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Dear Jeremy, Eris, and Brittany: 
 
This letter is being sent in response to your correspondence of May 3, 2022, and July 4, 
2022. Thank you for the additional information you provided.  
 
As you highlight in your letter, Canada continues to experience a deadly overdose 
crisis. The Government of Canada is committed to examining all options and evidence 
to respond to the tragic increase in overdoses and to help save lives, while also 
ensuring the safety of communities across the country. In assessing requests for 
exemptions under subsection 56(1) of the Controlled Drugs and Substances Act 
(CDSA), Health Canada is bound to consider the purposes of the CDSA, which are the 
protection of public health and the maintenance of public safety. As indicated in the 
letter of April 21, 2022, indicating my intent to refuse your request, Health Canada 
cannot approve your proposed model of purchasing drugs over the dark web because 
of the associated public health and safety risks. I have considered the information 
provided in your most recent correspondence, particularly the details of your proposed 
evaluative compassion club, and have determined that the risks to public health and 
safety from purchasing drugs over the dark web remain. Therefore, I am refusing your 
request for an exemption under your proposed Option 2. 
 
If, as you indicate in your correspondence of July 4, 2022, you proceed with the DULF 
and VANDU evaluative compassion club model, including the purchase of controlled 
substances over the dark web and provision of those substances to compassion club 
members, you will be in violation of the CDSA. Health Canada remains open to 
exploring options to expand access to safer supply, but not to the authorization of the 
purchase of controlled substances over the dark web.    
 
In your response of May 3, you state your preference for your proposed Option 1, in 
which pharmaceutical-grade drugs would be purchased from a licensed supplier. While 
the assessment of exemption requests is iterative in nature, and Health Canada officials 
will work with you so that we have the information needed to make an informed 
decision, it is incumbent upon the requester to provide sufficient details for the specific 
model being proposed.   
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If you wish for Health Canada to continue to consider your request for an exemption to 
purchase legal pharmaceutical-grade substances from a licensed dealer and distribute 
them through compassion clubs, you will need to provide additional relevant 
information, including the following:  
 

 Details on the model being proposed and the controls that would be in place to 
protect public health and safety at each touch point in the proposed supply chain 
including supply, transport, storage, and distribution, as well as policies and 
protocols, and reporting requirements that would be in place. 

 For a model that does not involve a medical prescriber, details and plans for 
alternative safeguards for the health and safety of participants and the broader 
public.  

 The identification of a licensed dealer willing to sell controlled substances for the 
proposed model.  

 Information on a proposed evaluation framework and measures of success. In 
this respect, the level of detail you provided regarding evaluation for your 
proposed evaluative compassion club in your correspondence of July 4, 2022, 
would be helpful for a model involving pharmaceutical-grade substances.  

  
The controlled substances would generally require market authorization, which is a 
requirement under the Food and Drug Regulations that cannot be exempted through a 
section 56 exemption under the CDSA. Where products are not commercially available 
in Canada, they may be compounded by a pharmacist, but it would need to be done 
pursuant to a prescription. It is our understanding that Fair Price Pharma is in the 
process of securing the required approvals for its site and its products; however, at this 
time, they are not a licensed dealer or pharmacy and do not have market authorization 
for their proposed products, and therefore cannot currently supply your organization 
with the required substances under the model you have proposed. Similarly, the 
correspondence you shared from Dr. Mark Tyndall describes the utility of MySafe 
machines and their potential for use to facilitate a compassion club model. An 
exemption request would need to include more detail, such as a plan for acquisition and 
operation of the machines and a full explanation of their integration into a secure supply 
chain for the substances you would wish to distribute.  
 
As you indicate in your letter, we can appreciate that identifying partners and developing 
a viable plan may be beyond the capacity of your volunteer-run community-based 
organizations. Although Health Canada officials can work with you to refine your 
proposal, the subsection 56(1) exemption process is primarily applicant-driven and it is 
ultimately the responsibility of the applicant to provide sufficient information to enable a 
decision to be made. One option may be to partner with others. If you intend to develop 
a complete request for a model using pharmaceutical-grade substances, it might be 
helpful to partner with other community organizations or the organizations that indicated 
support in your original request for assistance in outlining the details of a viable plan.  
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The provision of health care services is, with a few exceptions, a provincial and 
territorial responsibility, not a federal one. While recent regulatory flexibilities at the 
federal level have helped reduce barriers, expansion of safer supply services and novel 
models for doing so requires the buy-in of provincial and territorial governments and in 
some cases, relevant professional and regulatory bodies. We continue to engage with 
stakeholders, including potential suppliers of pharmaceutical alternatives, to inform 
them about safer supply and encourage them to look and work within their sphere of 
influence to remove barriers to this promising practice.  
 
Finally, I understand that you have concerns with the recently announced exemption 
whereby adults in BC will not be subject to criminal penalties for possessing small 
amounts of certain illegal drugs for personal use from January 31, 2023 to January 31 
2026. As the first exemption of its kind in Canada, its implementation will be rigorously 
monitored to measure progress toward objectives and intended outcomes, and to 
identify unintended consequences and other potential risks. Ongoing evaluation will 
take place throughout the duration of the exemption, including independent, peer-
reviewed, third party evaluation. It will be important for the collection of data and 
evidence to be informed by diverse perspectives, including people who use drugs so 
that the data accurately reflects your experiences. I would encourage you to engage 
with the province of BC in this regard.  
 
If your organizations choose to further develop a subsection 56(1) exemption request 
for a non-medical, compassion club model involving pharmaceutical-grade substances, 
it will be carefully and thoroughly reviewed, on a case-by-case basis, taking into account 
all relevant considerations, including evidence of potential benefits and risks or harms to 
the health and safety of Canadians.  
 
Sincerely, 
 
 
 
 
Jennifer Saxe 
Director General  
Controlled Substances Directorate 
Health Canada 
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