information received in response to this notice will be instrumental in 
determining appropriate regulatory controls. 

If you are interested in this process or wish to provide us with information for our consideration please do 
so by March 21, 2011. You may send your comments to Stephanie Chandler, Regulatory Policy Division, 
Office of Controlled Substances, Address Locator: 3503D, 123 Slater St., Ottawa, Ontario, Canada K1A 
1 B9, by fax at (613) 946-4224 or by email to OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled Substances/Bureau des substances controlees 
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Regarding Salvia Divinorum request for comments 

5.19(1) 

:0: OCS.Policy.and.Regulatory.Affairs 2011-02-2307:29 PM 

Could you please email me any relevant documents regarding this process as our organization is 
interested in submitting comments. 

Your Truly, 
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Re: Salvia Divinorum III 
OCS Policy and Regulatory Affairs to: 2011-03-0302:30 PM 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

6 Salvia Divinorum 

I u OCS Policy and Regulatory Aft. Deal 

I 
! 
i 
I 

I am writing to acknowledge receipt of your email with 

L ________________________________________________________________________ ~ 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorumand salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Hello! I recently came across an article about th... 2011-02-2009:52:59 PM 

Salvia Divinorum 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-20 09:52 PM 

Hello! 

I recently came across an article about the proposed ban on Salvia Divinoruml Salvinorin A. I 
was directed to you as the only source of information and 
contact in the matter. It concerns me, as a citizen of Canada, that the process for deciding these 
matters is completely inadequate. 
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Without any research pointing negatively to effects of such a substance, no negative accounts 
recorded except the only quotable offense of just one threat 
to police dating 5 years ago, it is claimed a threat to society and youth. Can I ask how many 

times Canadian police officers have been threatened by sober people? 
How about under the influence of alcohol? I would wager it will come to a total of more than one 
but, without a study to find any fault per substance, none can be claimed by me. 
Without substantial proof of direct cause or even correlation to a negative social affect of 
anything, let alone substances, no legal precedence should ever occur. 
Doing so is I direct assault on the freedoms of every Canadian citizen to live their life the way 
they see fit. It bends people to an opinion driven legal bind 
with no evidence to support being bound as a positive measure for society. Pardon my being 
cliche, but there is no better definition of fascism. A massive amount of tax dollars 
already goes to waste protecting laws produced under this definition. Do not add more without 
reason above the fact that it is psychoactive, it is an assault on truth. 

I would like to request more information on the process incurring, as well as request at least 
some study into the effects of salvinorin A. 
The science base of the world deserves such knowledge before a decision is made. We do not 
know what the plant may hold. 
Banning it will only increase its use in a negative way due to publicity, make it a black market 
substance; damaging it's integrity, and 
destroy any research potential into the positive effects such a substance may hold. 

Thanks for your time. 
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Re: Ban on Salvia divinorum Gil 
OCS Policy and Regulatory Affairs to: I 

Sent by: Stephanie Chandler 
Bee: Stephanie Chandler,lsabel Shanahan 

Ban on Salvia divinorum 

5.19(1) 

2011-03-0302:32 PM 

OCS Policy and Regulatory Aft. Dear, I am writing to acknowledge receipt of your email 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Sa/via divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances contr6h~es 
Healthy Environments and Consumer Safety Branch 
Health CanadalSante Environnementale et Securite des Consommateurs/Sante Canada 

Hello It has recently come to my attention that H... 2011-02-2009:56:04 PM 

Ban on Salvia divinorum 

to: ocs.policy.and.regulatory.affairs 2011-02-2009:56 PM 

Hello 

It has recently come to my attention that Health Canada intends to impose a ban on the substance Salvia 
divinorum. I request that Health Canada first release the evidence and information used to come to this 
decision, before the ban itself is put into effect. This ban implies Salvia to be more harmful and addictive 
than legal substances such as alcohol and tobacco and any information regarding this danger should be 
public knowledge. If in fact Salvia can NOT be shown to be as or more harmful than alcohol or tobacco, 
then logically it must not be banned while the others remain in the open. I hope that you will practice a 
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consistent; evidence-based, transparent process regarding these matters. 
Thank you for your time. 
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Re: Proposal regarding the addition of Salvia divinorum and salvinorin A to 
Schedule III to the Controlled Drugs and Substances Act G;b 
OCS Policy and Regulatory Affairs to: Denis Arsenault 2011-03-0302:35 PM 
Sent by: Stephanie Chandler 
Cc: Stephanie Chandler 

r~-------~---------------------------------------------------------------' 
l;6l Conrad Richter Proposal regarding the addition of Salvia divinorum and salvinorin A to Sc 

I 
i:.J 

I 

OCS Policy and Regulatory Aff, Hi Denis, / spoke to , earlier, but will still acknowledge recei 

Hi Denis, 

I spoke to earlier, but will still acknowledge receipt of his email. 

********************************************** 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

It would be appreciated if you could submit all comments regarding this proposal by March 21, 2011. 

Thank you for writing. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled Substances/Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Stephanie Chandler We wish to comment on the ... 2011-02-21 12:25:21 PM 

Proposal regarding the addition of Salvia divinorum and salvinorin A to Schedule III to 
the Controlled Drugs and Substances Act 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-21 12:25 PM 

Stephanie Chandler 

We wish to comment on the proposal to add Salvia divinorum to Schedule 
III. Also, we would appreciate being added to your mailing list 
concerning this proposal. 
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Re: Salvia divinorum ~ 
OCS Policy and Regulatory Affairs to: 2011-03-03 02:37 PM 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

Salvia divinorum 

OCS Policy and Regulatory Aff~ Dear, I am writing to acknowledge receipt of your email 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act(CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances controh~es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

To Whom It May Concern, I do not agree withth... 2011-02-2101:04:5SPM 

Salvia divinorum 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-21 01 :04 PM 

To Whom It May Concern, 

I do not agree with the proposed ban on Salvia divinorum. When used for the purpose that Salvia divinorum is 
use, it is very effective. 

In my experience with buying it you had to be 19+ (Ontario) and was asked to show LD. from the shop I bougJ 
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clearly needed like Alcohol & Cigarettes. 

Salvia divinorum is not addictive nor can it kill you. If Health Canada was truly concered for the ctizens well· 
which kill hundreds of thousands Canadians every year. 

Imposing a ban on something is not the answer. We have learned this from the prohibition of Alcohol and CUD 

Thank you, 
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Re: Proposal to schedule S. divinorum and Salvinorin A ~ 
OCS Policy and Regulatory Affairs to: 2011-03-0302:38 PM 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

:..j Proposal to schedule S. divinorum and Salvinorin A 

I ,3 

I 

OCS Policy and Regulatory Aft, Dear. I am writing to acknowledge receipt of your email Wi 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Ganada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Greetings, I'm interested in commenting about... 2011-02-21 03:56:30 PM 

Proposal to schedule S. divinorum and Salvinorin A 

to: OCS.Policy.and.Regulatory.Affairs 

Greetings, 

I'm interested in commenting about the proposal to schedule S. 
divinorum and Salvinorin A. 

2011-02-21 03:56 PM 

As someone who has experimented with the substances described above, I 
would ask that the proposal is dropped. Salvia, while known as a legal 
psychotropic substance, is not one with potential for abuse. While they 
can be strong, the effects are temporary. The effects are also very 
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short-lasting and require high grade a potency to achieve. Growing the 
plant also requires very a specialized environment, and the plant must 
be grown from clones, which make it very difficult to cultivate and 
propagate. 

According to the Canadian Medical Association Journal 
(http://www.cmaj.ca/cgi/content/full/178/2/149. published January 15, 
2008), half of teenagers have used alcohol, and about 20% of those users 
have used it such that it lead to adverse effects. The article further 
describes that Marijuana has been used by as many as about 30% of youth 
in Canada, and most illegal drugs, including Methamphetamine, LSD, and 
other psychoactive have been used by as few as 5%. Salvia, by Health 
Canada's survey, has been used at least one time by as few as 7% of 
teenage users, and frankly the effects, also by Health Canada's 
description, are not readily enjoyed by users. Prohibiting the 
possession of salvia will do little to curtail its use, but it will 
expose the few users to greater possible harms through the few remedies 
that exist within the legal system. 

I implore Health Canada to consider rejecting this proposal. There is 
no need for it at this time. 

Thank you for your consideration. 
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I 
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Re: Proposal regarding the addition of Salvia divinorum and salvinorin A to 
Schedule III to the Controlled Drugs and Substances Act" I1l 
OCS Policy and Regulatory Affairs to: 2011-03-0302:40 PM 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

Proposal regarding the addition of Salvia divinorum and salvinorin A to Sc 

OCS Policy and Regulatory Aff, Deari I am writing to acknowledge receipt of your email with 

,---------------------------------------' 
~--,-------------------------

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Hea/th article about Sa/via divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled Substances/Bureau des substances contr6h~es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

To: Stephanie Chandler, Regulatory Policy Divis... 2011-02-21 05:48:45 PM 

Proposal regarding the addition of Salvia divinorum and salvinorin A to Schedule III to 
the Controlled Drugs and Substances Act" 

to: ocs.policy.and.regulatory.affairs 2011-02-21 05:48 PM 

To: Stephanie Chandler, Regulatory Policy Division, Office of Controlled Substances, 
Regarding the Governments Proposal to make the Natural Product called "Salvia" illegal; This law will only 
serve to make more so-called "criminals" out of Canadians. As well, this law will only force the 
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underground market to take control and sale of this product, in exactly the same way as other so-called 
"illegal" drugs. The Government never seems to learn anything from past History. One only needs to 
review history during the time that the USA banned alcohol, to see that even more people died because 
of the ban. Now that alcohol is legal, we don't see any more drive-by-shootings over beer. 

From: 
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Re: Salvia Divinorum G!l 
OCS Policy and Regulatory Affairs to: 2011-03-03 02:41 PM 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

~ Salvia Divinorum 

I 
iJ OCS Policy and Regulatory Aft. Dear I am writing to acknowledge receipt of your email with Ii 

I 
I 

I 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

I am against a proposed ban on salvia Divinoru... 2011~02-21 08:30:39 PM 

Salvia Divinorum 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-21 08:30 PM 

I am against a proposed ban on salvia Divinorum. 

Salvia is a religious sacrament for many people and is has no potential for abuse as most people 
who try it do so only once and then never again. 
The effects are too weird. Salvia is not a fun drug at all. If you don't believe me try it your self! 
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Banning Salvia will only start a black market in it furthering the enrichment of criminal gangs. 
Regulate the sale to adults over 18 or 19 like beer is. 

Regulation is the only humane option to controlling drug use. 

How many children are you planning to put injail ? 
How many spiritual seekers are you planning to put injail ? 

Thanks for your time. 
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Re: Salvia Divinorum needs to be regulated for safety issues and taxed. ~ 
OCS Policy and Regulatory Affairs to: 2011-03-0302:42 PM 
Sent by: Stephanie Chandler 
Bee: Isabel Shanahan, Stephanie Chandler 

Salvia Divinorum needs to be regulated for safety issues and taxed. 

OCS Policy and Regulatory Affc Dear Sir/Madam, I am writing to acknowledge receipt of your email wit 

Dear Sir/Madam, 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The arti~le can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled SubstanceslBureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

The effects of Salvia are very important to kno... 2011-02-21 11 :34:59 PM 

Salvia Divinorum needs to be regulated for safety issues and taxed. 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-21 11 :34 PM 

The effects of Salvia are very important to know for people. Salvia is a distinct looking plant 
that when smoked can provide 5 minutes of elation or nervousness. If salvia was banned no 
one would have any idea what it does and not have any responsibility if anything bad came out 
of it. 

Savlia Divinorum needs to be regulated and taxed for safety issues, while Salvia Extract is 
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more potent it generally last less then 5 minutes with a 45 minute afterglow that has more to 
do with elation and wakefulness. Also people can not drive during the depths of a salvia 
extract trip, when people come to everything is fine. People need to be aware this goes away 
or at least not be in a car driving ifthey'smoke a hard variant such as this. 

It is not like LSD which last for hours or has a dependence issue like alcohol and tobacco. It 
won't tax the healthcare system either like diabetes. 

Making it illegal will cause the price of it to skyrocket and be sold without any safety net. 
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Re: regarding the addition of Salvia divinorum and salvinorin A to Schedule III 
to the Controlled Drugs and Substances Act Gb 
OCS Policy and Regulatory Affairs to: 2011-03-0302:44 PM 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

r--,--
L::l 

13 
regarding the addition of Salvia divinorum and salvinorin A to Schedule III 

I 

OCS Policy and Regulatory Affe Dear, I am writing to acknowledge receipt of your email w, 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated 'with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled Substances/Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Dear Stephanie Chandler As a tax paying Can... 2011-02-2201:03:31 AM 

regarding the addition of Salvia divinorum and salvinorin A to Schedule III to the 
, Controlled Drugs and Substances Act 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-2201 :03 AM 

Dear Stephanie Chandler 
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As a tax paying Canadian father, I believe that I am a stakeholder and I am taking this 
opportunity to 

provide comments on Health Canada's proposal to add the plant Salvia divinorum (S. divinorum) 
and its 

main active ingredient salvinorin A to Schedule III to the Controlled Drugs and Substances Act 
(CDSA). 

My intention is not to dispute Health Canadas concern that the ready availability and use of S. 

divinorum poses a risk to the health and safety of Canadians, but rather contend that prohibition 
IS 

not the answer & it would in fact exacerbate the situation & be a waste of our finances. 
Resources 

wasted on arrest, processing, prosecuting & incarcerating to enforce prohibition could be used in 

effective ways instead & have much left over for our betterment. 

From what I have read about Salvia there is nothing distinguishing such as smell to differentiate 
it 

from any other ground up plant matter. Any cullinary artist would be a suspected trafficker. 
Imagine 

the logistic problems & opportunities for abuse by law enforcement. I support LEAP (Law 
Enforcement 

Against Prohibition www.leap.cc). a 5000 member strong organization that would agree with me. 
In fact I 

have yet to find anyone that believes that prohibition works. 

To be clear, I do NOT want the plant Salvia divinorum (S. divinorum) and its main active 
ingredient 

salvinorin A to be added to Schedule III of the Controlled Drugs and Substances Act (CDSA). I 
believe 

that doing so will just create a black market for yet another "controlled" substance. There is no 
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regulation in a black market which poses even more health risks. I feel that education through 
unbiased 

research & freedom of choice are better recieved by a free society than force. 

Please feel free to contact me with any questions, concerns, or suggestions regarding my 
comments. 

Sincerely, 
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Re: Salvia divinorum g, 
OCS Policy and Regulatory Affairs to: 2011-03-0302:47 PM 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

i-,--
'--l Salvia divinorum 

13 
I 

DCS Policy and Regulatory Aff, Dear I am writing to acknowledge receipt of your email wi 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances contrcjlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

I am opposed to Health Canada's proposal to ad... 2011-02-2209:25:55 PM 

Salvia divinorum 

to: ocs.policy.and.regulatory.affairs 2011-02-22 09:25 PM 

I am opposed to Health Canada's proposal to add salvia to the Controlled Drugs and Substances Act. 
There are no conclusive studies to indicate that this substance causes anything more than brief 
hallucinogenic affects. It is not the role of the Canadian government to ban substances simply because 
they are used recreationally. We need to be very careful when adding further restrictions to the rights of 
individuals. In a free society, this must not be done casually or arbitrarily. 

Salvia has primarly been brought to recent public attention by the RCMP and other police agencies. 
Canadian police are looking for empowerment so they can take action on controlling this substance. I 
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have no doubt they see this as their duty in order to protect Canadians. Salvia is a plant that affects 
perception and mood, and so it naturally draws parallels to marijuana. Police belive they should be 
authorized to control salvia in the same way they control marijuana. 

Adding a substance to the CDSA simply because it resembles other currently controlled substances is not 
valid reasoning. Each substance should be evaluated on its own risk to human well-being. There is 
currently no data to support that this substance poses a serious health risk. Anecdotal evidence is not an 
adequate justification to cut away a piece of Canadian society's freedom. A group of vocal individuals 
who hold unsupported opinions that something "might be bad" is not an adequate justification to make 
that thing illegal. 

Aside from the lack of evidence to show any significant health risk from salvia, there is the economic and 
social impact of this decision. If you make this substance illegal, the desire to use it is not going to go 
away. You are immediately creating a black market where criminals will produce and sell the substance, 
instead of this being done by legitimate business owners. Police resource will need to increase to control 
it, requiring additional tax dollars. The criminal element will not be paying taxes on revenues from the 
sales of this substance. History has shown that a government cannot arbitrarily convince its citizens that 
a substance is harmful, without evidence to support their claims, and so people will continue using salvia 
for recreational purposes. These people will be charged and so the drain on our judicial system and our 
prison costs will increase. The criminals who sell the substance will have no legal recourse to overcome 
disputes, and street violence will increase. 

The only benefit of banning salvia is that some overzealous police, frightened parents, and impressionable 
government officials will sleep more soundly thinking they have done the right thing. These flippant 
benefits are greatly outweighed by the overall cost to the country. 

I do not want my tax dollars going towards wasted police efforts on controlling a substance that the 
general population does not want controlled. I do not want criminals profiting on drug revenue without 
paying taxes. I do not want young people being treated as criminals for experimenting with drugs. I do 
not want organized crime continuing to create violence in our cities, while our own laws essentially fund 
their source of revenue. 

If you want to perform a study on the effects of salvia, please send my tax dollars there. If you want to 
promote educational resources to inform young people in Canada about the statistically-supported health 
risks of recreational substances, send my tax dollars there. If you want to fund services providing 
rehabilitation to the minority of drug users who are overcome by addiction, send my tax dollars there. 

Do not add salvia to the CDSA. There is no logic behind it. This is a knee-jerk decision brought on by our 
irrational fear of any substance that is used recreationally. This fear has been causing bad political 
deCisions for decades, so please do not add another bad deciSion to the list. 

Thank you. 
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Re: Notice to interested parties - Proposal regarding the addition of Salvia 
divinorum and salvinorin A to Schedule'" to the Controlled Drugs and 
Substances Act IJl 

5.19(1) 

OCS Policy and Regulatory Affairs to: 2011-03-0302:48 PM 
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I 
b 
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Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

Notice to interested parties - Proposal regarding the addition of Salvia divi 

OCS Policy and Regulatory Affc Dear I am writing to acknowledge receipt of your email with 

l ____________________________________________________________________ ~ 
Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled Substances/Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Dear Stephanie Chandler, I'm would like to be m... 2011-02-22 09:40:02 PM 

Notice to interested parties - Proposal regarding the addition of Salvia divinorum and 
salvinorin A to Schedule III to the Controlled Drugs and Substances Act 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-22 09:40 PM 

Dear Stephanie Chandler, 
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I'm would like to be made aware of any future actions or consultations 5.19(1) 
pursuant to the "Notice to interested parties - Proposal regarding the 
addition of Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act". 

Personally I oppose adding this plant to Schedule III. I do not 
believe that such an action will increase the safety of the public, or 
youths. Instead, as is clear from other related Schedule III 
substances, such action will simply foster an illicit trade in the 
plant and it's derivatives, which will expose the public and youths to 
greater threat, and the increased possibility of this substance being 
contaminated with other drugs and chemicals before hitting the 
streets. It would be considerably more harmful to the general public 
if the availability of this plant were to become the sole purview of 
organized criminals involved in illicit drug trafficking. Moreover 
such action is likely to increase the strain on the criminal justice 
system, therefore also the public tax burden, and both needlessly and 
irreparably tarnish the prospects of any parties, particularly youths 
who are thus convicted. 

Lastly, this plant is a visionary medicine held sacred by many 
indigenous peoples of Central and North America who have millennia of 
tradition surrounding it's use in ceremonial/initiatory processes. 
While I agree that reducing it's availability to minors is desirable, 
I think that overall, the risks involved in legislating around that, 
are far greater than any potential harm which the plant poses to the 
public under current the law. Since it has been clearly cited in the 
text of this consultation that the effects are both very short-term, 
and can often be unpleasant, I feel that alone provides sufficient 
deterrent against it's use. Rather than legislation, what is instead 
called for is appropriate labeling, and liability on the part of 
distributors. Together with education concerning the history and 
appropriate (sacred) context of using this plant, any perceived harm 
can be easily and readily avoided. 

Regards, 
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Re: Proposal regarding the addition of Salvia divinorum and salvinorin A to 
Schedule III @ 

5.19(1) 

OCS Policy and Regulatory Affairs to: • 2011-03-0302:50 PM 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

I·, 

L.l Proposal regarding the addition of Salvia divinorum and salvinorin A to Sc 

I 
\3 

I 
OCS Policy and Regulatory Aft, Dear I am writing to acknowledge receipt of your email wit 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part t. 

For your information, Health Canada has developed an It's Your Health article abolJt Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled Substances/Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Dear Stephanie Chandler, I would like to be ma... 2011-02-2210:32:18 PM 

Proposal regarding the addition of Salvia divinorum and salvinorin A to Schedule '" 

to: OCS . Policy .and. Regulatory .Affairs 2011-02-22 10:32 PM 

,----------------,--

Dear Stephanie Chandler, 

I would like to be made aware of any future actions or consultations pursuant to the "Notice to 
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interested parties - Proposal regarding the addition of Salvia divinorum and salvinorin A to 
Schedule III to the Controlled Drugs and Substances Act". 

Personally I oppose adding this plant to Schedule ill. I do not believe that such an action will 
increase the safety of the public, or youths. Instead, as is clear from other related Schedule ill 
substances, such action will simply foster an illicit trade in the plant and it's derivatives, which 
will expose the public and youths to greater threat, and the increased possibility of this substance 
being contaminated with other drugs and chemicals before hitting the streets. It would be 
considerably more harmful to the general public if the availability of this plant were to become 
the sole purview of 
organized criminals involved in illicit drug trafficking. Moreover such action is likely to increase 
the strain on the criminal justice system, therefore also the public tax burden, and both needlessly 
and irreparably tarnish the prospects of any parties, particularly youths who are thus convicted. 

Lastly, this plant is a visionary medicine held sacred by many indigenous peoples of Central and 
North America who have millennia of tradition surrounding it's use in ceremoniaVinitiatory 
processes. While I agree that reducing it's availability to minors is desirable, I think that overall, 
the risks involved in legislating around that, are far greater than any potential harm which the 
plant poses to the public under current the law. Since it has been clearly cited in the text ofthis 
consultation that the effects are both very short-term, and can often be unpleasant, I feel that 
alone provides sufficient deterrent against it's use. Rather than legislation, what is instead called 
for is appropriate labeling, and liability on the part of distributors. Together with education 
concerning the history and appropriate (sacred) context of using this plant, any perceived harm 
can be easily and readily avoided. 

Thank you, 
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Re: From a VERY concerned person... Gil 
OCS Policy and Regulatory Affairs to: 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

From a VERY concerned person ... 

2011-03-0302:51 PM 

OCS Policy and Regulatory Aft, Dear Sir/Madam, I am writing to acknowledge receipt of your email wit 

Dear Sir/Madam, 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorumand salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances contrOlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Hello, After hearing about the plans to completel... 2011-02-2216:58:49PM 

From a VERY concerned person ... 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-2210:58 PM 

Hello, 
After hearing about the plans to completely disregard peoples freedom and spiritual beliefs in 
Canada my heart began to ache and my emotion flared. I have never heard such unsympathetic 
closed-minded nonsense. Yes, I'm speaking about Salvia divinorum "The Teacher Plant" that has 
gained a reputation by those who do not take the time to learn about it... For those who are the 
same people that allow cigarettes and alcohol to destroy the lives and kill millions of people 
annually, its hard to understand how a plant so useful and entirely harmless when used properly 
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can become illegal. May I ask why? It IS NOT a burden on society neither financially nor 
ethically, it is completely non addictive, in fact many can work with the plant once, heal 
addictions, mental distress and emotional turmoil and then never have the urge to use it again. 
I feel so unbelievably frustrated and confused by what is happening to Canada ... The freedoms of 
spiritual growth that once were accepted and maybe taken for granted are now being pummeled 
with fascist thinking and the efforts to put money before societies well-being. Salvia divinorum is 
not a problem in our country, that is a fact; there are millions of plants that are useful when used 
properly and i fear that this action to outlaw Salvia divinorum is not only a big mistake because it 
is such a useful plant but it will also lead to the destruction of all natural products allowing room 
for the pharmaceutical companies to comer the market in what they call 'healing' which is not 
healing, it is masking and multiplying the problems for greedy purposes ... but that is a different 
story ... my point is; ifthe Goverment is allowed to make a judgement call on something they 
know NOTHING about then we have lost all rights to religious and spiritual freedom and the 
right to use nature to heal our own bodies both mentally and physically. And to me ... That is 
scary! 

My heart is hopeful that someone comes to their senses and remembers that CANADA IS 
FREE!!! 

Thank you, 
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Re: Proposal regarding the addition of Salvia divinorum and salvinorin A to 
Schedule III to the Controlled Drugs and Substances Act ~ 
OCS Policy and Regulatory Affairs to: 2011-03-0302:52 PM 
Sent by: Stephanie Chandler 
Bee; Stephanie Chandler, Isabel Shanahan 

U 
I 

Proposal regarding the addition of Salvia divinorum and salvinorin A to Sc 

13 
i 

OCS Policy and Regulatory Aft;: Dear, I am writing to acknowledge receipt of your email 

I 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled Substances/Bureau des substances contrOlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Dear Ms. Chandler, I am writing you because I a ... 2011-02-2312:42:19 AM 

Proposal regarding the addition of Salvia divinorum and salvinorin A to Schedule III to 
the Controlled Drugs and Substances Act 

to: ocs.policy.and.regulatory.affairs 2011-02-2312:42 AM 

Dear Ms. Chandler, 

I am writing you because I am concerned about the proposed ban on Salvia Divinorum. As part of a 
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university project, 1 researched Salvia Divinorum quite extensively. 1 would be happy to provide you with 
detailed research and references at your request, but for now I assume you are pressed for time, so here 
are some brief pOints and concerns: 

-I realize that a very small percent of the population have used Salvia. My research finds that an 
exceptionally small portion ever use it more than once and an even smaller number use it with any 
regularity. How many reports of addiction or abuse have you come across? Do you know of any 
hospitalizations resulting from Salvia use? 

-I believe that banning this substance will not reduce use. A small market will still exist for the plant and 
people will still trade in it, without any taxation. People buying it on the black market may be presented 
with options to obtain more dangerous substances from the black market suppliers. Banning the plant 
may also increase the allure of it to some. Some occasional users will use other illegal substances instead, 
which mayor may not have a better safety record, while others may use legal though remarkably 
dangerous intoxicants such as aerosols. 

-I think the social and economic costs of the criminalization of users will far outweigh any benefits. What 
do your calculations indicate? 

-Though I am not aware of any current research underway in Canada, 1 do believe this plant should be 
explored for therapeutic/medicinal potential. 

Having mentioned all of this, 1 must say that I do think sales should be restricted to persons over the age 
of 19 and perhaps there should be some labeling requirements detailing harm-reduction approaches to 
use. 

1 urge you to reconsider this ban. 

1 eagerly await your response. 

Sincerely 
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Re: Formal Protest of adding S. divinorum and salvinorin to Controlled Drugs 
and Substances Act scheduling lib 
OCS Policy and Regulatory Affairs to: j 2011-03-0302:54 PM 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

Formal Protest of adding S. divinorum and salvinorin to Controlled Drugs a 

OCS Policy and Regulatory Aft. Dear. I am writing to acknowledge receipt of your email wi 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with th'e use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

It has come to my attention that the plant known... 2011-02-23 08:27:39 AM 

Formal Protest of adding S. divinorum and salvinorin to Controlled Drugs and 
Substances Act scheduling 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-2308:27 AM 

It has come to my attention that the plant known as Salvia Divinorum 
(Salvia) is being considered to be added to the Controlled Drugs and 
Substance Act scheduling. 

I am lodging a protest against Salvia being added to the Controlled 
Drugs and Substance Act scheduling. 
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As mistakenly portrayed in the Canada Gazette, salvinorin A is not a 
substance that is like those found in Schedule III of the CDSA because 
salvinorin A is not an alkaloid. 

Being an adult of sound mind and body, I recognize that Salvia can be 
potent. The statistics portrayed in Canada Gazette is not 
scientifically principled because use in of itself does not constitute 
a threat. The Canada Gazette statistics does not illustrate the 
potency of the Salvia consumed, nor does it statistically correlate it 
to any theoretical toxic effects such as organ damage. 

Finally, a legal adult substance cannot be banned simply because it is 
used in a disrespectful manner by troubled youth. 
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Fw: Submissions on Salvia 
OCS Policy and Regulatory Affairs to: Denis Arsenault 
Sent by: Stephanie Chandler 
Cc: Stephanie Chandler 

LJ OCS Policy and Regulatory Aff~Fw: Submissions on Salvia 

I 

I 

Hi Denis, 

For your review 

***************************************** 

Dear 

2011-03-0302:56 PM 

The 3D-day comment period relating to the Notice to Interested Parties regarding the proposal to add 
Sa/via divinorum and salvinorin A to Schedule III of the Controlled Drugs and Substances Act (CDSA) 
began on the date of its publication in the Canada Gazette. Therefore, it would be appreciated if you 
could submit all comments regarding this proposal by March 21, 2011. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled Substances/Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-03-03 02:54 PM -----

Submissions on Salvia 

to: OCS.Policy.and.Regulatory.Affairs 

Hello: 

Is the submission deadline March 4 or March 19? 

Best, 

2011-02-23 06:34 PM 
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Re: Salvia Ban ~ 
OCS Policy and Regulatory Affairs to: I 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

Salvia Ban 

5.19(1) 

2011-03-0303:01 PM 

OCS Policy and Regulatory Afft Dear I am writing to acknowledge receipt of your email wit 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 

, found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances contr6h~es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Hello, I don't have the time to write a lengthy em... 2011~02~23 09:57:15 PM 

Salvia Ban 

to: OCS.Policy.and.Regulatory.Affairs@hc-sc.gc.ca 2011-02-2309:57 PM 

Hello, 

I don't have the time to write a lengthy email with all the information to 
back up my opinion. But my opinion is this: Banning salvia is unnecessary. 

I am speaking for thousands of other people out there as well. The claim of 
lack of knowledge about long term effects is bogus. "You" simply have a 
problem with people (and more specifically, youths) experiencing 
"hallucinations". I may be wrongly assuming this, but I believe that the 
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people who are making decisions here have never attempted salvia and base much 
of their "knowledge" on external observations of the affects of salvia. It is 
a drug that causes no physical harm, and only causes people to learn more 
about themselves and the world, as well as allowing the people to experience 
intense wonder and to simply enjoy themselves. 

Sincerely, 

5.19(1) 
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Re: Dep. of Health Notice. Feb. 4, 2011 I) 
OCS Policy and Regulatory Affairs to: 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

Dep. of Health Notice. Feb. 4, 2011 

5.19(1) 

2011-03-0303:02 PM 

I :J 
I 

OCS Policy and Regulatory Aff" Dear~ I am writing to acknowledge receipt of your email with Ii 

I 
8 Dear Stephanie Chandler, 

~ Hello again. I realize ou must be busy, but I am wonde 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Pal1ies outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled SubstanceslBureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Dear Ms.lMrs. Stephanie Chandler We write yo... 2011-02-2403:29:44PM 

Dep. of Health Notice. Feb. 4, 2011 

to: ocs.policy.and.regulatory.affairs 2011-02-2403:29 PM 

Dear Ms.lMrs. Stephanie Chandler 

We write you today in response to the bulletin posted February 4, 2011 on the Canadian Gazette titled: Notice to 
interested parties - Proposal regarding the addition of Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act 
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After reviewing your notice and also going through some texts on this particular member of the Sage family I have 
some serious concerns about it being scheduled in Canada. We have little reason to disagree with somehow 
controlling the sale of purified psychotropic substances, such as Salvinorin A, we feel it would be against Canada's 
best interest to further ban and consequently prosecute Canadian citizens for the plant itself. 

In the notice, we get the impression that that the health risks were so far not understood, or perhaps misunderstood, 
and there was concern for youth using psychotropic substances. In studies done in labs on rats, and also through 
contacting various retailers, it would seem that physical health risk are quite limited, if not completely unheard of. 
The greatest risk to ones self appears to be harming ones self while intoxicated. Reviewing the reports of people 
under the influence of Salvinorin A, mobility is greatly impaired, making very dangerous acts such as driving quite 
impossible. Relative to other psychotropics that last much longer and act on the body in a way that allows one to get 
around easier, there seems far less room for concern with this particular substance. The fast onset of the effects, 
and the short duration make it a difficult substance to take to public arenas such as bars, concerts or other common 
places people may take up such activities. 

Reading off the DEA's website in the United states, they claim that "Salvia divinorum most likely will not become 
widely abused" (DEA 2003). Due to this substance being quite non-addictive (Kappa opioids are negatively 
reinforcing, which make them very difficult to become addicted to), and the effects of the substance being of a very 
non popular flavour (which seems to result in people unwilling to continue use), habitual use seems incredibly low by 
any measure. 

In a report testing Salvinorin A on rats, Mowry et al. showed that 6.4 mg/kg/day of salvinorin A by intraperitoneal 
injection in rats for two weeks produced no fatality or toxicity, and when the rats were autopsied, no changes were 
noted in their organs or tissues. To our knowledge no such toxicity or damage to the organs, including the brain, 
have ever been published or mentioned in the literature. 

We see in your notice, perhaps the biggest concern is youth using Salvinorin A for its psychotropic effects. This we 
feel compelled to agree with a controlling of the substance not unlike alcohol and tobacco where there is an age 
requirement. Or even perhaps just banning the extracted substances, and exempting the plant itself, much like I see 
the Controlled Substances Act has done with mescaline and exempting the live plants. 

We believe, and have found to be the case in many other nations we have traveled to and collected plant species for 
study, that when any species and any part of that species becomes banned outright, there is a few ill effects placed 
upon that nation. When actual plants are banned, there are far more people who may be included in the "criminal" 
category, and indeed in some nations they are imprisoned for having such plants without manufacturing or 
distributing them. Aside from this being devastating on the citizens of the nation, it also costs quite a Lot to deal with 
criminals in our society. I have witnessed this in Malaysia and China for example, both of which ave similar policies 
with banning a species and everything related to it, no matter what. I also notice that nations that tend to ban 
substances that may be obtained from plants, but leave plants themselves alone, tend to have a far more workable 
prison system and the costs associated with it are far fewer. One such example would be Portugal. 

We have no specific quarrel with protecting youth and keeping substances that intoxicate them away from easy 
access. We have very deep concerns about making plants outright illegal for the average Canadian citizen to grow 
in their gardens and on their windowsill, or for a university or medical research centre to be able to cultivate the plant 
and preform studies on them. It is quite important for us, as citizens of a nation that is such a role model of freedom 
and human rights, to not be prosecuted for growing Sage and risk imprisonment and loss of freedom and lose the 
privilege to travel to other nations due to a criminal record based on growing a Salvia species. We urge you to 
consider the research already done by universities, private researchers and consider our freedoms and rights as 
Canadians and what may be at stake. We feel very fortunate to live in such an open and free country where we can 
voice our concerns and be heard by our leaders. It gives us all a great sense of accomplishment and pride to be able 
to say to people that we do have a say in what freedoms we may enjoy, and that our leaders will listen to us and use 
their best judgment in deciding what is truly best for the people and does not interfere with what we stand for; 
Glorious and free. 

We are currently in therefor, we will not return 
to back Canada for another few months. We WOUld, however, like to be kept informed of any progression of this 
notice, and anything related to it. If you have a mailing list for this, or some other means of staying informed we 
would very much appreciate it. 

Sincerely, 

Here is some of the published data we have reviewed 
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2011-03-0303:04 PM 

b DCS Policy and Regulatory Affc Dear am writing to acknowledge receipt of your email wit 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorumand salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc~sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled SubstanceslBureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

dear reader. i have learned that salvia may be s ... 2011-02-25 09:50: 17 AM 

to: ocs.policy.and.regulatory.affairs 2011-02-25 09:50 AM 

,=rorn: 

fO: <ocs.policy.and.regulatory.affairs@hc-sc.gc.ca> -----
dear reader. 

i have learned that salVia may be soon regulated. i cant believe Canada is thinking about this, its already 
a Natural Health Product, that's good enough, don't make salvia illegal that's foolish. shamans using this 
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magical plant for centuries and soon as us westners get ahold of these plants, they become prohibited. 

please, don't make salvia illegal. it doesn't hurt the body or the mind. just keep it as a NHP or put age 
limit on it. DONT make it illegal for canadians, PLEASE!! 

peace, 
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Re: Consideration of Salvia Divinorum addition to Schedule III of the CD&S 
Act Gil 
OCS Policy and Regulatory Affairs to: 2011-03-0303:05 PM 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

Consideration of Salvia Divinorum addition to Schedule III of the CD&S A 

DCS Policy and Regulatory Aff, Dear I am writing to acknowledge receipt of your email wit 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances controh~es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

I wanted to include my opinion as a taxpayer an... 2011-02-25 03:28:39 PM 

Consideration of Salvia Divinorum addition to Schedule III of the CD&S Act 

to: ocs.policy.and.regulatory.affairs 2011-02-2503:28 PM 

I wanted to include my opinion as a taxpayer and citizen in this issue. Please understand that by reading 
this, you will be exposed to facts that you may currently be unaware of. Many of these can be 
substantiated by adults who respect and understand salvia divinorum. Unfortunately, there is a tendency 
to pigeon-hole such individuals as "users", thereby generalizing them with a pre-established bias and 
rendering their testimony invalid. This is unfortunate, as they are in actuality the only ones who have a 
working knowledge of the "other side of the story", and some of the tangible spiritual or symptomatic 
healings and changes that can occur through responsible and respectful use of this plant (not as some 
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kind of "legal high", but in keeping with its revered nature in its historical origins). 

If one does some respectable online research on the topic of salvia divinorum (i.e.- wikipedia or 
sagewisdom.org), they will discover that its original use was as a spiritual/religious tool by shamans, who 
act as intermediaries between the spiritual and physical world. This plant has traditionally been used in 
healing rituals and vision questing, to restore spiritual balance and promote healing on all levels. 
However, recent mass-media has drawn attention to the ABUSIVE component ONLY of this plant, which is 
not balanced by the accounts of those it has helped (since these stories can't compete with the 
sensationalism of their counterparts). As a result, there is a media-produced subjective bias, where the 
other side of the story is essentially untold - those who have benefited from salvia - either as a spiritual 
tool, an herbal treatment for migraine headaches, an antidepressant, or a plant that miraculously delivers 
people from substance addictions. 

Quoting from Wikipedia, " Media stories generally raise alarms over Salvia divinorum's legal status and 
are sometimes headlined with generally ill-supported comparisons to LSD or other psychoactive 
substances. Parental concerns are raised by focusing on salvia's usage by younger teens-the emergence 
of YouTube videos purporting to depict its use being an area of particular concern in this respect." 

If you discuss this with mature adults who have some first hand knowledge of salvia divinorum, you'll 
probably find that they all agree that minors should NOT have access to it. Furthermore, you may learn 
that the salvia divinorum plant and its leaves are NOT what is being abused - but this fact is rarely 
brought to light. Salvia divinorum abuse is entirelydue to "chemical enhancement", creating what is 
known as "salvia extracts". These are between 5 and 80 times the potency of a naturally occurring salvia 
plant, and THESE are the problem with the "more is better", "faster is better" mentality of teenagers that 
have become widely advertised by the media (although granted, many of them find the experience highly 
unpleasant and don't opt for a second try). The vast majority of people have absolutely no effect when 
they try "plain" salvia leaves, and this is precisely why the "chemists" set forth to concentrate the active 
chemical and repackage it for profit. These "extracts" are what NEEDS to be illegal, as there are other 
health risks that are created when these are produced - potential for contamination during the chemical 
process, chemical residue, additives, as well as hazards inherent to the process (fire and explosion 
hazards, harmful vapours). Banning salvia plants and "plain leaves" outright is akin to Health Canada 
banning coffee beans on the basis of Online Videos that show a highly concentrated dose of caffeine 
triggering a seizure or a heart attack. Perhaps lemon balm or herbal teas will be next after that. At any 
rate, it would be severe overkill, and it would be fundamentally wrong to make it illegal for those adults 
who may use the natural, unaltered form of salvia as a tool in a spiritual context as a meditation aid, 
violating their freedom to practise a part of their religious beliefs. 

Having a large family with a number of children, I am highly in favor of protecting minors, and believe 
that the sale of salvia, like alcohol, should be regulated - and sale to minors strictly prohibited and 
enforced. Furthermore, there are SIMPLE additional measures that can be undertaken that promote 
responsible use of this plant - primarily banning the sale and/or possession of "extracts" (read as 
concentrated via unregulated chemical processing), which are the actual culprit here. The plant itself, in 
its unmodified form, is simply not the problem. Subsequent research or polls would demonstrate and 
substantiate this fact. Creating another "scheduled plant" as a "responsible measure" after a certain 
media event (who are we kidding here, we all heard about Miley) to alleviate public pressure isn't the 
kind of insightful and objective leadership that we as Canadians need. What we need is for Health 
Canada to propose a solution that addresses the real problem, not one that simply panders to public 
reaction and fear-mongering media hype without statistics that CITE some actual health problems. 
Objectivity promotes respect. Unchecked fear and misinformation breeds poor decisions and poor 
legislation (in this case, that the infrastructure likely can't even support and enforce, if it were an 
across-the-board prohibition). 

If you create laws that ban the sale of salvia to minors and the possession/sale of all Salvia Divinorum 
extracts, and you will SOLVE the problem while preserving something that's sacred to most Canadians -
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the right for adults to make informed, self-respecting choices. And while we're at it, let's keep coffee 
beans legal. Canada is a forward-thinking country - so wouldn't it be best to take the lead and set a 
global example of "setting the stage for honouring adult choices", instead of returning to the dark ages 
with knee-jerk reactions that respond to what amounts to nothing more than public ignorance based on 
media sensationalism? 
Thank you for taking the time to conSider this information. I would be glad to clarify any points herein, if 
it would be of assistance in creating an informed and thoughtful background for understanding the facts 
regarding this issue. 
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Re: Proposal regarding the addition of Salvia divinorum and salvinorin A to 
Schedule III to the Controlled Drugs and Substances Act ~ 
OCS Policy and Regulatory Affairs to: 2011-03-0303:09 PM 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

Proposal regarding the addition of Salvia divinorum and salvinorin A to Sc 

OCS Policy and Regulatory Aff. Dear, I am writing to acknowledge receipt of your email with 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims'to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances controh:3es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Hello, I have concerns about the proposal regar... 2011-02-26 05:48:52 AM 

Proposal regarding the addition of Salvia divinorum and salvinorin A to Schedule III to 
the Controlled Drugs and Substances Act 

2011-02-2605:48 AM 

Cc: OCS.Policy.and.Regulatory.Affairs 

Hello, 

I have concerns about the proposal regarding the addition of Salvia divinorum and salvinorin 
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A to Schedule III to the Controlled Drugs and Substances Act. 
Taken from: Canada Gazette 
http://gazette.gc.ca/rp-pr/pl1201112011-02-19/htmllnotice-avis-eng. html#d 109 
"Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, 
in 2009, 1.6% of Canadians aged 15 years and older reported having used S. divinorum at 
least once in their lifetime, with a much higher rate of use (7.3%) in youth aged 15-24 
years. The results from the Canadian 2008-2009 Youth Smoking Survey also show that 5% 
of 15-year-olds have used S. divinorum in the past year. Moreover, the 2009 Ontario 
Student Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students in 
grades 7-12 reported ever using S. divinorum and 4.4% of these students reported using 
this substance in the past year." 

When you ban a substance this does not mean the problem will go away. If 
you look at the same age groups what percentage of population uses highly 
addictive and dangerous drugs such as alcohol and tobacco? Prohibition has 
never worked so why do you plan on trying it again? 
Another fact from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal 
that, in 2009, 76.5% of Canadians aged 15 years and older reported having used Alcohol. 
Also in same survey "three quarters of youth (75.5%) reported consuming alcohol in the 
past year." I do not know of a death from the use of Salvia divinorum or Salvinorin A. I wish 
I could say the same for alcohol and tobacco. 
Taken from: Canadian 2008-2009 Youth Smoking Survey 
http://www.hc-sc.gc.ca/hc-ps/tobac-tabac/research-recherche/statl survey
sondage 2008-2009/result-eng.php 
"For youth in grades 10-12 however, the 13% of youth who reported that they were current 
smokers was a statistically significant increase from 2006-07 when the rate was 11%." 

Taken from: 2009 Ontario Student Drug Use and Health Survey: 
http://www.camh.net/Research/Areas of research/Population Life Course Studies/OSDUS/Hig 
hlights DrugReport 20090SDUHS Final Web.pdf 

Cigarettes: Cigarette smoking is by far the 
greatest public health issue impinging on a 
population's health, as it is the leading 
preventable cause of disease. Although student 
smoking has decreased over the decades, there 
is still a significant proportion (one-in-eight) that 
does smoke (about 119,600 students). Further, 
the decline in smoking seen in previous survey 
cycles ceased in 2009, as the rate remained 
stable. 
Contraband cigarette smoking is reported by 6% 
of students (about 60,000 students). Among only 
past year smokers, over half (53%) have 
smoked contraband cigarettes in the past year. 

Alcohol: Binge drinking still remains at an 
elevated level, as just over one-quarter (25%) of 
all students reported drinking at least 5 drinks on 
the same occasion once in the past month. 
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When we look at the 12th 
-graders only, this 
proportion becomes half (49%). One-in-five 
students (21 %) drink hazardously in that their 
drinking puts them at risk for current or future 
physical and social problems. Indeed, one-in-ten 
(10%) students report being injured or injuring 
someone as a result of their drinking in the past 
year 

5.19(1) 

Lets be honest here. Salvia divinorum is not a problem. If you ban Salvia members of the 
Canadian population will end up with a criminal record for nothing other then an expense to tax 
payers. 

Thanks, 
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Re: Salvia legal status ~ 
OCS Policy and Regulatory Affairs to: 2011-03-0303:10 PM 
Sent by: Stephanie Chandler 
Bee: stephanie.chandler, Isabel Shanahan 

Salvia legal status 

oes Policy and Regulatory Affc Dear I am writing to acknowledge receipt of your email wit 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

I hope the following pOints are part of your delib... 2611-62-2801 :26: 15PM 

Salvia legal status 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-28 01 :26 PM 

I hope the following points are part of your deliberations concerning the proposed 
criminalization of salvia divinorum: 

People like myself who have chosen to use this plant will, with the stroke of a pen in Ottawa, 
become criminals, with all the heavy consequences that entails for the individual, as well as the 
extra burdens placed on the criminal justice system. While respectful of the law generally, I 
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will not obey a law that prohibits my use of a plant I consider a godsend. 
I could argue the virtues of salvinorin, but that would just confuse the issue, as well as 

possibly confounding the reader who might have no interest in arcane subjects like the nature 
of reality and how this drug might illuminate such matters. The issue is whether this drug 
causes harm, and causes enough harm that criminalizing its use is justified, and whether 
criminalization will achieve the desired aim of eradicating its use. 

As the research indicates, there are no known negative health effects in users, and no 
addictive potential. The only potential safety risk is from the drug's impairment of motor 
control, but because the drug effect is so short-lived, and doesn't typically motivate people to 
move around anyway, this risk is moderate at worst. Because the effect is so intensely 
disorienting, most people will never want to repeat their first experiment with the drug, which 
places a hard limit on its potential for widespread abuse. 

Just as some people will strongly disapprove of any and all "psychedelic" drugs, others will 
be attracted to their aura of risk and non-conformity. I contend that making this drug illegal 
will do nothing to dampen that attraction, and isn't likely to reduce its availability. Salvia is 
easy to grow and easy to transport (as a concentrated extract), and because of its high profile 
due to widespread media coverage, it would become part of the stock-and-trade of drug 
dealers, and the state's interest in controlling its use would be thwarted. 

Tighter regulations and enforcement governing Salvia's legal sale could do as much or more 
towards reducing its casual use ( especially by youth) than criminalization, as opposed to the 
state issuing a blanket prohibition against personal use, which, apart from its questionable 
effectiveness, would arguably amount to a denial of individual freedom. This is, above all, the 
issue that I would hope is uppermost in your review of this, to me, very important legislation. 

Thank you for your attention, 
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2011-03-0303:14 PM 

I> 
'...J Re: Proposal To Ban Salvia divinorum 

I OCS Policy and Regulatory Aff, Dear , am writing to acknowledge receipt of your email w. :3 
I 

I 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Greetings! My name is 2011-02-2811:04:22 PM 

Re: Proposal To Ban Salvia divinorum 

to: ocs.policy.and.regulatory.affairs, Jay LeBlanc 2011-02-2811:04 PM 

Greetings! 

I have been 
working at a full time job since graduating from university and college. I pay my taxes like every law 
abiding citizen, and I have never faced any legal troubles. I have never been in a fist fight, I have never 
broken a bone or needed stitches, or had a cavity, nor been hospitalized for any reason. I believe I 
qualify as a healthy, thoughtful individual. My health can be attributed both to my wonderful country, 
which has supported my growth, and to my own intelligent chOices, which I make every day. The 
support of my country has allowed me, in turn, to work, so that I may support other honest people in this 
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country. Despite my love for my country, Health Canada is recommending that people like me be 
deemed criminal. 

I was deeply saddened to read from the Canadian Gazette, "Proposal regarding the addition of Salvia 
divinorum and salvinorin A to Schedule III to the Controlled Drugs and Substances Act" . I have used 
Salvia divinorum for several years and have suffered no negative effects whatsoever. On the contrary, 
my Salvia divinorum use has been one of the few things in my life which has truly been therapeutic on a 
number of levels; psychologically, socially, and spiritually. The meditative states achieved through unique 
plants, such as Salvia divinorum, have motivated me to be a better worker, to become closer to my 
family, and be a more caring individual. This is why it saddens me deeply that the people of my country 
are considering making Salvia divinorum a scheduled substance, which would, in effect, make me a 
criminal.... because I use this plant of my own free will for legitimate therapeutic and spiritual purposes. I 
gave personal background on myself in the first paragraph, in to make clear the type of person that 
Health Canada is considering criminalizing. I cannot help but feel that Health canada is considering a 
proposal that says, "Proposal regarding the addition of ~ and anyone like, to 
Schedule III to the Controlled Persons and Citizens Act". 

Health canada does not seem to consider the people who use this plant, or the benefits that some people 
have gained from its use, nor the consequences of its proposed new legislation. Why is that? The 
maximum sentence for a person possessing a schedule III substance is three years in prison. Would it 
really be better to have me in prison than to have me be a working member of society just because I use 
Salvia divinorum, and benefit from it? If convicted of Salvia divinorum possession, instead of paying 
taxes, the people of Canada would pay taxes to pay for me, as I waste away in prison, and use up legal 
resources. Also, as a fiscally conservative Canadian, I am concerned about the potential costs of 
enforcing a needless law against Salvia divinorum, and as a caring citizen, I am concerned about the lives 
that would be damaged as a result of the proposed law. This proposed law is coming out at a time when 
canada is facing criticism for overcrowded prisons, and overused justice system. Crime rates are 
reported to be decreasing, y,et incarceration rates increasing. This makes no sense and is a very 
disturbing trend because it suggests that the criminal justice system is beginning to be used in a way that 
affects non criminals. I would like to think that the justice system should be reserved for those who do 
harm to others, for those who do harm to their country. No evidence has ever been provided that users 
of Salvia divinorum pose any such threat, certainly not a threat requiring a punishment of three years in 
prison. 

Health canada suggests that Salvia divinorum may be a threat to public health and safety, but do they 
provide any evidence for this? Has Health canada also done a study on the threat to health that potential 
prison time might do to a person? I could not imagine the damage prison would do to my life, and my 
family's life, if I were to be jailed, or even charged for possessing a schedule III substance. Even a 
conviction without jail would result in job loss, and make it very difficult to find meaningful employment. 
That is worse than anything Salvia divinorum could ever do. I strongly urge Health canada and anyone 
involved in the push to criminalize Salvia divinorum users, to consider very carefully the potential harm 
that the law could impose on honest people. 

Yet, despite the severe cost that would accompany being charged with a schedule III substance, I cannot 
consider the potential penalty as a deterrent. I honestly and truly consider Salvia divinorum use to be a 
personal sacred spiritual practice. It would not matter if the punishment for using Salvia divinorum were 
3 years, or a hundred years, or death. I would only consider the threat of prison to be a potential 
disaster to my life, just like a horrible car accident, or being kidnapped or murdered. Yet, I do not allow 
the possibility that I may be injured by harmful people stop me from living my life. I cannot let those 
possibilities stop me from being who I am, from living a peaceful and productive life, and expressing my 
right to freedom of conscience and religion, freedom of thought, belief, opinion, and expression. If 
arrested for possession of Salvia divinorum, the only lesson I would learn is that the people of my country 
are willing to destroy me for being who I am, and making my own choice. I cannot support such 
intolerance, nor would I want any young person to support the idea that people should be imprisoned for 

003142 

5.19(1) 



making their own choice. There is a threat to youth out there, and it is the promotion of a system of 
intolerance and inhumane conditions intended for criminals, yet used on non criminals. It would be 
irresponsible of Health Canada to impose the potential disastrous effects that its proposed law may have 
on the citizens of Canada. 

I beg you to please find an alternative to making Salvia divinorum a schedule III substance. I want to 
continue to be a productive member of society. I wish to reach out to those in power, and try to offer 
some kind of assurance that not every user of Salvia divinorum is a danger to themselves, and many 
people also use this plant as a spiritual practice. I feel there is a strong negative stereotype against users 
of a variety of substances. I am just a regular hard working person who doesn't want to go to prison! 
Please, hear this cry for tolerance and mutual co-operation. I hope to avoid a conflict with the law, and I 
hope those in power find a way to avoid clashing with its own citizens. Surely, there must be a much less 
violent way to deal with this Salvia divinorum issue than scheduling Salvia divinorum. I do not want to be 
an enemy of the state. I have no desire to break any law. I don't want to be a rebel, nor a martyr. I 
love my country, and humbly ask for understanding and tolerance. 

I have heard blanket arguments against Salvia divinroum such as ''the effects are unknown", or "the 
federal government supports families by protecting the children from the hallucinogen, Salvia divinroum'~ 
Yet I see little in the way of evidence of actual harm done from Salvia dinvorum, despite its presence in 
Canada for about twenty years. Does Health canada and the federal government forget that people who 
use Salvia divinorum have families too? Why is there an assumption that people who use Salvia 
divinroum are somehow anti-family? Why does Health canada seem to assume that families of people 
who use Salvia divinroum are deserving of punishment and inhumane treatment in the environment of 
prison? I consider canada to be one big family. I see no reason why Salvia divinroum uses and non uses 
can't mutually co-exist without incarcerating each other, or hating each other. I hope canada chooses to 
send a message to the world, that while it will do everything in its power to protect underage people from 
using mind altering substances, canada will also not destroy the lives of its own citizens, and their 
families by putting more people in prison for meditative plant use. If I want to protect my children from 
anything, it would be protecting them from becoming hardened, uncaring adults who are willing to 
imprison any adult who makes their own choice. 

I encourage legislators to consider alternatives to scheduling Salvia divinorum. According to this CBC 
article, from October 2010, http://www.cbc.ca/news/health/story/2010/10/19/salvia-banned.html .. the 
federal government says products containing Salvia divinorum and its active ingredient, salvinorin A, are 
considered natural health products and, as such, must be authorized by Health canada before they can 
be sold." 
If that is true, it does not necessarily follow that Salvia divinorum must be scheduled. There must be 
another way. That is to say, just because Health Canada does not approve of a substance being sold as 
a "natural health product" does not automatically mean the substance should be scheduled. The federal 
government does not have to classify Salvia divinorum as a "natural health product", and the federal 
government does not have to schedule Salvia divinorum just because Health canada does not approve 
Sa/via divinorum as a natural health product. I am sure, or at least I certainly hope, that Cigarettes are 
not approved by Health canada, yet they are still legally sold in Canada. 

The federal government has allegedly chosen to classify Sa/via divinorum as a natural health product, 
however, Salvia divinorum is not sold as a natural health product. The following is quoted from the "Food 
and Drugs act: Natural Health Products Regulations", which can be found here, 
http://gazette.gc.ca/archives/p2/2003/2003-06-18/html/sor-dors196-eng.html 
'''natural health product' means a substance set out in Schedule 1 or a combination of substances in 
which all the medicinal ingredients are substances set out in Schedule 1, a homeopathiC medicine or a 
traditional medicine, that is manufactured, sold or represented for use in 

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal 
physical state or its symptoms in humans; 
(b) restoring or correcting organic functions in humans; or 
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(c) modifying organic functions in humans, such as modifying those functions in a manner that maintains 
or promotes health." 

Salvia divinorum is not marketed as a "natural health product" and I can prove it. In my letter I have 
attached a jpg file which shows the cover of a "Salvia Zone" product, which I bought at a local store in 
Ontario. Salvia Zone is one of the most popular vendors for packaged Salvia divinorum sold in stores, 
which is where people have most easy access to Salvia divinorum. The package comes with detailed 
warning messages. One of those messages expressly states that the salvia product is "not intended to 
diagnose, treat, cure, or prevent disease". There is also nowhere on the disclaimer that suggests the use 
of salvia modifies organic function in a way that maintains or promotes health. In fact, the disclaimer 
warns that all inhaled smoke of any kind may be harmful to health. Therefore, it is incorrect to classify 
Salvia divinorum as a "Natural Health Product" because vendors of Salvia products do not market their 
product in a way that are represented for use in the diagnosis, treatment, or prevention of disease, as 
outlined by the "Natural Health Products Regulations". As such, Salvia divinorum should not require the 
approval of Health canada in order to be sold. 

If Health Canada is concerned about Salvia divinorum being used by those who are underage, I implore 
Health Canada and the federal government to devise stricter regulations regarding the selling of Salvia 
divinorum, which would limit its access to minors, while allowing Salvia Divinorum to remain legal to 
possess for consenting adults. Scheduling Salvia divinorum potentially places innocent users of Salvia 
divinorum at risk, users, like myself, who have absolutely nothing to do with selling Salvia divnorum, nor 
giving it to anyone, nor promoting it to anyone. I have no interest in promoting Salvia divinorum to 
anyone. People are free to abstain from salvia use, if they are under the impression it is. somehow a risk 
to their health, and Salvia divinorum shows low potential for addiction. Charging a person like me for 
Salvia divinorum possession would do absolutely nothing to protect minors from using Salvia divinorum, 
as I have no intention of selling, nor giving Salvia divinorum to anyone. Furthermore, scheduling Salvia 
divinroum may pose increased risk to users, including minors. Users who would continue to use Salvia 
divinorum, despite the law, would be forced to acquire salvia from illegitimate sources. This places the 
user at risk, as they have no idea if they are getting a clean product. Sellers may lace their "salvia" 
product with any number of other substances, such as pcp. This poses a 
threat far greater than Salvia divinorum on its own. 

In the past, Canada has made accommodations for those who use plants as part of their spiritual 
practice. Mescaline is a controlled substance in canada, yet Peyote, a plant containing mescaline, has a 
specific exemption from the Controlled Drugs and Substances Act, found at , 
http://Iaws.justice.gc.ca/eng/C-38.8/page-6.html 
\\17. 
Mescaline (3,4,S-trimethoxybenzeneethanamine) and any salt thereof, but not peyote (Iophophora) 
The exemption of Peyote from the Controlled Drugs and Substances act is an appreciated gesture of 
respect to accommodate those who use the plant ceremonially. There are people, such as myself, who 
also use Salvia divinorum for similar purposes. I ask that if salvinorin A were to become scheduled, 
please allow for the continued legality of the plant itself, Salvia divinorum, in a similar fashion that that 
Peyote is exempt from the Controlled Drugs and Substances Act. 

A similar action with regards to Salvia divinorum would be very appropriate and for a number of reasons. 
First, this would prevent the selling of dried leaf extract in stores, which is the most common place for 
people to buy Salvia divinorum products. The potential strong psychoactive effects of Salvia divinorum 
products are the result of the active compound, salvinorin A being condensed on to plain leaf. This is 
known as "fortified leaf". This is why salvia products are almost always sold as a value of X, for example, 
5x, lOx, or 40x or some claim even high concentrations. A fortified leaf sold as 40x means that the leaf in 
the 40x product is supposed to contain 40 times the amount of salvinorin A that would be found in plain 
leaf of the same weight. The amount of salvinorin A in plain leaf is not enough to produce the same type 
of strong effect that fortified leaf produces. If dried extract were banned in stores, yet the plant, Salvia 
divinorum still permitted, people would still have access to the sacred plant, while not being exposed to 
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strong concentrations of the active compound salvinorin A, which is concentrated in fortified leaf 
preparations. The live plant cannot be smoked, and unfortified dried leaf does not produce the same 
strong effect as fortified leaf. 

Furthermore, the traditional use of Sa/via divinorum, originally used by Mexican natives was to chew the 
leaves, not smoke the leaves. Chewing the leaves is often referred to as "the quid method", in which 
Sa/via divinroum leaf is placed under the tongue, and the active compound is absorbed through 
membranes under the tongue and mouth. The effect of this method is very different from smoking, and 
drastically less intense. The reason for the decreased intenSity is because only a small amount of the 
active compound can be absorbed through the mouth for any period of time, thus limiting the amount of 
inebriation a person can experience. In contrast, inhalation of concentrated amounts of salvinorin A, such 
as found in fortified leaf, enter the blood stream and reach the brain within a matter of seconds, and is 
metabolized in a matter of minutes. The result can be a strong alteration of consciousness. However, 
the traditional use of Sa/via divinorum, which is to chew the leaves, simply cannot produce such drastic 
alterations of consciousness. Any person curious about this can easily test this assertion for themselves. 
The result of chewing Sa/via divinroum for an hour will result in a mild-medium meditative state in which 
imagination is stimulated. There will never be a case of videos showing Miley Cyrus acting crazy on 
chewed Salvia divinorum leaf, nor videos of any Saskatchewan dj acting hysterical after chewing Salvia 
divinorum leaf. Chewing Sa/via divinorum leaf simply does not result in the sudden and strong change of 
consciousness that results from smoking. However, chewing Sa/via divinorum is the traditional form of 
usage, which is used primarily by myself, and in traditional ceremonies. Chewed leaf of Sa/via divinorum 
will never be a popular drug of choice for anyone seeking a thrill. The leaf tastes bad and becomes 
uncomfortable after a few minutes. Chewed Salvia divinroum is only useful for those who wish to 
meditate and learn. For these reasons, the plant Sa/via divinorum should remain legal. However, if 
Health Canada believes that inhaling concentrated forms of Sa/via divinorum, such as the fortified leaf 
sold in stores, then I see no harm in reducing the availability of fortified leaf to the population by banning 
the sale of fortified leaf. But I do see harm in banning the plant itself, in criminalizing all users. Please, 
keep the plant itself legal. 

I have seen very little evidence provided from Health Canada that would suggest that Sa/via divinorum is 
a dangerous drug. Furthermore, Sa/via divinorum use has declined from 2008-2009. According to Health 
Canada's "Canadian Alcohol and Drug Use Monitoring Survey: Summary of Results for 2009", (Health 
Canada's most recent published Summary of Results) Sa/via divinorum use declined from 2008-2009. 
Why is Health Canada chOOSing this time to propose a ban on Sa/via divinorum if its use is declining, and 
the public has not faced significant risk? The following quote is from Health Canada's "Summary of 
Results for 2009": 
"The rate of past year hallucinogen use (including salvia) in 2009 at 0.9% was statistically significantly 
lower than the rate of 2.1% reported in 2008. Statistically significant declines between 2008 and 2009 in 
the rate of past 12 month hallucinogen (including salvia) use were also apparent among males (3.3% 
versus 1.1%, respectively) and youth (10.2% versus 4.4%). Similarly, past-year use of at least one of five 
illicit drugs excluding cannabis [cocaine or crack, speed, ecstasy, hallucinogens (including salvia), and 
heroin] at 2.1 % in 2009 was statistically Significantly lower than the 3.9% rate reported in 2008." 
http://www.hc-sc.gc.ca/hc-ps/drugs-drogues/stat/ 2009/summarv-sommaire-eng.php 

However, after the proposed ban on Salvia divinorum has been introduced by Health Canada, sales of 
Sa/via divinorum will probably rise, as users fear the substance may become banned, and this will result 
in people buying quantities in anticipation of the ban. Also, curious people may want to try Sa/via 
divinorum after hearing the press that the herb may soon be illegal. The negative press from authority 
will also make Salvia divinorum lucrative to try for "rebels", and everyone knows teens fall in to that 
category. So, if it was Health Canada's intention to decrease the number of people using Sa/via 
divinorum, then proposing this ban was probably not a good idea. However, even if use remains at 
current levels or increases, there is still a lack of evidence suggesting that Salvia divinorum is a dangerous 
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substance. In fact, evidence suggests that many people who try Salvia divinroum do not enjoy it, and 
thus do not try it again. This may explain the decrease in use from 2008-2009. Making criminals out of 
users is not an appropriate response to the "possible" threat that Health Canada perceives from Salvia 
divinorum. 

Although Salvia divinorum is not marketed as a natural health product, there is research being done on 
the compound, salvinorin A, which suggests that salvinorin A, may be useful in developing medicines 
helpful in the treatment of Alzheimer's Disease, schizophrenia, chronic pain, addiction, and depression. 
Scheduling Salvia divinorum may prevent important medical research from being done on this potentially 
helpful substance. Also, current research on the compound salvinorin A, has revealed that salvinorin A is 
not an addictive compound, not a dangerous compound, and the substance, salvinorin A, may actually be 
helpful for those wishing to conquer their dependence on truly dangerous and addictive drugs, such as 
opium and heroin. 

Dr. Matthew Johnson, is currently studying salvinorin A at Johns Hopkins Medical School, and submitted a 
study on Salvia divinorum use in November 2010. In this study, Johnson concluded that Salvia divinroum 
and its active compound, salvirnorin A, are relatively non-toxic substances, even in large doses. The 
compound, salvinorin A activates the .kappa opioid receptor in the brain, while other substances, such as 
heroin and morphine activate the kappa mu receptor. This is an important distinction because while 
heroin and morphine produce an effect that is euphoric and addictive, activating the kappa opioid 
receptor via salvinorin A produces an experience that unpleasant for most users, and is thought to have 
"anti-addictive" qualities. For this reason, it is unlikely that people would become addicted to Salvia 
divlnorum, and unlikely to be a substance of repeat use by those simply looking to "get high" because the 
substance is not pleasant for many people. Furthermore, the anti-addictive qualities of salvirnorin A may 
be useful in the medical treatment of addiction. The following are quotes from an NPR radiO interview 
between Dr. Matthew Johnson (Johns Hopkins Medical School), Dr. Elena Chartoff (McLean Hospital), 
and an NPR radio host, Joe Palca. The quotes support the claims I made in this paragraph. The full 
article can be found here, 
http://www.npr.orgI2011101l03/1326136411Scientists-Study-Salvia-Ingredient-As-Medical-Treatment 

"Dr. JOHNSON: Under the conditions of the study, it did appear to be a physiologically safe drug." 
"Salvia belongs to a class of drugs that activate something called the kappa opioid receptor. Heroin and 
morphine also activate opioid receptors, but they activate the mu opioid receptor. 
Dr. ELENA CHARTOFF (McLean Hospital): When you activate the mu receptor, like you do with heroin or 
morphine, you get a euphoric - you get a rush, a high. 
PALCA: Elena Chartoff studies opioid receptors at McLean Hospital in Boston. 
Dr. CHARTOFF: But when you activate the kappa receptor with a drug, you get kind of the opposite 
effect, that depressive-like effect. 
PALCA: The depressive effect might be used to counteract the mania of manic depression or negate the 
appealing effects of narcotics as a way to control drug addiction. 
"The results suggest that inhaled salvinorin A. was physiologically safe and psychologically well tolerated 
across the range of doses tested" (doses ranging from low to high. 
The full study by Dr. Johnson and Chartoff can be found here, 
http://www.washingtonpost.com/wp-srv Ination/pdfs/salviapaper.pdf 

In that study, Dr. Johnson concludes, "The results suggest that inhaled salvinorin A was phYSiologically 
safe and psychologically well tolerated across the range of doses tested" (doses ranging from low to 
high). 

Salvia divinorum has a long history of use as a method of spiritual and person exploration. Johnson 
writes, "Shamas of the Mazatec people of Oaxaca, Mexico have used Salvia divinorum, a member of the 
mint family, for at least centuries in ethnomedical practices including divination and spiritual healings". 
Since this plant has been introduced to other parts of the world, such as Canada, other people have 
included the use of Salvia divinorum in their spiritual practice. I am one such person. It would be very 
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cold and uncaring of the people of Canada to not take the spiritual practices of users in to account, not to 
mention, I believe this would also be a violation of the Fundamental Freedoms, under the Charter of 
Rights, which states, "Everyone has the following fundamental freedoms: (a) freedom of conscience and 
religion; (b) freedom of thought, belief, opinion and expression". 

The scheduling of a substance should be taken very seriously, because people could have their lives 
destroyed by the proposed law. I would like to think that Canada would only schedule a substance if 
necessary. Plainly, Salvia divinorum, and its users, have not proven worthy of drastic methods of control, 
such as those proposed by Health Canada, in which possession of Salvia divinorum could result in a three 
years prison sentence. Health canada provides little evidence as to the dangers of Salvia divinorum. 
Health Canada does suggest that little is known about the effects of Salvia divinorum, however, recent 
studies, such as those by Dr. Matthew Johnson, suggest that Salvia divinorum is physiologically safe. 
Furthermore, anecdotal evidence, such as that provided by myself, suggest no longer term negative 
effects from regular use .... and frankly, I am much more comfortable making the decision myself, whether 
I choose to use this plant, rather than having a law deem me as a criminal for making my own decision. 
In addition, the plant Salvia divinorum has been used by Native Americans for at least a hundred years in 
divination ceremonies, and thus this plant is clearly of spiritual use. It would irresponsible to schedule the 
plant Salvia divinorum, which would result needlessly in arrests and pain for those who possess Salvia 
divinorum, and the law also discriminates against people who use Salvia divinorum for spiritual purposes. 
For these reasons, Canada must consider alternatives to adding Salvia divinorum to the Controlled Drugs 
and Substances Act. 

Thank you, 
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i r:J OCS Policy and Regulatory Affc Dear I am writing to acknowledge receipt of your email 

I 

r Thank you for the note Mr. or Ms. Office of Controlled Substan 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances contr6h~es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

I am very interested in contributing to the di ... 2011-03-01 01 :33:33 AM 

Citizen Input: Salvia 

to: OCS.Policy.and.Regulatory.Affairs 2011-03-01 01 :33 AM 

I am very interested in contributing to the discussion of this proposed legal 
change. 

I have noted for some years that Salvia has been available for sale in 
reputable shops and at a reasonable price in its natural forms. 

I am a film maker and TV producer. My extensive research on the subject 
follows nearly 2000 years of recorded use of Salvia and no clearly documented 
problem, injuries or ill effects directly attributable to the drug. 

003148 



liquor is controlled (both verified to be infinitely more dangerous and 
addictive substances). 

As a practical matter, the plant is among the most easily grown and cultivated 
on any windowsill and almost impossible to pick out from any common plantain. 
It seems to me the pursuit of making the drug illegal now that its place in 
popular culture is set and widely known would be to make criminals out of 
thousands of middle-class teenagers and deny people with a genuine spiritual 
interest an inalienable right to their personal beliefs while costing millions 
of dollars to solve a non-existent problem. 

I am happy to speak on this issue any time. 

Sincerely, 
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OCS Policy and Regulatory Aff~ Dear / am writing to acknowledge receipt of your email wit 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled Substances/Bureau des substances contr6h~es 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Ms. Chandler, I would like to take this opportunit... 2011-03-0208:55:43 PM 

Concerns regarding Salvia divinorum proposal 

to: OCS. Policy.and. Regulatory.Affairs 2011-03-0208:55 PM 

Ms. Chandler, 

I would like to take this opportunity as a concerned citizen of Canada to express my objections to 
the addition of the plant Salvia divinorum , its primary active compound salvinorin A, and their 

003150 



associated unenhanced and enhanced herbal products (hereafter collectively referred to as salvia) 
to schedule three of the Controlled Drugs and Substances Act. In my view, this is an unfortunate 
overreaction to legitimate concerns about the use and abuse of salvia by Canadian (and global) 
youth which, if followed through, will become a serious case of uninvestigated lost potential. I 
will not pretend that regulation of some kind is not necessary in order to mitigate risk to the 
public, but I would argue that what amounts to a prohibition is not a good fit for the substance in 
question. 
The article published in Canada Gazette addresses three main concerns with regards to the 
unregulated status of salvia as follows: "the hype", or salvia's reputation for being sold as a legal 
alternative to illegal products (notably lysergic acid diethylamide and cannabis, colloquially 
known as "acid" and "pot"); the similarity of salvia's psychoactive effects to those of substances 
already controlled under schedule three, specifically citing LSD and psilocybin; rapidly rising use 
by Canadian school-age youth. (The article also lists ten countries (i.e. Australia, Belgium, 
Denmark, Finland, Germany, Italy, Japan, South Korea, Spain, and Sweden) that have already 
regulated salvia, apparently as justification for Canada's proposed ban, though this hardly seems 
adequate support for any action by a legislative body.) I will discuss these three issues in the 
context of why the proposed addition to schedule three is a bad fit given these concerns. 
Before discussing the above issues in detail, I would like to establish the variance in the profiles 
of people who make use of this substance today. The group that is obviously of the greatest 
concern to Health Canada and the citizenship of this and other countries consists of a growing 
number of youths who abuse this potent hallucinogenic drug. These are kids who are entering 
into an overwhelming experience ill-informed and ill-prepared. The videos on YouTube 
depicting teenagers stumbling about and engaging in dangerous behaviour are clearly not 
depicting safe and cautious use of this powerful substance. I would argue that because such 
videos are clearly representing substance abuse, it is a fallacy to use them as a gauge for (or 
source of any information on) the proper use of salvia, just as a series of clips on YouTube 
depicting drunken exploits cannot be used to represent a group of responsible adults enjoying a 
few beers on a summer afternoon; they can, however, be used to loosely represent the drunks. 
Along those lines, what we can glean from these much talked about videos is that unsafe abuse of 
salvia by youth is unsafe, but little else. 
It is crucial to recognise that reckless teenagers looking for new ways to get high are not the only 
demographic making use of salvia. Much unlike their teenage counterparts (who, in my opinion, 
should be classed as abusers of this drug rather than users), there are people who make use of this 
substance for medicinal reasons. These are sometimes referred to as being deeply spiritual, or a 
way of connecting with the world that surrounds us. This is easily dismissed offhand as hippy 
nonsense and not to be seriously considered, but given that the Canadian Charter of Rights and 
Freedoms stipulates the following fundamental freedoms: "freedom of conscience and religion", 
and "freedom of thought, belief, opinion and expression", I believe that even these abstract 
perspectives merit discussion as legitimate considerations. Furthermore, "Every individual is 
equal before and under the law and has the right to the equal benefit of the law without 
discrimination", even hippies; to put things another way, even those whose positions may be 
marginalised, stigmatised, or simply uncommon have a right to be taken into consideration in the 
making of this new law on salvia. It is for this reason that I feel the government of Canada has a 
self-imposed obligation to consider the citizens who make honest use of this drug in a safe way 
for their personal benefit, and I implore you personally to ensure that that obligation be 
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honoured. Were it not for these individuals, I would wholly support a ban on salvia (excluding 
availability upon approved request for legitimate research on new uses) as it has proven its 
potential for abuse by the youth of our country, but because such a ban would thoroughly railroad 
such individuals, I cannot view it as anything but a way to cut comers. 
Other than already marginalised potential for near unquantifiable spiritual use, exploratory 
research reveals promising results for a variety of treatments with this herb. Because salvinorin 
A is, at the very least, a relatively nonaddictive opioid receptor agonist, it shows great promise 
for the treatment of addiction to a very dangerous class of drugs known as the opiates, which 
include such narcotics as heroin, morphine, oxycontin and other derivatives of opium. In 
addition, because it acts on these receptors, it has also been touted as having potential for pain 
management. Preliminary research has also shown salvinorin A to have an antidepressant effect 
in rats and mice; this research would seem to corroborate surveys which have found that salvia 
has potential as an antidepressant in human populations. It has even been suggested that salvia 
could be an effective treatment for certain gastrointestinal illnesses. These are not shady, 
unfounded theories with potential for alternative treatments that reek of the placebo effect, these 
are real opportunities that ought to be fully explored for the real opportunity for mainstream use. 
Far more controversial remedies (homeopathy, for example) have already been approved by 
Health Canada; one investigation showed that common homeopathic remedies do not contain 
sufficient quantities of the active ingredient to conventionally explain their effect. Although 
salvia has its origins in the traditional medicine ofthe Mazatecs of Mexico, its uses and 
mechanisms of action are very much conventional medicine, the only thing missing is more 
thorough research. 
Similarly, this lack of knowledge leads to efforts to explain salvia's action in terms we are 
familiar with, namely as an LSD analogue. Salvia is oft compared to LSD and other similar 
hallucinogenic substances such as psilocybin which have long been outlawed; almost as a matter 
of course these comparisons have led to salvia being sold erroneously as legal LSD. Some 
people will do anything if it means easy money. It is well known and well accepted within the 
scientific community that the molecular structure of salvinorin A is unique within the domain of 
hallucinogens, as well as its mechanism of action. Whereas LSD and psilocybin act upon 
serotonin receptors in the brain and have a more or less typical mechanism of action for 
hallucinogens, salvinorin A works upon a completely separate set of receptors. LSD and 
psilocybin are structurally similar (both loosely resembling a serotonin molecule), work in 
similar ways, and have similar effects of similar duration (twelve hours for LSD, six for 
psilocybin), so it makes sense to treat them similarly in terms of legislation. Salvinorin A, on the 
other hand, structurally resembles neither of these nor any other hallucinogen regulated or not, 
works in a completely separate manner, and has effects which at best are loosely comparable and 
usually of far shorter duration (around fifteen minutes, given the western habit of consumption 
by smoking rather than the seldom used traditional methods which give longer lasting but much 
milder effects, if any). Claims that salvia is a legal LSD are ill founded and at best are founded 
on claims made by people who aim to directly make a profit off of them, or else are searching for 
a legal equivalent to LSD, and upon finding something that can perhaps be described as vaguely 
comparable claim to have found it. 
The article published by Health Canada specifically mentions concerns about use of this 
substance by youth, and proposes a ban to manage risks towards all age groups. As Health 
Canada's own paper expresses concern almost exclusively for youth, it seems both an 
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overreaction and counterintuitive to prohibit this substance across the board. Even if placed in 
the context of justifiable concern for people of all ages, but especially youth, it does not make 
sense to add salvia to schedule three as such a ban would be impossible to enforce to anywhere 
near its full reach and would actually push salvia into the hands of youth and away from 
responsible adults, researchers, and medical professionals. Numerous sources have agreed that 
cannabis would actually prove far more difficult for youth to obtain if it were partially legalised, 
because restricting sale to people aged eighteen or older would be far easier and could be 
enforced far more effectively than the current ban as well as providing incentive to follow the 
constraints of legitimacy in selling the substance. Although not comparable in their effects, I 
believe that this model of inadequacy in legislation can be applied with a considerable degree of 
accuracy to salvia, which would make the proposed ban counterproductive if anything. 
If any risks exist surrounding salvia (and they do), at this point, they stem from ignorance. 
Teenagers who abuse this powerful substance do so because they do not fully understand the 

hazards associated with the kind of dissociative feelings and odd sensations it can produce. 
Valid concerns about the long term effects of this substance are due only to a lack of effort on 

the part of the scientific community to find out what those are, or if indeed there are any at all. 
Furthermore, the main worries of the public at large and associated legislative bodies seem have 
at their heart ill-supported comparisons to drugs like LSD. It seems a waste to me to create a 
blanket prohibition based solely on a deficiency of good information. 
As has been set out in the article in Canada Gazette, "[the proposed ban] is not intended to 
interfere with the use and availability of S. divinorum and/or salvinorin A for legitimate medical, 
scientific or industrial purposes". My hope is only that Health Canada will honour its words 
wholly and without bias or discrimination. If I may be of any more assistance in this process, 
please direct any further correspondence to this e-mail address 

Sincerely, 
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l ____________________________________________ ~ 
Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

As a salvia user I would like to see that it contin... 2011-03-03 02:f1:44 AM 

Salvia Law 

to: OCS.Policy.and.Regulatory.Affairs 2011-03-0302:11 AM 

As a salvia user I would like to see that it continues to remain legal. This herb has a lot of 
potential. Furthermore it is harmless. The effects are 5-10 minuates or less. One would have to 
be inhaling the smoke whilst doing an activity to have an accident. Ifprotecting the youth is the 
goal here I propose a law restricting it's sale and use to minors below 18. 

Sincerely, 

003154 



.. 

Dear 

Re: Salvia Divinorum Ban is very concerning G!l 
OCS Policy and Regulatory Affairs to: 
Sent by: Stephanie Chandler 
Bee: Stephanie Chandler, Isabel Shanahan 

5.19(1) 

2011-03-0302:05 PM 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act(CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum that 
aims to inform the general public about the risks associated with the use of this plant. The article can be 
found on the Health Canada website at: http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Stephanie Chandler 
Regulatory Policy Division 

Office of Controlled SubstanceslBureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Hello, I am very concerned the proposed ban on... 2011-02-19 04:45:03 PM 

Salvia Divinorum Ban is very concerning 

to: OCS.Policy.and.Regulatory.Affairs 2011-02-1904:45 PM 

Please respond to 

Hello, 
I am very concerned the proposed ban on Salvia Divinorum will do more harm than good, as well 
as take away the choice of adults. 

I can certainly understand the concerns about it getting to young people, which is why it makes 
sense for a ban, such as with cigarettes, to sell to people under the age of majority. However, 
having taken the substance myself one time, I can assure you that it is not an addictive substance 
nor one that does anything but commands respect from the user. With responsible use, it can 
have profound spiritual meaning and depth and allow for insight. 
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to 

This isn't a party drug. By making it a schedule III substance, it will provide the perfect 
opportunity for the criminal underworld to take over the trade in salvia divinorum and make sure 
it gets to young people and is used irresponsibly. 

Instead, I would suggest talking with adults versed in both responsible and effective drug policy, 
as well as those who have a holistic understanding of entheogens. The best way to minimize 
harm from salvia is to treat it with respect and take appropriate steps that responsible adults are 
the ones who can make the choice to use it. 

Sincerely, 
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Re: Salvia 
to: OCS Policy and Regulatory Affairs 2011-03-0304:25 PM 

This is exactly what I was writing against: 

Canadians should not use products containing S. divinorum and/or salvinorin A because they 
are hallucinogenic and little is known about the long-term effects of these substances on the 
brain and body. 

Little is known about the long-term effects. Little . Why is it being banned when we don't know 
about it? Again, please support an evidence based drug policy. 

I see that my comment was simply not read at all. 

On Thu, Mar 3, 2011 at 2: 13 PM, oes Policy and Regulatory Affairs < 
ocs.policy.and.regulatory.affairs@hc-sc.gc.ca> wrote: 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to 
Interested Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to 
Schedule III to the Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities 
for comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia divinorum 
that aims to inform the general public about the risks associated with the use of this plant. The article 
can be found on the Health Canada website at: 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled Substances/Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Salvia 

to: OCS.Policy.and.Regulatory.Affairs 
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Hello 

As a citizen of Canada, I want an evidence based drug control policy. In order for Salvia 
divinorum to become a controlled substance in Canada, it should first be shown by Health 
Canada to be more harmful and addictive than other legal substances like alcohol and tobacco. 
If a drug cannot be proven to be more harmful and addictive than legal substances in Canada, 
that substance should remain legal. Regardless of personal philosophies, this is merely just 
logical consistency. 

I am not a drug user - I even avoid alcohol. But personal freedoms in Canada should not be 
under siege without strong scientific evidence. Please support an evidence based drug control 
policy. 

Thanks 
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Re: Citizen Input: Salvia 
to: OCS Policy and Regulatory Affairs 2011-03-03 06:39 PM 

Thank you for the note Mr. or Ms. Office of Controlled Substances, 

I think the article you've shared with me is a fair brief assessment of the current situation. 

People who have used psychotropic drugs often report that drugs, like salvia, free your mind to 
think any thoughts you want. 

To people who haven't had this experience that sentiment seems absurd because everyone likes to 
believe we already have the freedom to think anything we want. But that's not true. Certain drug 
experiences do expand a person's scope and freedom of thought just as repeated exposure to 
certain images narrow our scope of thought. .. like too much TV, video games or porn. 

What the legislation seems to be proposing is that this plant causes a set of experiences that the 
article summarizes (assume simply for the sake of brevity) as hallucinations. It is well established 
science that the experience is much more complex and complicated than that but as a matter of 
public policy the Government of Canada is saying Canadians should never under any 
circumstances have those experiences. 

My position is that it is a proven fact that if we take that route we will be a poorer (spiritually and 
commercially), less creative and less enlightened society. 

On 2011-03-03, at 4:16 PM, OCS Policy and Regulatory Affairs wrote: 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to 
Interested Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to 
Schedule III to the Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional 
opportunities for comment should a complete regulatory proposal be pre-published in Canada 
Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about Salvia 
divinorum that aims to inform the general public about the risks associated with the use of this 
plant. The article can be found on the Health Canada website at: 
http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 

Office of Controlled SubstanceslBureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch 
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Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 

Citizen Input: Salvia 

to: OCS. Policy.and. Regulatory.Affairs 2011-03-0101:33 AM 

I am very interested in contributing to the discussion of this proposed 
legal change. 

I have noted for some years that Salvia has been available for sale in 
reputable shops and at a reasonable price in its natural forms. 

follows nearly 2000 years of recorded use of Salvia and no clearly 
documented problem, injuries or ill effects directly attributable to the 
drug. 

My single personal experience with the plant was very meaningful and I 
believe contributed to spiritual and cultural insights that I have been 
writing about and contemplating for several years. 

I understand the proliferation of YouTube clips give the appearance of 
something sinister but consider what is really happening in these clips 
which are now being deleted from YouTube. With very few exceptions these 
are teenagers trying something one time that is the equivalent of 
spinning around on a swing until they are very very dizzy then trying to 
walk. Lots of people have done this. Is it good or bad? Who is to say. 
Is addictive? No. Could anything bad come of it? It's possible, but 
would it be rational to then ban spinning in circles. No. 

The plant is natural, not part of any criminal supply chain, 
anti-addictive in the extreme and a very reasonable substitute for other 
illegal, manufactured and crime-related psychotropic drugs. It's effects 
are very brief yet powerful and - to many people throughout the last 
couple thousand years - very meaningful as part of religious 
experiences, spiritual quests and personal searches for deeper meaning 
in life. 

It is undeniable that some of those who have used psychotropic drugs 
have gained from it greatly and added invaluably to our culture, art, 
music and understanding of ourselves and the world around us. From 
native shamans to the Beatles we can see that the world would be a much 
poorer place without psychotropics and the amazing people who have used 
them to explore our spiritual world. 

After all this time and not a single direct causal injury to anyone or 
anything from Salvia (a remarkable feat that beer, wine cigarettes and 
spirits certainly couldn't boast or even aspirin or sugar for that 
matter) the knee jerk reaction, as if this were the days of opium 
addicts sprawled around bongs, is for the Government of Canada to ban, 
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outright, Salvia simply because they became aware of its existence. 

We have vast and terrible knowledge of what happens next if that 
happens. The substance leaves the shelves of normal commerce and heads 
in to the realm of the criminal; the price goes up, the purity becomes 
tainted and it is just added to the list of illegal drugs separating the 
most vulnerable form civil society and filling our prisons with young 
poor uneducated citizens. It becomes the very thing the government, with 
this proposed ban is trying to stop. It becomes accessible only to those 
who would break the law, those who would abuse and misuse. It becomes 
inaccessible to all those who might use it to expand all of our cultural 
spiritual and personal understanding of ourselves and the natural world 
around us - as it has been used for thousands of years. 

I also understand that the ban could be considered required for 
consistency with other drugs. I would point out however that by that 
same logic we would certainly ban tobacco, alcohol, caffeine and 
probably sugar. We just can't ban our way to the society we think we 
want. 

I know I am only one voice but what I want to do is propose a reasonable 
alternative: Don't criminalize the plant in one step and risk 
destroying the cultural and spiritual meaning of the plant. Respect it 
for what it is and what it offers all society, particularly those 
responsible and interested in exploring what it offers without wanting 
to break the laws of their country. Set a rule that the plant should 
not be sold to anyone under 18. Monitor the situation for a year. If a 
single injury, misadventure or ill-effect is verifiably reported by a 
single Canadian, or anybody anywhere in the world, then set the laws 
such that it is controlled in the same way cigarettes or liquor is 
controlled (both verified to be infinitely more dangerous and addictive 
substances) . 

AS a practical matter, the plant is among the most easily grown and 
cultivated on any windowsill and almost impossible to pick out from any 
common plantain. It seems to me the pursuit of making the drug illegal 
now that its place in popular culture is set and widely known would be 
to make criminals out of thousands of middle-class teenagers and deny 
people with a genuine spiritual interest an inalienable right to their 
personal beliefs while costing millions of dollars to solve a 
non-existent problem. 

I am happy to speak on this issue any time. 

Sincerely, 
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Re: Fw: Standard Reply to Salvia NOI Comments J 
Jocelyn Kula Stephanie Chandler 2011-03-0410:19 AM 

Denis Arsenault 

Normal Priority. 

all good; I just didn't remember that that para was in there 

Jocelyn Kula 
Acting Director! Directrice par interim 
Office of Controlled Substances! Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Stephanie Chandler Hi Jocelyn, In regards to our conversation a fe ... 

From: 
To: 
Cc: 
Date: 
Subject: 

Hi Jocelyn, 

Stephanie Chandler/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 
Denis ArsenaultlHC-SC/GC/CA@HWC 
2011-03-04 09:40 AM 
Fw: Standard Reply to Salvia NOI Comments 

2011-03-0409:40:07 AM 

In regards to our conversation a few minutes ago, I just want to let you know that we had already sent out 
versions of the standard response from the OCS PRAD email account that also include the IYH link 
yesterday. 

This is the version that we sent out which Denis and I were under the impression was approved. 

IJ 
Standard Reply to Salvia NOI Comments_EN.wpd 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division! Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch! Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
----- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-03-04 09:33 AM -----
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From: 
To: 

Brenda Paine/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

Cc: CSTD-DGO, Denis ArsenauIUHC-SC/GC/CA@HWC, Michael Assad/HC-SC/GC/CA@HWC, 
stepha nie .cha ndler@hc-sc.gc.ca 

Date: 2011-02-2402:53 PM 
Subject: Re: Fw: Standard Reply to Salvia NOI Comments 
~.' ___ .",_~_~,. __ ,~~~" ~._v~¥_, . ____ ~_~_._, ___ ~~ ". '_' __ '.w •• ~' • __ ._ ••• ~~_ ••• • 

Good note .. and good strategy. Will you handle ADMO or do you want us to? 

.. and yes, I hope that they understand the flexibility for the first line of the response .. may not always be 
bye-mail!! 

B 

Jocelyn Kula 

From: 
To: 

Brenda I am attaching what we propose to send ... 

Jocelyn Kula/HC-SC/GC/CA 
brenda.paine@hc-sc.gc.ca 

2011-02-24 02:08:42 PM 

Cc: Michael Assad/HC-SC/GC/CA@HWC, CSTD-DGO, stephanie.chandler@hc-sc.gc.ca, Denis 
ArsenauIUHC-SC/GC/CA@HWC 

Date: 2011-02-2402:08 PM 
Subject: Fw: Standard to Salvia NOI Comments 

Brenda 

I am attaching what we propose to send out in response to all the emails RPD has received in response to 
the NOI on salvia. It is consistent with emails we have used for the same purpose but in relation to other 
regulatory files, and is also akin to what we typically send in response to respondents who file comments 
during a prepublication comment period. As you will see, it is very generic and does not seek to respond 
to any particular issue(s) raised by the correspondent, and this is on purpose as it avoids us having to get 
into long defensive letters where we have to keep explaining our actions in acknowledging every set of 
comments received. 

In conversation with Jesse yesterday, she mentioned that ADMO has already received a few letters re 
salvia directly, and she asked what our process was in terms of responding to them. If you are OK with 
this, I would like to advise her that they should forward any correspondence they receive to OCS, and we 
will acknowledge it in exactly the same way, adding, if necessary, a line that says the letter was forwarded 
to us from ADMO for the purposes of a direct reply. 

Please advise (and happy to discuss of course). 

Jocelyn 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction genera Ie de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 
----- Forwarded by Jocelyn Kula/HC-SC/GC/CA on 2011-02-24 01 :58 PM -----

From: Stephanie Chandler/HC-SC/GC/CA 
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To: Jocelyn Kula/HC-SC/GC/CA@HWC 
Cc: Denis ArsenaultlHC-SC/GC/CA@HWC 
Date 2011-02-2401:40 PM 
Subject: Standard Reply to Salvia NOI Comments 
~----'~'-'-----------"-~-"'--'~~"-~---"-"~--'--'----,--_ .. , ... ,- .. , .... ---.. -... ,.,-.~-,-"""-.. ~.--~.---.. ,~ .. ~.--,-,.-, ........ ,.,'" 

Hi Jocelyn, 

Revised as requested. 

Standard Reply to Salvia NOI Comments.wpd 

Denis has also suggested that we have this translated (once approved) in case we receive any French 
comments. 

Regards, 

Stephanie 

Stephanie Chandler 
Junior Regulatory Project Officer 
Regulatory Policy Division/ Division de la politique reglementaire 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 946-0124, Fax: (613) 946-4224 
E-Mail: stephanie.chandler@hc-sc.gc.ca 
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Standard Reply to Comments Received Regarding the Salvia Notice to Interested 
Parties 

Dear Mr.lMs. [insert name], 

I am writing to acknowledge receipt of your email with regards to the publication of the 
Notice to Interested Parties outlining Health Canada's proposal to add Salvia divinorum 
and salvinorin A to Schedule III to the Controlled Drugs and Substances Act (CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be 
taken into consideration as the federal regulatory process progresses. There will also be 
additional opportunities for comment should a complete regulatory proposal be pre
published in Canada Gazette, Part I. 

For your information, Health Canada has developed an It's Your Health article about 
Salvia divinorum that aims to inform the general public about the risks associated with the 
use of this plant. The article can be found on the Health Canada website at: 
http://www.hc-sc.gc.calhl-vs/iyh-vsv/life-vie/salvia-eng.php 

Thank you for writing. 

Sincerely, 
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2011-03-0411:21 AM 

History: This message has been forwarded. 

Dear Stephanie Chandler, 

I very much appreciate your getting back to me on this subject. I also thank you for providing me the link 
to Salvia divinorum page on Health Canada's website. 

I am now quite concerned, however, that this species might be made outright illegal based on, more or 
less, uncertainty. it would seem teh tone of that page is already set against scheduling this plant species 
without requiring much additional study. 

I realize that a big issue at hand is the issue of youth gaining access to prepared Salvia material for 
purposes ad intoxication. For this I do not differ from Health Canada's view on teh need to act in some 
form to prevent such activities. I recently was reading that dried preparations of Salvia are being sold 
packaged and labeled as intoxicants, or legal highs, in convenient stores and the like. Much like tobacco 
and alcohol products, I am in full favour of implementing control measures to prevent underage use of 
such things. Also like tobacco, Salvia divinorum is hallucinogenic. But unlike tobacco (Nicotiana 
tobacum), which is well studied and showed to be lethal at high doses and cause numerous health risks in 
prolonged us, Salvia is not known. It seems quite premature to make such drastic decisions affecting our 
rights as Canadian citizens based on "unknown data". 

Once again, the main thing I am very much concerned with is teh the banning of any living species for 
purposes of cultivation and related activities to cultivation. I think that it is very much important for any free 
country to limit the amount of living species, nature if you will, that is made illegal. Banning an entire 
species outright can cause untold problems for future study, developments and even freedoms according 
to our charter of rights. 

In relation to the link you kindly provided me, I would like to perhaps discuss this issue, topic by topic, if 
you would be so kind as to read through my lengthy emails. 

The Issue 
Websites promoting use as legal hallucinogen. I have no disagreement with such a case, and might even 
add that it is likely marketed in "marijuana shops" as well. On the link provided it states: "Scientific 
reports also suggest that it has the potential for abuse." There have also been reports to the contrary. 
Such organizations as the DEA in the United States, which are quite against the use of hallucinogenic 
plants, state that this plant is not likely to be abused. The chemical Salvinorin A is simply not addictive 
as it works in quite the opposite way. It is just not possible to get addicted to it. Abuse will simply lie within 
the "party" crowd that will find any number of ways to intoxicate themselves, in which there is no shortage 
of methods to do so, from quite legal sources. 

In the third paragraph of "The Issue", it sates: "Canadians should not use products containing S. divinorum 
and/or salvinorin A because they are hallucinogenic and little is known about the long-term effects of these 
substances on the brain and body. There is also no way to predict how it will affect you with each use." 

This paragraph seems at odds with the original statement of protecting youth. Although i do not 
particularly agree with the use of hallUCinogenic compounds for recreational use, this paragraph seems to 
imply that Canadians of mature age do not have the mental capacity to decide for themselves to use a 
product that is only known to produce hallucinations. Much like the native people of Canada and the US 
using peyote in their religious ceremonies, people have also traditionally used Salvia divinorum for their 
religious reasons and it seems very non Canadian to limit ones religious freedoms or belief systm based 
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on the fact Health Canada does not know of any long term health problems. Surely there are more health 
concerns well documented with the use of tobacco products, and those such products have an age limit 
and do not get limited by any such scheduling such as Salvia divinorum is now facing. 

I do not intend on comparing Salvia divinorum to Nicotiana tobacum as Nicotiana has a far lower 
concentration of its hallucinogenic compounds than does Salvia divinorum, however S. divinorum in low 
doses does does not produce hallucinations and has by some proven to show anti-depressant activities 
without any form of intoxication. Much like N. tobacum doesn't show any form of hallucinatory effects until 
a certain threshold has been reached. 

Risks Associated with the Use of Salvia divinorum 
I happen to agree with much of this, but again Health Canada seems to be treading on thin ice by 
implementing restrictions on Canadians based on something they have not studied. I also feel that all this 
is based on prepared material, and has little to do with the live plants. The point: "The purity of the product 
(products that contain S. divinorum may be mixed with other substances)" The purity of any single 
product is completely unknown to the consumer, even medicine and food products. Consumers rely 
totally on the person manufacturing it. This alone shows that perhaps a ban of prepared material is wise, 
as live plants are not likely to be tainted, or even used, by the common party goer that just wants 
something to intoxicate them self with. 

The risks listed here can be applied to any number of things, even some vegetables, and pose little 
reasoning for the prosecution (such as tainting ones record or imprisonment) of citizens cultivating this 
species. 

Minimizing Your Risk 
Again, i have little to disagree with, however the way this is written implies the decision is already decided 
to schedule the entire S. divinorum complex and products without any more thought. 

Paragraph 1 states: "Health Canada recommends that you should not use S. divinorum because little is 
known about the long-term effects it may have on your body and/or brain functions. There is also no way 
to predict how it will affect you with each use. Just because a drug is plant-based or "natural", does not 
mean that it is safe. " 

This holds true for all sorts of chemicals, not just this one. New medicines that have undergone extensive 
testing still cannot accurately explain long term effects, as Health Canada well knows from past 
experiences. This is more of a common sense thing with every single type of chemical that has not gone 
observation for extended periods. The last sentence claiming natural, or plant based, drugs are not 
always safe is also a matter of common sense. There is nothing to say it is unsafe either, at least 
physically, at this point. This point is also relevant to any other plant species and drug derived from. Take 
Atropa and Brugmansia, super hallucinogenic plants that are also used to obtain certain chemicals form 
for eye medicine and drops. The plant is quite dangerous to use, but has useful products in them. These 
advancements would not have been possible if various nations scheduled the entire species. 

Legal Status of Salvia divinorum In Canada 
I totally and whole heartedly agree with making any prepared part of salvia a "Natural Health Product" and 
controlling it as such. But again, this has nothing to do with a living plant. 
The article states: "The sale of unauthorized natural health products containing S. divinorum or its main 
active ingredient salvinorin A may be subject to compliance and enforcement action by Health Canada 
under the Food and Drugs Act." 

That seems quite logical, and I cannot think of any reason to disagree with such a reasoning of controlling 
the prepared plant material. Though I feel it would b quite against teh good of the Canadian people to add 
the species, Salvia divinorum, to the Controlled Drugs and Substances Act, I can accept teh reasoning 
behind adding the active chemical salvinorin A to the act. This makes sense seen as it is the "Controlled 
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Drugs and Substances Act" and not the "Controlled Species Act". 

In Other Countries 
This is perhaps one of the most worry some aspects of the article. The lack of actual study and research 
and the willingness to "follow along" is truly frightening and a sign of Canada's depreciation as an 
independent nation capable of extensively investigating matters before willing to risk its own freedoms. I 
feel that certain countries, especially Australia and the United States, are particularly poor examples to 
follow in regards to rights and freedoms of the people, as is quite apparent in recent years. Though even 
the US DEA has reported little risk of abuse fo this substance simply due to its lack of addictiveness and 
relatively unpleasantness of the effects at hallucinogenic levels. 

Background 
Here reveals the lack of independent research done, which I hope brings about some reasoning. Salvia 
divinorum is known to rarely produce seeds, and is next to impossible to get to set seed. Some very few 
people, through exhaustive work, have managed to produce seed. Health Canada's website has stated: 
"The products are sold in a number of forms, including fresh or dried leaves, liquids or seeds and plant 
cuttings for growing purposes." 
Seeds are just not a normal thing, and though true they have been produced, are by no means a way of 
multiplying. IN fact most plants sold on the internet get tagged with names for clones taken as they are 
almost exclusively multiplied via vegetative methods. 

In closing, I strongly urge Health Canada to seriously consider teh ramifications of threatening it's citizens 
with punishment for cultivating the species Salvia divinorum, and instead rely on facts, study and common 
sense to perhaps control the production of refined compounds and marketing strategies that promote 
recreational hallucinogen use. I feel that the prosecution of any Canadian citizen for cultivating a plant 
goes against our basic rights and freedoms which we claim to hold so dear. Jailing our own people for 
gardening is quite a big leap in teh wrong direction from our previous happy, easy going Canadian 
lifestyle, and I sincerely hope we can remain as free as we have been in previous years. 

I really appreciate your willingness to hear people out and be open to communication on matters that may greatly affect our rights 
and freedoms as Canadians. 

Once again. thank you. 

From: ocs. pol icy.and.regulatory.affairs@hc-sc.gc.ca 
To: 
Subject: Ke: uep. or Health Notice. Feb. 4, 2011 
Date: Thu, 3 Mar 2011 15:02:49 -0500 

Dear 

I am writing to acknowledge receipt of your email with regards to the publication of the Notice to Interested 
Parties outlining Health Canada's proposal to add Salvia divinorum and salvinorin A to Schedule III to the 
Controlled Drugs and Substances Act(CDSA). 

I thank you for your comments regarding this proposal and can assure you they will be taken into 
consideration as the federal regulatory process progresses. There will also be additional opportunities for 
comment should a complete regulatory proposal be pre-published in Canada Gazette, Part I. 
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Hi 

scheduling of Salvia divinorium 
to: OCS.Policy.and.Regulatory.Affair 

I-'Iease respond to c 

I'm a Canadian and an amateur botanist. 

5.19(1) 

2011-03-04 01 :29 PM 

I have a large collection of exotic foreign plants, some of which may contain 
alkaloids. 
I hope we're not going down a path of wholesale criminalization of plants, 
here. 
If in fact there is a serious Salvia abuse problem, I'm all for resolving it. 
However, do you solve a problem of kids huffing gasoline by banning gasoline? 
Thankyou for taking the time to read this and have a nice day. 

Regards, 
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Fw: Dep. of Health Notice. Feb. 4, 2011 
OCS Policy and Regulatory Affairs to: Denis Arsenault 
Sent by: Stephanie Chandler 
Cc: Stephanie Chandler 

OCS Policy and Regulatory AffcFw: Oep. of Health Notice. Feb. 4, 2011 

Hi Denis, 

2011-03-0401 :33 PM 

There have been a couple of responses to the acknowledgement email sent out yesterday. Do you think 
its necessary to acknowledge again or reply in some way? 

Thanks, 

Stephanie 

Office of Controlled Substances/Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch 
Health Canada/Sante Environnementale et Securite des Consommateurs/Sante Canada 
---- Forwarded by Stephanie Chandler/HC-SC/GC/CA on 2011-03-04 01 :22 PM -----

RE: Dep. of Health Notice. Feb. 4, 2011 

to: ocs.policy.and.regulatory.affairs 2011-03-04 11 :21 AM 

Dear Stephanie Chandler, 

I very much appreciate your getting back to me on this subject. I also thank you for providing me the link 
to Salvia divinorum page on Health Canada's website. 

I am now quite concerned, however, that this species might be made outright illegal based on, more or 
less, uncertainty. it would seem teh tone of that page is already set against scheduling this plant species 
without requiring much additional study. 

I realize that a big issue at hand is the issue of youth gaining access to prepared Salvia material for 
purposes od intoxication. For this I do not differ from Health Canada's view on teh need to act in some 
form to prevent such activities. I recently was reading that dried preparations of Salvia are being sold 
packaged and labeled as intoxicants, or legal highs, in convenient stores and the like. Much like tobacco 
and alcohol products, I am in full favour of implementing control measures to prevent underage use of 
such things. Also like tobacco, Salvia divinorum is hallucinogenic. But unlike tobacco (Nicotiana 
tobacum), which is well studied and showed to be lethal at high doses and cause numerous health risks in 
prolonged us, Salvia is not known. It seems quite premature to make such drastic decisions affecting our 
rights as Canadian citizens based on "unknown data". 
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Re: For approval: Media query - INTERVIEW - Niagara Falls review -
• Salvia -.3 

Jocelyn Kula Nicole Prentice 
Chantal Routhier-Garner, Christine Roush, CSTD-OCS-DO, Denis 
Arsenault, Stephanie Chandler, Suzanne Desjardins 

I will write something new for Q3 as I don't think referring to A 1 will cut it.... 
JK 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 

2011-03-07 12:03 PM 

Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Nicole Prentice Hi Jocelyn and Suzanne, Below is a media enq ... 2011-03-07 11 :57:27 AM 

From: Nicole Prentice/HC-SC/GC/CA 
To: Jocelyn Kula/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 
Cc: Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Christine 

Roush/HC-SC/GC/CA@HWC, CSTD-OCS-DO, Chantal Routhier-Garner/HC-SC/GC/CA@HWC 
Date: 2011-03-0711 :57 AM 
Subject: For approval: Media query - INTERVIEW - Niagara Falls review - - Salvia 

_ '""_~<"_C "~m~_ , __ ,_ • ...,>"~,~.~-.-.-_,.-~_M~~ __ "~q,,~ ___ ""_~~ ,~,,< ~/.,.,.~~>'«''V,. _____ ~,,_<~_~~_~,=_~ ____ ~~~_"_'"' _______ <_<" '"A_'/'_''''''''' __ ~~'_~"'''~'_'''_~''~¥~'_'''~''_'''~''''' ,. 

Hi Jocelyn and, Suzanne, 

Below is a media enquiry for your approval please by 2pm today please. We are recommending written 
responses. 

Suzanne - I believe only A 1 is for your approval. 

Thanks, 
Nicole 

This reporter did a story on Salvia back in 2008; , where he wrote; At the time ..... HC is researching salvia 
and "may" take action ..... He's following up on this story and asking pretty standard Questions - seeking 
interview ideally (for Tuesday), but willing to receive written responses by Monday COB. 

Q1 - Has / is HC studying this issue? What have been the results? 

A 1 - Health Canada has reviewed information and reports from a variety of sources regarding the use 
and dangers of salvia and has assessed its findings against several key factors involved in the 
determination of the scheduling of a substance, including 

• its pharmacological similarity to other substances already regulated under the CDSA; 
• its potential for abuse related to its hallucinogenic properties, and the fact that about 7% of youth 

15-24 years of age have used it - this represents about 300,000 youth; 
• the health risks associated with this substance as shown from some reports of adverse incidents, for 

example, an article in the Journal of Emergency Medicine in 2009 indicates that 39 adverse 
neurological, cardiovascular and gastrointestinal events associated with the use of salvia were 
reported to a statewide (California) poison control system over the span of a decade. 

• Health Canada is also aware of other cases where suicide and psychotic symptoms were linked to 
use of Sa/via divinorum. 
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Health Canada is continuing to survey the prevalence of salvia use and in 2009, Health Canada started 
including questions on salvia use in both the Youth Smoking Survey and the Canadian Alcohol and Drug 
Use Monitoring Survey. The Centre for Addiction and Mental Health in Toronto similarly included 
questions on salvia use in the Ontario Student Drug Use and Health Survey. As results from these 
surveys became available in 2009-2010, the Department was able to include Canadian surveillance data 
in its ongoing assessment of salvia. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 
1.6% of Canadians aged 15 years and older have reported using Salvia divinorum at least once in their 
lifetime, with a much higher rate of use (7.3%) in youth aged 15-24. The results from the Canadian 
2008-2009 Youth Smoking Survey also show that 5% of students grades 7-12 have used Salvia divinorum 
in the past year. This represents about 123,000 Canadian high-school students. The 2009 Ontario Student 
Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported 
ever using Salvia divinorum and 4.4% of these students reported using this substance in the past year. 

02a - What evidence has been brought forward to support I refute the Gov't position on salvia? 

A2a- See A1 

02b - Does Health Canada deem salvia divinorum to be dangerous to the public? 

A2b- S. divinorum is known to have both physical and mental effects. The effects of S. divinorum, which 
vary from person to person, are often described as unpleasant and may include the following: 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect these substances may have on an individual. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 
the purity of the product (products that contain S. divinorum may be mixed with other substances); 
how it is taken, for example, whether the product is chewed, swallowed or smoked; and 
the user's mood and expectations. 

While scientists know which brain receptors are targeted by the main active ingredient, salvinorin A, very 
little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or if it can cause 
permanent damage; 

how it interacts with other substances, including other drugs, natural health products and alcohol; 
the potential of S. divinorum to produce physical dependence and/or addiction. 

For more information on Salvia divinorum and the risks associated with its use, please see It's Your 
Health at: (http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php) 

03 - Have stakeholders I who has been consulted in order to arrive at this decision? 
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A3 - See A1. 

04 - Has the recent publicity around recreational uses of salvia been a factor in the Government 
proposing a ban on salvia? 

A4 - Scheduling these products will reduce the potential risks to the health and safety of Canadians 
associated with their ready availability, with their increased use and their unknown effects. The 
scheduling of Salvia divinorum and salvinorin A will also eliminate the current misconception that these 
substances are a safe alternative to other illegal drugs. Furthermore, the scheduling will also enable law 
enforcement agencies to take action against suspected illegal activities involving these substances. 

05 - What is the likely timeline for salvia to be added to the Controlled subs list? When will it be 
official? 

AS - Health Canada considers several factors in determining whether the scheduling of a substance under 
the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

Overall risk to public health and safety posed by the substance. 
Chemical and pharmacological similarity to other substances already regulated under the CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
International requirements and trends in international control. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A against these 
factors and proposes to include both substances in Schedule III to the CDSA. The first step in the process 
of scheduling a substance under the CDSA is the publication of a Notice to Interested Parties {NO I) in 
Canada Gazette, Part I, which was published on February 19, 2011 for a 30-day comment period { 
http://canadagazette.gc.ca/rp-pr/p1/2011/2011-02-19/html/notice-avis-eng.html#d109).This notice 
provides interested stakeholders with the opportunity to provide comments on Health Canada's proposal 
to add Salvia divinorum and its main active ingredient salvinorin A to Schedule III to the CDSA. Any 
comments received are considered during the preparation of a regulatory proposal. There will be 
additional opportunities for comment as the federal regulatory process progresses, which usually takes 
about 18 to 24 months to complete. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2011-03-07 11 :38 AM -----

From: Christine Roush/HC-SC/GC/CA 
To: Nicole Prentice/HC-SC/GC/CA@HWC 
Date: 2011-03-07 11 :37 AM 
Subject: Re: For your review: Media query - INTERVIEW - Niagara Falls review- - Salvia 
~,.~~--~~~--~,.".~~.<~~~.---~~ -... >- -'" •. ~ ~ •. ~ ••• ". '" ••• ---,,- ~ """~.-' 

OK to go - I changed the answer to 01, and made some other changes. thx .. 

Christine Roush 
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Senior Communications Advisor/ 

Nicole Prentice For your review, This reporter did a story on Sal... 2011-03-07 10:42:42 AM 
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Re: For approval: Media query - INTERVIEW - Niagara Falls review -
- Salvia j 

Jocelyn Kula ;.) Nicole Prentice 2011-03-0712:10 PM 
Chantal Routhier-Garner, Christine Roush, CSTD-OCS-DO, Denis 
Arsenault, Stephanie Chandler, Suzanne Desjardins 

Approved for OCS with new response to 03 below and concomitant changes to A5. 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances controlees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Nicole Prentice Hi Jocelyn and Suzanne, Below is a media enq ... 2011-03-07 11 :57:27 AM 

From: Nicole Prentice/HC-SC/GC/CA 
To: Jocelyn Kula/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 
Cc: 

Date: 
Subject: 

Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, CSTD-OCS-DO, Chantal Routhier-Garner/HC-SC/GC/CA@HWC 
2011-03-07 11 :57 AM 
For approval: Media query - INTERVIEW - Niagara Falls review - - Salvia 

_~._ •• -._~ ... , _, __ •••• _____ • __ A 

Hi Jocelyn and Suzanne, 

Below is a media enquiry for your approval please by 2pm today please. We are recommending written 
responses. 

Suzanne - I believe only A 1 is for your approval. 

Thanks, 
Nicole 

This reporter did a story on Salvia back in 2008; , where he wrote; At the time " ... HC is researching salvia 
and "may" take action ... " He's following up on this story and asking pretty standard Questions - seeking 
interview ideally (for Tuesday), but willing to receive written responses by Monday COB. 

01 - Has / is HC studying this issue? What have been the results? 

A 1 - Health Canada has reviewed information and reports from a variety of sources regarding the use 
and dangers of salvia and has assessed its findings against several key factors involved in the 
determination of the scheduling of a substance, including 
• its pharmacological similarity to other substances already regulated under the CDSA; 
• its potential for abuse related to its hallucinogenic properties, and the fact that about 7% of youth 

15-24 years of age have used it - this represents about 300,000 youth; 
• the health risks associated with this substance as shown from some reports of adverse incidents, for 

example, an article in the Journal of Emergency Medicine in 2009 indicates that 39 adverse 
neurological, cardiovascular and gastrointestinal events associated with the use of salvia were 
reported to a statewide (California) poison control system over the span of a decade. 

• Health Canada is also aware of other cases where suicide and psychotic symptoms were linked to 
use of Sa/via divinorum. 
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Health Canada is continuing to survey the prevalence of salvia use and in 2009, Health Canada started 
including questions on salvia use in both the Youth Smoking Survey and the Canadian Alcohol and Drug 
Use Monitoring Survey. The Centre for Addiction and Mental Health in Toronto similarly included 
questions on salvia use in the Ontario Student Drug Use and Health Survey. As results from these 
surveys became available in 2009-2010, the Department was able to include Canadian surveillance data 
in its ongoing assessment of salvia. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 
1.6% of Canadians aged 15 years and older have reported using Salvia divinorum at least once in their 
lifetime, with a much higher rate of use (7.3%) in youth aged 15-24. The results from the Canadian 
2008-2009 Youth Smoking Survey also show that 5% of students grades 7-12 have used Salvia divinorum 
in the past year. This represents about 123,000 Canadian high-school students. The 2009 Ontario Student 
Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported 
ever using Salvia divinorum and 4.4% of these students reported using this substance in the past year. 

02a - What evidence has been brought forward to support I refute the Gov't position on salvia? 

A2a- See A1 

02b - Does Health Canada deem salvia divinorum to be dangerous to the public? 

A2b- S. divinorum is known to have both physical and mental effects. The effects of S. divinorum, which 
vary from person to person, are often described as unpleasant and may include the following: 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect these substances may have on an individual. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 
the purity of the product (products that contain S. divinorum may be mixed with other substances); 
how it is taken, for example, whether the product is chewed, swallowed or smoked; and 
the user's mood and expectations. 

While scientists know which brain receptors are targeted by the main active ingredient, salvinorin A, very 
little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or if it can cause 
permanent damage; 

how it interacts with other substances, including other drugs, natural health products and alcohol; 
the potential of S. divinorum to produce physical dependence and/or addiction. 

For more information on Salvia divinorum and the risks associated with its use, please see It's Your 
Health at: (hUp:llwww.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-eng.php) 

03 - Have stakeholders I who has been consulted in order to arrive at this decision? 

A3 - See A1. The first step in the process of scheduling a substance under the CDSA is the publication of 
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a Notice to Interested Parties (NOI) in Canada Gazette, Part I, which was published on February 19, 2011 
for a 30-day comment period ( 
http://canadagazette.gc.ca/rp-pr/p1/2011/2011-02-19/html/notice-avis-eng.html#d109).This notice 
provides interested stakeholders with the opportunity to provide comments on Health Canada's proposal 
to add Salvia divinorum and its main active ingredient salvinorin A to Schedule III to the CDSA. Any 
comments received are considered during the future preparation of a related regulatory proposal. 

04 - Has the recent publicity around recreational uses of salvia been a factor in the Government 
proposing a ban on salvia? 

A4 - Scheduling these products will reduce the potential risks to the health and safety of Canadians 
associated with their ready availability, with their increased use and their unknown effects. The 
scheduling of Salvia divinorum and salvinorin A will also eliminate the current misconception that these 
substances are a safe alternative to other illegal drugs. Furthermore, the scheduling will also enable law 
enforcement agencies to take action against suspected illegal activities involving these substances. 

05 - What is the likely timeline for salvia to be added to the Controlled subs list? When will it be 
official? 

A5 - Health Canada considers several factors in determining 'Nhether the scheduling of a substance under 
the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 
A Overall risk to public health and safety posed by the substance. 

Chemical and pharmacological similarity to other substances already regulated under the CDSA; 
A Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
A Potential for abuse and risk of addiction associated 'Nith tAe substance; 
A Extent of actual abuse of the substance in Canada and internationally; and 
A International requirements and trends in international control. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A against these 
factors and proposes to include both substances in Schedule III to the CDSA. The first'step in the process 
of sCAeduling a substance under the CDSA is the publication of a Notiee to Interested Parties (NOI) in 
Canada Gazette, Part I, wAich was published on February 19, 2011 for a ao day comment period ( 
http:,1/canadagazette.gc.ca/rp pr/p1/2011,12011 02 19/html,lnotice avis eng.html#d1 09). This notice 
provides interested stakeholders with the opportunity to provide comments on Health Canada's proposal 
to add Sa/~l,ia dMRGFI:JIR and its main active ingredient salvinorin A to Schedule III to the CDSl'. Any 
comments received are considered during the preparation of a regulatory proposal. 

The federal regulatory process takes about 18-24 months to complete. There will be additional 
opportunities for comment as the federal regulatory process progresses. ,which usually takes about 18 to 
24 months to complete. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
n:§glementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2011-03-07 11 :38 AM -----

From: Christine Roush/HC-SC/GC/CA 

003177 



Re: For approval: Media query - INTERVIEW - Niagara Falls review -
- Salvia .J 

5.19(1) 

Suzanne Desjardins Nicole Prentice 2011-03-0712:13 PM 
Chantal Routhier-Garner, Christine Roush, CSTD-OCS-DO, Denis 
Arsenault, Jocelyn Kula, Stephanie Chandler 

I am fine with the proposed answer A 1 

Thanks 

Suzanne 

Nicole Prentice Hi Jocelyn and Suzanne. Below is a media enq ... 

From: Nicole Prentice/HC-SC/GC/CA 

2011-03-0711:57:28AM 

To: Jocelyn Kula/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 
Cc: 

Date: 
Subject: 

Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, Christine 
Roush/HC-SC/GC/CA@HWC, CSTD-OCS-DO, Chantal Routhier-Garner/HC-SC/GC/CA@HWC 
2011-03-07 11 :57 AM 
For approval: Media query - INTERVIEW - Niagara Falls review - • Salvia 

o~ __ "~, .... _,,,~~,."m'C _"'''~'''~'M __ ~"'><U '''~~~ "" '-,..... " •• 

Hi Jocelyn and Suzanne, 

Below is a media enquiry for your approval please by 2pm today please. We are recommending written 
responses. 

Suzanne - I believe only A 1 is for your approval. 

Thanks, 
Nicole 

This reporter did a story on Salvia back in 2008; , where he wrote; At the time " ... HC is researching salvia 
and "may" take action ... " He's following up on this story and asking pretty standard Questions - seeking 
interview ideally (for Tuesday), but willing to receive written responses by Monday COB. 

Q1 - Has I is HC studying this issue? What have been the results? 

A 1 - Health Canada has reviewed information and reports from a variety of sources regarding the use 
and dangers of salvia and has assessed its findings against several key factors involved in the 
determination of the scheduling of a substance, including 

• its pharmacological similarity to other substances already regulated under the CDSA; 
• its potential for abuse related to its hallucinogenic properties, and the fact that about 7% of youth 

15-24 years of age have used it - this represents about 300,000 youth; 
• the health risks associated with this substance as shown from some reports of adverse incidents, for 

example, an article in the Journal of Emergency Medicine in 2009 indicates that 39 adverse 
neurological, cardiovascular and gastrointestinal events associated with the use of salvia were 
reported to a statewide (California) poison control system over the span of a decade. 

• Health Canada is also aware of other cases where suicide and psychotic symptoms were linked to 
use of Sa/via divinorum. 

Health Canada is continuing to survey the prevalence of salvia use and in 2009, Health Canada started 
including questions on salvia use in both the Youth Smoking Survey and the Canadian Alcohol and Drug 
Use Monitoring Survey. The Centre for Addiction and Mental Health in Toronto similarly included 
questions on salvia use in the Ontario Student Drug Use and Health Survey. As results from these 
surveys became available in 2009-2010, the Department was able to include Canadian surveillance data 
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in its ongoing assessment of salvia. 

Results from the Canadian Alcohol and Drug Use Monitoring Survey (CADUMS) reveal that, in 2009, 
1.6% of Canadians aged 15 years and older have reported using Salvia divinorum at least once in their 
lifetime, with a much higher rate of use (7.3%) in youth aged 15-24. The results from the Canadian 
2008-2009 Youth Smoking Survey also show that 5% of students grades 7-12 have used Salvia divinorum 
in the past year. This represents about 123,000 Canadian high-school students. The 2009 Ontario Student 
Drug Use and Health Survey (OSDUHS) indicated that 5.4% of Ontario students in grades 7-12 reported 
ever using Salvia divinorum and 4.4% of these students reported using this substance in the past year. 

02a - What evidence has been brought forward to support I refute the Gov't position on salvia? 

A2a- See A1 

02b - Does Health Canada deem salvia divinorum to be dangerous to the public? 

A2b- S. divinorum is known to have both physical and mental effects. The effects of S. divinorum, which 
vary from person to person, are often described as unpleasant and may include the following: 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-of-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect these substances may have on an individual. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 
the purity of the product (products that contain S. divinorum may be mixed with other substances); 
how it is taken, for example, whether the product is chewed, swallowed or smoked; and 
the user's mood and expectations. 

While scientists know which brain receptors are targeted by the main active ingredient, salvinorin A, very 
little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or if it can cause 
permanent damage; 

how it interacts with other substances, including other drugs, natural health products and alcohol; 
the potential of S. divinorum to produce physical dependence and/or addiction. 

For more information on Salvia divinorum and the risks associated with its use, please see It's Your 
Health at: (http://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-eng.php) 

03 - Have stakeholders I who has been consulted in order to arrive at this decision? 

A3 - See A1. 

04 - Has the recent publicity around recreational uses of salvia been a factor in the Government 
proposing a ban on salvia? 

A4 - Scheduling these products will reduce the potential risks to the health and safety of Canadians 
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associated with their ready availability, with their increased use and their unknown effects. The 
scheduling of Salvia divinorum and salvinorin A will also eliminate the current misconception that these 
substances are a safe alternative to other illegal drugs. Furthermore, the scheduling will also enable law 
enforcement agencies to take action against suspected illegal activities involving these substances. 

as -What is the likely timeline for salvia to be added to the Controlled subs list? When will it be 
official? 

A5 - Health Canada considers several factors in determining whether the scheduling of a substance under 
the Controlled Drugs and Substances Act (CDSA) is warranted. These include: 

Overall risk to public health and safety posed by the substance. 
Chemical and pharmacological similarity to other substances already regulated under the CDSA; 
Legitimate uses of the substance (Le., therapeutic, industrial or commercial); 
Potential for abuse and risk of addiction associated with the substance; 
Extent of actual abuse of the substance in Canada and internationally; and 
International requirements and trends in international control. 

Health Canada recently concluded its assessment of Salvia divinorum and salvinorin A against these 
factors and proposes to include both substances in Schedule III to the CDSA. The first step in the process 
of scheduling a substance under the CDSA is the publication of a Notice to Interested Parties (NOI) in 
Canada Gazette, Part I, which was published on February 19, 2011 for a 30-day comment period ( 
http://canadagazette.gc.ca/rp-pr/p1/2011/2011-02-19/htmllnotice-avis-eng.html#d109).This notice 
provides interested stakeholders with the opportunity to provide comments on Health Canada's proposal 
to add Salvia divinorum and its main active ingredient salvinorin A to Schedule III to the CDSA. Any 
comments received are considered during the preparation of a regulatory proposal. There will be 
additional opportunities for comment as the federal regulatory process progresses, which usually takes 
about 18 to 24 months to complete. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
n§glementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2011-03-07 11 :38 AM -----

From: Christine Roush/HC-SC/GC/CA 
To: Nicole Prentice/HC-SC/GC/CA@HWC 
Date: 2011-03-0711:37 AM 

~ubj!,_~. ____ . Re:!o!]o~~~~: .. Medi~9.~.:2:.:.'~.!.~.~.~~~.~.: •. ~~g~!~~.~!.~~.~~~e~~.~ . Salvia 

OK to go - I changed the answer to Q1, and made some other changes. thx .. 

Christine Roush 
Senior Communications Advisorl 

Nicole Prentice For your review, This reporter did a story on SaL .. 2011-03-07 10:42:42 AM 
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5.19(1) 

Re: For approval: Media query - INTERVIEW - Niagara Falls review - I 
- Salvia J 

Nicole Prentice Jocelyn Kula 
Chantal Routhier-Garner, Christine Roush, Denis Arsenault, 
Stephanie Chandler, Suzanne Desjardins 

Normal Priority. 

Thanks Jocelyn. We will wait for Suzanne to send to DGO. 

2011-03-0712:19 PM 

FYI - There is anothe Salvia enquiry on its way, however, we are waiting for clarification on a question. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
n§glementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
pub/iques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

Jocelyn Kula Approved for OCS with new response to 03 bel.. 2011-03-0712:10:51 PM 

From: Jocelyn Kula/HC-SC/GC/CA 
Nicole Prentice/HC-SC/GC/CA@HWC To 

Cc: Chantal Routhier-Garner/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, 
CSTD-OCS-DO, Denis ArsenaultlHC-SC/GC/CA@HWC, Stephanie 
Chandler/HC-SC/GC/CA@HWC, Suzanne Desjardins/HC-SC/GC/CA@HWC 

Date: 2011-03-0712:10 PM 
Subject: Re: For approval: Media query - INTERVIEW - Niagara Falls review - - Salvia .•....•. "',..~ ....... -... ,. .....•..••.... 

Approved for OCS with new response to 03 below and concomitant changes to AS. 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Nicole Prentice Hi Jocelyn and Suzanne, Below is a media enq ... 2011-03-0711:57:27 AM 

Nicole Prentice For your review, This reporter did a story on SaL .. 2011-03-07 10:42:42 AM 
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Hi Jocelyn, 

5.19(1) 

For input/approval: Media query -INTERVIEW - Gauntlet Newspaper
-- - - Salvia ij 

Nicole Prentice Jocelyn Kula 2011-03-0810:30 AM 
Denis Arsenault, Stephanie Chandler, CSTD-OCS-DO, Christine 
Roush 

Normal Priority. 

Below is the other salvia media enquiry for your input and approval by 2pm please. We are recommending 
written responses again. 

Thanks, 
Nicole 
************************************** 

Another request for information - INTERVIEW - with the following questions (link to the Salvia news 
release has been provided to requestor): 

01 - Info please: the legal status of salvia in canada right now. 

A 1 - After reviewing available information and reports that suggest these substances have the potential for 
abuse, especially among young people, Health Canada is proposing to schedule both Salvia divinorum 
and its main active ingredient salvinorin A as controlled substances. 

The first step in the process of scheduling a substance under the CDSA is the publication of a Notice to 
Interested Parties (NOI) in Canada Gazette, Part I, which was published on February 19, 2011 for a 
30-day comment period. This notice provides interested stakeholders with the opportunity to provide 
comments on Health Canada's proposal to add Salvia divinorum and its main active ingredient salvinorin 
A to Schedule III to the CDSA. Any comments received are considered during the preparation of a 
regulatory proposal. There will be additional opportunities for comment as the federal regulatory process 
progresses, which usually takes about 18 to 24 months to complete. 

The Government of Canada is taking these steps in order to protect the health and safety of Canadians, 
particularly youth, from the potentially harmful effects of Salvia divinorum and/or salvinorin A. The 
proposed inclusion of Salvia divinorum and salvinorin A in Schedule III to the Controlled Drugs and 
Substances Act would make possession, trafficking, importation, exportation, production (or cultivation), 
possession for the purpose of trafficking or possession for the purposes of exporting illegal unless 
authorized by regulation. 

The move to schedule Salvia divinorum and salvinorin A as controlled substances is based on 
surveillance data from surveys such as the Canadian Alcohol and Drug Use Monitoring Survey 
(CADUMS), Youth Smoking Survey (YSS) and the Ontario Student Drug Use and Health Survey 
(OSDUHS), some of which only became available in 2010. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it currently meets the definition 
of a natural health product under the Natural Health Products Regulations (NHPR). The sale of 
unauthorized natural health products may be subject to compliance and enforcement action in accordance 
with the Food and Drugs Actand its associated regulations. 

To date, Health Canada has not authorized for sale any natural health products which contain Salvia 
divinorum as an ingredient. The sale of unauthorized natural health products containing Sa/via divinorum 
or its active ingredient salvinorin A may be subject to compliance and enforcement action by Health 
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Canada under the Food and Drugs Act and its associated regulations. 

02 - Is there anything that has been taking place that has recently changed the legal status of salvia in 
Canada? 

A2 - See A1. 

03 - Is there a lot known about the effects (long term and otherwise)? 

A3 - S. divinorum is known to have both physical and mental effects. The effects of S. divinorum, which 
vary from person to person, are often described as unpleasant and may include the following: 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-ot-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect these substances may have on an individual. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 
the purity of the product (products that contain S. divinorum may be mixed with other substances); 
how it is taken, for example, whether the product is chewed, swallowed or smoked; and 
the user's mood and expectations. 

While scientists know which brain receptors are targeted by the main active ingredient, salvinorin A, very 
little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or if it can cause 
permanent damage; 

how it interacts with other substances, including other drugs, natural health products and alcohol; 
the potential of S. divinorum to produce physical dependence andlor addiction. 

For more information on Salvia divinorum and the risks associated with its use, please see It's Your 
Health at: (http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng.php) 

04 - Many people say that a change in the legal status would be a preventative measure, can you talk 
about this? 

A4 - Scheduling these products will reduce the potential risks to the health and safety of Canadians 
associated with their ready availability, with their increased use and their unknown effects. The 
scheduling ot Salvia divinorum and salvinorin A will also eliminate the current misconception that these 
substances are a safe alternative to other illegal drugs. Furthermore, the scheduling will also enable law 
enforcement agencies to take action against suspected illegal activities involving these substances. 

05 - are there any other drugs that have the same status as salvia? (Interpret as ... Are there any other 
substances currently awaiting to be placed on the Controlled Substances List) 

AS - For OCS input? 

06 - How has the media affected our perception of the drugs danger? (Interpret as ... was it because of 
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the media that there is now a push to schedule this substance) 

A6- SeeA4. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
n§glementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

Christine Roush OK with changes below. Christine Roush Senio ... 2011-03-0711:18:17 AM 

From: Christine Roush/HC-SC/GC/CA 
To: Nicole Prentice/HC-SC/GC/CA@HWC 
Date: 2011-03-0711:18AM 
Subject: Re: For your review: Media query -INTERVIEW - Gauntlet Newspaper- -Salvia 
-.---------~.---~~ .. ,~--............ ------~-----.~----~".,,'.--_#,~---~-"-.-",.-- .... 

OK with changes below. 

Christine Roush 
Senior Communications Advisorl 
Conseillere principale en communications 
Public Affairs, Consultation and Communications Branch/ 
Direction generale des affaires publiques, 

de la consultation et des communications 
Health Canada/Sante Canada 
TellTel: (613) 954-0712/Cell: (613) 219-7194 
Fax/Facsimile: 948-8085 
E-mail/courriel:christine_roush@hc-sc.gc.ca 

Nicole Prentice Another request for information - INTERVIEW -... 

From: 
To: 
Date: 
Subject: 

Nicole Prentice/HC-SC/GC/CA 
Christine Roush/HC-SC/GC/CA@HWC 
2011-03-07 10:54 AM 
For your review: Media query -INTERVIEW- Gauntlet Newspaper-

2011-03-0710:54:11 AM 

. Salvia 

Another request for information - INTERVIEW - with the following questions (link to the Salvia news 
release has been provided to requestor): 

01 - Info please: the legal status of salvia in canada right now. 

A 1 - After reviewing available information and reports that suggest these substances have the potential for 
abuse, especially among young people, Health Canada is proposing to schedule both Sa/via divinorum 
and its main active ingredient salvinorin A as controlled substances. 

The first step in the process of scheduling a substance under the CDSA is the publication of a Notice to 
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Interested Parties (NOI) in Canada Gazette, Part I, which was published on February 19, 2011 for a 
30-day comment period. This notice provides interested stakeholders with the opportunity to provide 
comments on Health Canada's proposal to add Salvia divinorum and its main active ingredient salvinorin 
A to Schedule III to the CDSA. Any comments received are considered during the preparation of a 
regulatory proposal. There will be additional opportunities for comment as the federal regulatory process 
progresses, which usually takes about 18 to 24 months to complete. 

The Government of Canada is taking these steps in order to protect the health and safety of Canadians, 
particularly youth, from the potentially harmful effects of Salvia divinorum andlor salvinorin A. The 
proposed inclusion of Salvia divinorum and salvinorin A in Schedule III to the Controlled Drugs and 
Substances Act would make possession, trafficking, importation, exportation, production (or cultivation), 
possession for the purpose of trafficking or possession for the purposes of exporting illegal unless 
authorized by regulation. 

Health Canada is continuing to survey the prevalence of salvia use and have based our proposed 
scheduling on available information and reports that suggest these substances have the potential for 
abuse, especially among young Canadians. The risks of salvia use include hallucinations, loss of 
consciousness and short term memory loss. 

The move to schedule Salvia divinorum and salvinorin A as controlled substances is based on 
surveillance data from surveys such as the Canadian Alcohol and Drug Use Monitoring Survey 
(CADUMS), Youth Smoking Survey (YSS) and the Ontario Student Drug Use and Health Survey 
(OSDUHS), some of which only became available in 2010. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it currently meets the definition 
of a natural health product under the Natural Health Products Regulations (NHPR). The sale of 
unauthorized natural health products may be subject to compliance and enforcement action in accordance 
with the Food and Drugs Actand its associated regulations. 

To date, Health Canada has not authorized for sale any natural health products which contain Salvia 
divinorum as an ingredient. The sale of unauthorized natural health products containing Salvia divinorum 
or its active ingredient salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Q2 - Is there anything that has been taking place that has recently changed the legal status of salvia in 
Canada? 

A2 - See A1. 

03 - Is there a lot known about the effects (long term and otherwise)? 

A3 - S. divinorum is known to have both phYSical and mental effects. The effects of S. divinorum, which 
vary from person to person, are often described as unpleasant and may include the following: 

hallucinations 
dysphoria (feeling anxious, depressed or restless) 
out-ot-body experiences 
uncontrollable laughter 
loss ot consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect these substances may have on an individual. In addition, the effects 
may differ from one use to the next, depending on factors such as: 
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the potency of the product; 
how much is used; 

5.19(1) 

the purity of the product (products that contain S. divinorum may be mixed with other substances); 
how it is taken, for example, whether the product is chewed, swallowed or smoked; and 
the user's mood and expectations. 

While scientists know which brain receptors are targeted by the main active ingredient, salvinorin A, very 
little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or if it can cause 
permanent damage; 

how it interacts with other substances, including other drugs, natural health products and alcohol; 
the potential of S. divinorum to produce physical dependence andlor addiction. 

For more information on Salvia divinorum and the risks associated with its use, please see It's Your 
Health at: (hUp://www.hc-sc.gc.ca/hl-vs/iyh-vsv/life-vie/salvia-eng.php) 

04 - Many people say that a change in the legal status would be a preventative measure, can you talk 
about this? 

A4 - Scheduling these products will reduce the potential risks to the health and safety of Canadians 
associated with their ready availability, with their increased use and their unknown effects. The 
scheduling of Salvia divinorum and salvinorin A will also eliminate the current misconception that these 
substances are a safe alternative to other illegal drugs. Furthermore, the scheduling will also enable law 
enforcement agencies to take action against suspected illegal activities involving these substances. 

05 - are there any other drugs that have the same status as salvia? 

AS - Waiting for clarification .... currently? going through the same process? etc 

06 - How has the media affected our perception of the drugs danger? (Interpret as ... was it because of 
the media that there is now a push to schedule this substance) 

A6- SeeA4. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
n§glementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

----- Forwarded by Nicole Prentice/HC-SC/GC/CA on 2011-03-07 10:43 AM -----

From: Gary Holub/HC-SC/GC/CA 
To: Christine Roush/HC-SC/GC/CA@HWC, Nicole Prentice/HC-SC/GC/CA@HWC 
Cc: Dave Stephens/HC-SC/GC/CA@HWC 
Date: 2011-03-0710:39 AM 
Subject: Media query - INTERVIEW - Gauntlet Newspaper - - Salvia 

c, ~_., __ .~~ __ ~ ____ ........ ,-" _ "~_~~~._, __ ~ ,_~. M" .~ __ ~ ___ ~~._."~ .. ~_ ~< •• ~,_~ 

Good morning, 

Another request for information - INTERVIEW - with the following questions (link to the Salvia news 
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release has been provided to requestor): 

01 - Info please: the legal status of salvia in canada right now. 
02 - Is there anything that has been taking place that has recently changed the legal status of salvia in 
Canada? 
03 - Is there a lot known about the effects (long term and otherwise)? 
04 - Many people say that a change in the legal status would be a preventative measure, can you talk 
about this? 
05 - are there any other drugs that have the same status as salvia? 
06 - How has the media affected our perception of the drugs danger? 

Deadline: TSD 

*** 

Thanks, 
Gary 

Gary Scott Holub 
Media Relations Officer I Agent des relations avec les medias 
Regulatory Communications and Media Relations Division I Division des communications reglementaires 
et des relations avec les medias 
Health Canada I Sante Canada 
(t) 613.954.4807 
(e) gary.holub@hc-sc.gc.ca 
Government of Canada I Gouvernement du Canada 
----- Forwarded by Gary Holub/HC-SC/GC/CA on 2011-03-07 10:37 AM -----

1· .... 1 Health Santi! 
.".. Canada Canada 

Media Enquiry - Demande mediatique 

Name/Nom: 
Telephone/Teh:?phone: 
Cell TelephonefTeh~phone cellulaire : 

Email/Courriel : 

Date and Time Received 
Date et Heure de reception: 2011-03-04 10:03:47 AM 

Media/Media: Gauntlet newspaper 
Language/Langue: English-anglais 
FaxlTelecopieur: 

Date Completed 
Date d'achEwement : 

Subject/Objet: Controlled Substances/Substances contr61ees 

Question: 
----~~~----... --~~~-.-.--~---------.---.--..... -.-.. --.---------~---.. -.--.. ----

Add to the Question/ajouter a la question 

2011-03-0410:03:49 AM (Gary Holub) 

From: 
To: Legault, Christelle 
Sent: Thu Mar 03 22: 11 :25 2011 
Subject: Salvia 

Hi Christelle, 

My name is and I am from the Gauntlet newspaper. I am doing an article next week about 
the legal status of salvia in Canada. I just had a few questions I would like to ask if you have time. It 
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should not take more than 10 minutes, if you would prefer I could email you the questions. 

Thanks so much, 

2011-03-07 10:32:27 AM (Gary Holub) 
01 - Info please: the legal status of salvia in canada right now. 
02 - Is there anything that has been taking place that has recently changed the legal status of salvia in 
Canada? 
03 - Is there a lot known about the effects (long term and otherwise)? 
04 - Many people say that a change in the legal status would be a preventative measure, can you talk 
about this? 
05 - are there any other drugs that have the same status as salvia? 
06 - How has the media affected our perception of the drugs danger? 
07 - and is there anything else that you think is important to know? 

Deadline: TBD 

I Response/Repons-,-e_: __ _ 
__~ ___ . __ . __ ~. __ .. ____ ._. ___ . ___ . ___ .. ___ ~ ___ ... J 

Add to the Response/ajouter a la r!!!ponse 

2011-03-0710:36:55 AM (Gary Holub) 
Good morning 

Thank you for the questions. What is your deadline? 

In the meantime, please review the news release on the Minister's announcement, and the associated 
information available at the link below: 

Harper Government Takes Action to Protect Families 
http://www.hc-sc.gc.ca/ahc-asc/media/nr-cp/ _2011 /2011_29-eng.php 

Regards, 
Gary 

Add to the Action Taken/ajouter au mesures prises 

2011-03~04 11: 17:21 AM (Gary Holub) 
TCB 

2011-03-0710:36:58 AM (Gary Holub) 
Sent to Christine, Nicole, cc'd Dave ste 

Interview with spokesperson granted/Entrevue avec porte-parole accorde: 0 Yes-Qui. No-Non 

BranchlDirection generale : HECS - Controlled Substances & Drug Analysis/DGSESC - Direction de la securite des substances 
chimiques et des produits de consommation 

Spokesperson/Porte-parole : TelephonelT elephone : 
Reporter's Deadline Story Run Date 
Heure de tomMe du journaliste : Date de parution de I'article : 
Priority/Priorite : Regular Status/Rapport de situation: Follow-up 
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CommentiCommentaire : 

Media Relations Officer/Agente de relations avec les medias: Gary Holub 

Send To I Transmettre a . 

Branch Recipient: 

:':;U/d!"'IIt: r>:sJdr~~iPs; Stc:ph~;H11(~ ;:)/Ick: ChnstinF~ von i\fX: f<"")r} r·",10()!C'-. CJlris!inp P.nusn: r~Jlc')!e 

rl ~ntice: D<lJe ~)tel.Jhel, 1:-;', ,j~al1rHi'le l~\\lchot: Paul SpeJ"ldlUVe, L.Ot.:ISe bf;i tl anu', .. JE::s'::.e 
Arnup-Biondin, Tini \}dil;HC>SC/C1C!CA. ,jenny Vanf:',;styr'(;f}1C-SC:lCCJCA: \tvan en 
[3rilunifIC-SCiCC/c,;. 

Suzanne Desjardins, Stephanie SZlck. Chnstlne '.'on /\rx. Ken \~()Grt:;. Cr1ristil-IO FOt.;sii. i'·Ju--:c)if':;' FI,:·:r~tlCC~ [)a\!c~ ~l"-;:pt,el~s~ ,1P.;-1i l filne 
Ritchot, Paul Spencllo'/e, Louise Benri1mJ. Jesse .Ar~;up-Blon(jin 
Mail Recipients: 
CN=Tim Vail/OU=HC-SC;O=GC;C=CA. CN=Jenny Vdnp.istynefOU=HC-SCiO=GCiC=CA. Cf'J=Wanen 
8raun/OU=HC-SC/O=GCiC=CA 
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Re: For input/approval: Media query - INTERVIEW - Gauntlet Newspaper -
- Salvia ~ 

Jocelyn Kula " Nicole Prentice 2011-03-0802:39 PM 
Denis Arsenault, Stephanie Chandler, Christine Roush, 
CSTD-OCS-DO 

den is sent me edits and I am just reviewing 

Jocelyn Kula 
Acting Director/ Directrice par interim 
Office of Controlled Substances/ Bureau des substances contr61ees 
Healthy Environments and Consumer Safety Branch/ Direction generale de la sante environnementale et 
de la securite des consommateurs 
Health Canada/ Sante Canada 
Tel: (613) 952-2177 Fax: (613) 946-4224 

Nicole Prentice Hello, This is just a friendly reminder ... can I get... 2011-03-0802:31 :22 PM 

From: 
To: 
Cc: 

Date: 
Subject: 

Hello, 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC, Denis ArsenauIVHC-SC/GC/CA@HWC 
Stephanie Chandler/HC-SC/GC/CA@HWC, Christine Roush/HC-SC/GC/CA@HWC, 
CSTD-OCS-DO 
2011-03-08 02:31 PM 
Re: For inpuVapproval: Media query -INTERVIEW - Gauntlet Newspaper- - Salvia 

This is just a friendly reminder. .. can I get a response asap. Media Relations wants to close this call by 
COB today. 

Thanks! 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
reglementaires et des relations avec les medias 
Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

Nicole Prentice Hi Jocelyn, Below is the other salvia media enq ... 

From: 
To: 

Nicole Prentice/HC-SC/GC/CA 
Jocelyn Kula/HC-SC/GC/CA@HWC 

2011-03-08 10:30:33 AM 

Cc: Denis ArsenauIVHC-SC/GC/CA@HWC, Stephanie Chandler/HC-SC/GC/CA@HWC, 
CSTD-OCS-DO, Christine Roush/HC-SC/GC/CA@HWC 

Date: 2011-03-0810:30AM 
Subject: For inpuVapproval: Media query - INTERVIEW - Gauntlet Newspaper - - Salvia 

Hi Jocelyn, 
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Below is the other salvia media enquiry for your input and approval by 2pm please. We are recommending 
written responses again. 

Thanks, 
Nicole 
************************************** 

Another request for information - INTERVIEW - with the following questions (link to the Salvia news 
release has been provided to requestor): 

01 - Info please: the legal status of salvia in canada right now. 

A 1 - After reviewing available information and reports that suggest these substances have the potential for 
abuse, especially among young people, Health Canada is proposing to schedule both Salvia divinorum 
and its main active ingredient salvinorin A as controlled substances. 

The first step in the process of scheduling a substance under the CDSA is the publication of a Notice to 
Interested Parties (NOI) in Canada Gazette, Part I, which was published on February 19, 2011 for a 
30-day comment period. This notice provides interested stakeholders with the opportunity to provide 
comments on Health Canada's proposal to add Salvia divinorum and its main active ingredient salvinorin 
A to Schedule III to the CDSA. Any comments received are considered during the preparation of a 
regulatory proposal. There will be additional opportunities for comment as the federal regulatory process 
progresses, which usually takes about 18 to 24 months to complete. 

The Government of Canada is taking these steps in order to protect the health and safety of Canadians, 
particularly youth, from the potentially harmful effects of Salvia divinorum andlor salvinorin A. The 
proposed inclusion of Salvia divinorum and salvinorin A in Schedule III to the Controlled Drugs and 
Substances Act would make possession, trafficking, importation, exportation, production (or cultivation), 
possession for the purpose of trafficking or possession for the purposes of exporting illegal unless 
authorized by regulation. 

The move to schedule Salvia divinorum and salvinorin A as controlled substances is based on 
surveillance data from surveys such as the Canadian Alcohol and Drug Use Monitoring Survey 
(CADUMS), Youth Smoking Survey (YSS) and the Ontario Student Drug Use and Health Survey 
(OSDUHS), some of which only became available in 2010. 

In the interim, as Salvia divinorum is a plant with hallucinogenic properties, it currently meets the definition 
of a natural health product under the Natural Health Products Regulations (NHPR). The sale of 
unauthorized natural health products may be subject to compliance and enforcement action in accordance 
with the Food and Drugs Actand its associated regulations. 

To date, Health Canada has not authorized for sale any natural health products which contain Salvia 
divinorum as an ingredient. The sale of unauthorized natural health products containing Salvia divinorum 
or its active ingredient salvinorin A may be subject to compliance and enforcement action by Health 
Canada under the Food and Drugs Act and its associated regulations. 

Q2 - Is there anything that has been taking place that has recently changed the legal status of salvia in 
Canada? 

A2 - See A1. 

03 - Is there a lot known about the effects (long term and otherwise)? 

A3 - S. divinorum is known to have both physical and mental effects. The effects of S. divinorum, which 
vary from person to person, are often described as unpleasant and may include the following: 
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hallucinations 
dysphoria (feeling anxious, depressed or restless) . 
out-of-body experiences 
uncontrollable laughter 
loss of consciousness 
short-term memory loss 
lack of physical coordination 
slurred speech and awkward sentence patterns 

There is no way to predict what effect these substances may have on an individual. In addition, the effects 
may differ from one use to the next, depending on factors such as: 

the potency of the product; 
how much is used; 
the purity of the product (products that contain S. divinorum may be mixed with other substances); 
how it is taken, for example, whether the product is chewed, swallowed or smoked; and 
the user's mood and expectations. 

While scientists know which brain receptors are targeted by the main active ingredient, salvinorin A, very 
little is known about the following: 

how it affects the brain overall, including whether there are any long-term effects or if it can cause 
permanent damage; 

how it interacts with other substances, including other drugs, natural health products and alcohol; 
the potential of S. divinorum to produce physical dependence and/or addiction. 

For more information on Salvia divinorum and the risks associated with its use, please see It's Your 
Health at: (http://www.hc-sc.gc.ca/hl-vs/iyh-vsvllife-vie/salvia-eng . php) 

04 - Many people say that a change in the legal status would be a preventative measure, can you talk 
about this? 

A4 - Scheduling these products will reduce the potential risks to the health and safety of Canadians 
associated with their ready availability, with their increased use and their unknown effects. The 
scheduling of Salvia divinorum and salvinorin A will also eliminate the current misconception that these 
substances are a safe alternative to other illegal drugs. Furthermore, the scheduling will also enable law 
enforcement agencies to take action against suspected illegal activities involving these substances. 

05 - are there any other drugs that have the same status as salvia? (Interpret as ... Are there any other 
substances currently awaiting to be placed on the Controlled Substances List) 

AS - For OCS input? 

06 - How has the media affected our perception of the drugs danger? (Interpret as ... was it because of 
the media that there is now a push to schedule this substance) 

A6- See A4. 

Nicole Prentice 
Junior Communications Officer I Agente junior des Communications 
Regulatory Communications and Media Relations Division I Division des communications 
n€!glementaires et des relations avec les medias 
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Public Affairs, Consultation and Communications Branch I Direction generale des affaires 
publiques, de la consultation et des communications 
Health Canada I Sante Canada 
Tel: 613.941.3107 
Fax: 613.948.8085 

Christine Roush 
Nicole Prentice 

OK with changes below. Christine Roush Senio ... 
Another request for information - INTERVIEW -... 

2011-03-0711:18:17 AM 
2011-03-0710:54:11 AM 
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