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February 10, 2021 
 
BY EMAIL 
 
Office of Legislative and Regulatory Affairs 
Controlled Substances Directorate 
Health Canada 
Email: hc.csd.regulatory.policy-politique.reglementaire.dsc.sc@canada.ca 
 
Dear Sirs, 
 
RE: Proposal to restore potential access to restricted drugs through Special Access 
Program 
 
Cannabis and Psychedelics Law Group LLP support making restricted drugs available 
under the Special Access Program (SAP). The SAP was designed as a mechanism to 
allow health care professionals to request drugs not ordinarily for sale in Canada for 
emergency access. SAP guidance documents state that a medical emergency refers to 
conditions that are serious or life threatening. If the SAP is granted, the Minister issues a 
letter of authorization authorizing the sale by the manufacturer directly to the health care 
professional.       
Currently, subsections C.08010(3) and C.08011.1(2) in Part C of the Food and Drug 
Regulations prohibit access to restricted drugs. Restricted drugs include psychedelic 
medicines such as psilocybin, MDMA, LSD, and DMT. The prohibition permits no 
wiggle room. No matter how severe the health situation or how compelling the 
arguments, restricted drugs cannot be sold or given for medicinal purposes. The 
prohibition makes no sense as restricted drugs have medicinal uses. There is a vast ocean 
70 years deep of compelling science showing, to varying degrees, that these drugs are 
safe and efficacious for a range of health issues.  
Psilocybin-assisted therapy has been found to be efficacious in producing rapid, large and 
sustained antidepressant effects in patients with major depressive disorder.1 Patients with 
treatment-resistant depression experienced reduction in symptoms of depression and 
anxiety that continued months after being administered psilocybin. Psilocybin has been 
found to decrease symptoms of depression, anxiety and death anxiety, along with 
increases in quality of life, life meaning and optimism, with long-lasting and sustained 
effects for patients with cancer-related psychiatric distress. Psilocybin is promising in the 
treatment of tobacco and alcohol addictions.2,3 Psilocybin can facilitate the recall of 
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salient memories or to reverse negative cognitive biases by enhancing autobiographical 
recollection.4 It has also been found to acutely relieve symptoms of obsessive-compulsive 
disorder5, and aid in the treatment of cluster headaches.6,7   
MDMA can treat posttraumatic stress disorder (PTSD) because it allows patients to 
explore and address painful memories without feeling overwhelmed by the negative 
affect that usually accompanies such memories. MDMA can be a powerful tool in the 
treatment of alcohol use disorder8,9 and in the treatment of depression and anxiety 
disorders.10  
LSD can be beneficial for patients with anxiety associated with severe illness, depression 
or addiction.11,12 LSD can be useful in psychotherapy because of the effects on emotional 
processing and social behavior. LSD produces feelings of happiness, trust, closeness to 
others, and to enhance explicit and implicit emotional empathy. LSD enhances the desire 
to be with other people as well as increases prosocial behaviour.13  

Ayahuasca/ DMT has shown promising results in the treatment of anxiety, depression, 
and substance dependence.14,15 Evidence suggests that Ayahuasca/ DMT is safe and can 
help treat depression.16  
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Psychedelics can be useful tools for the treatment of anxiety, depression, and mood 
disorders, particularly in treatment-resistant patients, as well as for the treatment of 
addictions.17 All conditions that are ravaging Canada as well as the rest of the world.  
Psychedelics also have been found to have anti-inflammatory potential.18 In the U.S., 
MDMA and psilocybin therapy have been granted breakthrough therapy status. All of 
this recent research is supplemented by a long strong research track record that goes back 
in western culture to the early 1950s and in non-western culture thousands of years. 
These are not new drugs. If not for all the irrational prohibitions, we would be a lot 
further along this road.   
The federal government has been taking some positive steps. The Minister of Health has 
recently issued section 56 exemptions to the Controlled Drugs and Substances Act 
possession of psilocybin prohibition. The exemptions do not provide for a supply. The 
change to the SAP could help remedy that. Also, in August 2020, the Public Prosecution 
Service of Canada issued new guidelines for the prosecution of simple possession of 
controlled substances. The new guidelines provide that prosecutors should resort to the 
prosecution of simple possession only in the most serious cases. The prosecution of 
simple possession of drugs should never have happened, but better late than never. As 
well, of course, cannabis was legalized in October 2018.  
This proposed change to the SAP is a further step in the right direction which will be met 
with near unanimous approval. It is good, but it is not enough. The SAP will fail patients. 
This is not an insult to those who administer the SAP. The SAP is simply ill-suited to the 
task. The decision as to whether to use psilocybin, MDMA, LSD, or DMT for medicinal 
purposes should be the patient’s made in consultation with a doctor. The decision is a 
medical decision, not an administrative one. The considerations should be the health of 
the patient and the risks the patient is prepared to take. The decision must not involve 
administrative discretion. 
Research has found the SAP to be value-laden in its decisions.19 Psychedelics have for 
many years faced research hurdles and unjust prohibitions born of senseless prejudice 
against psychoactive substances. The SAP is supposed to be for drugs in which there is 
inadequate evidence to permit the sale of the drug. And yet, the SAP requires data, but 
how much is unclear. In addition, effective medication sometimes takes longer to get to 
market because of business decisions made by manufacturers. The fact that deep-
pocketed big pharma does not get behind a drug does not mean that the drug is not 
effective and that patients suffering terribly must be denied desired medicine. 
Psychedelics, with their potential to do wonders after limited doses, may not be the most 
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lucrative drugs in the pharmacopeia. That should not drive the analysis. As has been 
pointed out by medical ethicists,  

 
Our allegiance to evidence-based treatment should not be used as an excuse to 
justify excluding groups of patients from accessing treatment simply because 
research has not been done on them. A common mistake when assessing evidence 
is to assume that ‘no evidence of effect’ is equal to evidence of no effect. 
However, as Hartung et al. argued in 1983, the absence of evidence is not 
evidence of absence”. In the absence of evidence, a value judgment has to be 
made about whether to grant or deny access to treatment. Simply put when 
decisions cannot be based on evidence, they must be based on values.20  

 
Patients will suffer if access to psychedelics is based on value-laden decision making. 
The Food and Drug Regulations provide that the Minister “may” issue a letter of 
authorization under the SAP. In other words, even if the test is met the Minister can still 
refuse applicants. Recourse from an SAP denial is non-existent. A long, expensive and 
uncertain judicial review to Federal Court would be the appeal equivalent in which a 
lawyer would be required. That is not practical for those of modest means and in 
vulnerable health. Even if one had the resources, it is a tough review because there is no 
standard compelling the Minister to do anything. How can one say the Minister made a 
mistake when the Minister is not obliged to do anything? The SAP needs to better 
articulate the rules. 
An approach that empowers the patient and the patient’s doctor would be not just more 
humane, it would also be more in line with the Charter of Rights and Freedoms (the 
Charter). Section 7 of the Charter protects the right to liberty and security of the person 
and not to be deprived thereof except in accordance with the principles of fundamental 
justice. Liberty protects the rights of Canadians to make fundamental personal choices 
free from state interference.21 The liberty right entitles Canadians to direct the course of 
his own medical care.22 The security of the person right protects Canadians’ personal 
autonomy in matters concerning physical or psychological integrity.23 That includes 
health decisions. 
Cannabis and Psychedelics Law Group LLP applaud the government for considering this 
positive change in the law. However, the SAP is not answer. The decision as to whether 
to use psychedelic medicine does not lend itself to administrative discretion. The decision 
must be made by patient and doctor.    
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Yours sincerely, 
 
 
Paul Lewin	 


