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BACKGROUND

Psilocybin, the active compound in ‘magic mushrooms'’, is a psychedelic drug that
can be found in dozens of mushroom varieties. Psilocybin has shown great
therapeutic potential for treating various medical conditions such as anxiety,

depression, substance use and chronic pain, with the 1950s, 60s, and 70s being some
of most fruitful decades for psychedelic research, Despite this, psilocybin has been a

controlled substance in Canada since 1974,

TheraPsil:

TheraPsil is a non-profit coalition based in
Victoria, BC, dedicated to helping Canadians in
medical need access legal, psilocybin-assisted
psychotherapy.

On August 4th 2020, after over 100 days of
advocating, TheraPsil facilitated the precedent-
setting moment when 4 Canadians suffering
from end-of-life distress, due to a terminal
illness, were approved ‘'section 56 exemptions'
from the Minister of Health. Section 56
exemptions allowed patients to legally use,
possess, transport, and destroy a certain amount
of psilocybin for medical use under certain
circumstances and guidelines.

This was the first time section 56 exemptions for
psilocybin had been approved for patients since
1974, in Canada. Individuals with section 56
exemptions must procure their own psilocybin
from unregulated sources.

To date, 55 patients, supported by TheraPsil
have received section 56 exemptions.

TheraPsil's fundamental mission is to provide
access to psilocybin-assisted psychotherapy to
Canadians in medical need and we recognize
the importance of developing a pool of suitably
trained and trusted TheraPsil Clinical Associates
to whom we can refer patients. In December
2020, the Minister of Health also granted 'section
56 exemptions' to 19 healthcare professionals.
TheraPsil went on to create a robust training
curriculum as the required context in which
trainees may legally use psilocybin as part of
their professional training.

To date, Health Canada has not approved any
more section 56 applications for healthcare
professionals
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In January 2022, Health Canada announced
changes to the Special Access Program (SAP)
that would allow licensed healthcare
professionals who are authorized to prescribe in
their respective provinces (i.e. Medical Doctors
or Nurse Practitioners), to apply for a safe
supply of psilocybin on behalf of their patients
with serious or life-threatening illnesses.
Amongst other requirements, the psilocybin
must be manufactured or imported by a Health
Canada-approved licensed dealer and must
be shown to be for emergency use in patients
only.

The SAP is now Health Canada’s favored route
for patients to legally access psilocybin for
medical purposes, outside of clinical trials.

Since the announcement of the Special
Access Program for psilocybin, Health Canada
has not approved any more section 56
applications for patients.

TheraPsil receives an overwhelming amount of
requests from individuals who may benefit
from psilocybin therapy and who are
requesting support to access this form of
treatment legally. Not surprisingly, a portion of
these inquiries come from patients who are not
terminally ill, but who are suffering from a wide
range of medical and mental health
conditions, including anxiety, treatment-
resistant depression, post-traumatic stress
disorder (PTSD), substance use disorders,
cluster headaches, and many more indications.

Psilocybin-assisted psychotherapy has shown
significant therapeutic potential for a variety
of psychiatric conditions. \We recognize the
need for psilocybin therapy to be accessible
for any eligible individual suffering from a
medical condition. We also recognize that
section 56 exemptions and SAP approvals are
not sustainable solutions. The decision to use
psilocybin for healing should be a medical
decision, not an administrative one. In order for
psilocybin to be medically available to those
who need it, regulation changes need to take
place.

In light of this, we asked if Canadians would
generally be accepting of the federal
government legalizing psilocybin mushrooms
for medicinal use - by allowing patients to
use it medicinally with a medical doctor’s
prescription, and removing the current
requirement that they apply for permission
from the federal Health Minister.

If given the option to vote on legalizing
psilocybin therapy for mental health conditions,
what would the public decide? Are Canadians
ready to open their hearts and minds to this
option, especially during a time when our
country is facing a serious and growing mental
health and addiction crisis?

S
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EXECUTIVE SUMMARY

Mental illness and substance
use disorders are the leading
causes of disability in

Canada. In any given year

1in 5 Canadians

experiences a

mental illness This not only represents a
significant source of distress
and suffering but is also
responsible for a wider
economic cost estimated at

more than

$90 billion per year

This includes healthcare costs,
lost productivity, and
reductions in health-related

quality of life
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Psilocybin-assisted
psychotherapy refers
to the professionally
guided use of
psilocybin (‘magic
mushrooms’) in
combination with
psychotherapy and
differs greatly from the
recreational use of
psychedelics.

OVERALL

8in10

provided tacit APPROVAL or

acceptance for

LEGALIZING PSILOCYBIN

for use for medical purposes.

This therapy involves a
rigorous and clinically
tested treatment
protocol that
encompasses careful
medical oversight of the
treatment session, as
well as pre-and post-
psychotherapy sessions
that help prepare an
individual for lasting
healing.

Overall, do Canadians approve or disapprove of legalization

for medicinal use.

In the following cases results are shown:
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TheraPsil is a non-profit coalition based in Victoria, BC, dedicated to helping Canadians in

medical need access legal, psilocybin-assisted psychotherapy. TheraPsil worked in

collaboration with Pollara to ask 1,556 adults, representing all demographics and regions of

Canada, for opinions on adopting psilocybin regulations for different medical conditions



PSILOCYBIN-ASSISTED PSYCHOTHERAPY

Psilocybin has the potential to change these statistics.
In a positive direction.

Psilocybin-assisted psychotherapy
refers to the professionally guided
use of psilocybin (‘magic
mushrooms’) in combination with
psychotherapy and differs greatly
from the recreational use of
psychedelics.

This therapy involves a rigorous and
clinically tested treatment
protocol that encompasses careful
medical oversight of the treatment
session, as well as pre-and post-
psychotherapy sessions that help
prepare an individual for lasting

%
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PATIENT TESTIMONIALS

"The results of my psilocybin-assisted psychotherapy
sessions were life-changing. | went from a state
where it was almost impossible for me to deal with
the day-to-day things..to function on a normal basis,
to a state where | feel almost normal again. | went
from a state where | was wondering if every day
would be my last, to a realization that if | only pay
attention to that, I'm not enjoying the things that I'm
here to enjoy

Thomas Hartle, End of Life Distress

[m] e

‘I did my first trip and it was such a huge
profound difference and experience for me. |
was able to see my cancer as just one small

part of my life. Instead of looming over me
and being this black cloud, it was suddenly in
a box on the floor beside me and that's where
it's been for the past 2 years now."

Laurie Brooks, End of Life Distress

Public Opinion on Psilocybin Regulations in
Canada 2022


https://www.youtube.com/watch?v=3s_o222-4mk
https://www.youtube.com/watch?v=ymWHGZ8xKbY

CURRENT RESTRICTIONS

Canada designated psilocybin to be a schedule Ill controlled substance under the
1997 Controlled Drugs and Substances Act (CDSA). Schedule Il is the third-highest
level of offense, despite ongoing research into its therapeutic and medical benefits.

This means the federal government has categorized psilocybin as having a higher-
than-average potential for abuse or addiction and therefore prohibits all uses of
controlled substances unless accessed through a clinical trial or authorised by
Health Canada via section 56 or SAP

WHO DO CURRENT RESTRICTIONS AFFECT?

Patients

Individuals who may benefit from the therapeutic
effects of psilocybin may not meet the specific
inclusion criteria for clinical trials and often do not
have the time or resources to apply for a personal

exemption. While the SAP may provide a safe supply,

many individuals do not have a healthcare
professional who is willing to go through an
administratively cumbersome process in order to
request access. In addition, the decades of culturally
established stigmas and misconceptions surrounding
both psilocybin and mental health creates further for
individuals trying to access this form of treatment,

Research

Due to the negative shift in the public and political
perception of psychedelics following the
counterculture movement of the 1960s and 1970s,
research was put on hold. The past decade has seen
psilocybin research slowly resume with promising
results, but still the political stigmas alongside lengthy
legislative timelines makes research very difficult and
requires ample resources, money and dedication.
Whilst clinical trials are the gold standard for
research, there are often very specific inclusion and
exclusion criteria and are also location specific

Training

Many healthcare professionals and psychedelic
experts are in agreement that for a psychedelic
experience to hold the most therapeutic benefit, it
should be paired with therapy and for therapists
themselves to have their own experiences so they can
then guide others to do the same. However, due to
current regulations, this is not possible unless an HCP
has been granted an exemption for training purposes.
This creates bottlenecks for patients wanting to
access this therapy.

TheraPsil
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Access

The current access routes via section 56 and SAP
places a bureaucrat as the decision maker for
access to a patient's medicine. It is a bureaucrat who
reviews the clinical rationale for access and
determines whether or not access to psilocybin is
justified.

Public Opinion on Psilocybin Regulations in
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METHODOLOGY

TheraPsil worked in
collaboration with Pollara to ask
1,556 adults, representing all
demographics and regions of

Canada, for opinions on adopting

psilocybin regulations for

different medical conditions

OVERALL

We found majority levels of
support across all

8in10

demographics to adopt

medical
providedtacit. APPROVAL or psilocybin regulations.

acceptance for

LEGALIZING PSILOCYBIN

for use for medical purposes.
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KEY FINDINGS

Support for Regulations

Overall, do Canadians approve or disapprove of the federal government legalizing
psilocybin mushrooms for medicinal use - by allowing patients to use it medicinally
with a medical doctor's prescription, and removing the current requirement that they
apply for permission from the federal Health Minister - in the following cases:

TERMINAL
ILLNESS:

DEPRESSION,
ANXIETY,
PTSD:

CHRONIC
PAIN:
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When provided information about the benefits of psilocybin regulations such
as equity and inclusion, transparency, safe supply, and data-backed evidence,

APPROVAL ROSE TO

TERMINAL
ILLNESS:

DEPRESSION,
ANXIETY,
PTSD:

CHRONIC
PAIN:
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PSILOCYBIN REGULATIONS

TheraPsil has put together proposed psilocybin
regulations - Access to Psilocybin for Medical Purposes

Regulations (the APMPR).

WHAT WE PROPOSE

The proposed APMPR regulations create
a framework for patients to access
psilocybin for medical or therapeutic
purposes, in consultation with their
healthcare provider, and access
regulated psilocybin products from a
Health Canada-approved licensed
dealer.

The APMPR consists of 9 sections that
breakdown: security, licenses, production
practices, products and packaging, and
access to psilocybin

These regulations would be
implemented through regulations under
the Controlled Drugs and Substances
Act and their delivery into a regulatory
framework would be administratively
easy for the following reasons:

TheraPsil €9
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They follow the medical cannabis blueprint

APMPR is consistent with the Food and
Drugs Act (the “FDA")

APMPR only requires amendments to the
Food and Drug Regulations (the “FDR")

The Psilocybin Exemption Regulations
(PER) are already regulations under the
CDSA and the FDA and would become an
addition to APMPR

The system created by the APMPR and the
PER can be administered in a cost-effective
and responsible manner consistent with
Canada'’s obligations under United Nations
drug control conventions.

Public Opinion on Psilocybin Regulations in
Canada 2022
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WHAT WOULD REGULATIONS

MEAN?

Patients

Patients would be able to access psilocybin for
medical or therapeutic purposes, in consultation with
their healthcare provider, and access regulated
psilocybin products from a Health Canada approved
licensed dealer. If a patient's healthcare provider
agrees that medical psilocybin or psilocybin therapy is
a reasonable treatment option for said patient, they
would write the patient a medical document. This
patient would then be able to legally access
psilocybin products from a licensed producer, or grow
their own psilocybin mushrooms, within the terms that
have been stipulated within the medical document.

Research

Changing regulations for psilocybin would allow
ground-breaking clinical research to continue at a
faster pace with fewer barriers. Canada has the
opportunity to build a reputation and become a world
leader in developing new treatments for a variety of
mental and medical indications.

Training

Prescribing healthcare professionals would be able to
write a medical document for other healthcare
professionals who required access to psilocybin for
training purposes, i.e., regulated healthcare
professionals who are going through a recognised
training program. Regulations would allow healthcare
providers the ability to access psilocybin for
experiential training purposes, which is not currently
possible through the SAP and has had limited success
through the section 56 exemption process.

Access

The basis upon which healthcare practitioners can
write medical documents would be regulated at the
provincial level by colleges and other healthcare
regulators. The decision of whether or not a
particular individual is well suited to receive
psilocybin for therapeutic purposes would be made
by their health care practitioner, not by a
government official who is not a health care
practitioner and is perhaps unfamiliar with that
person's case (other than through an exemption
application). This would increase equality and safety
by making access predictable,

TheraPsil
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DISCUSSION

The results from this poll show that, when
questioned, the majority of the Canadian public
support a revision of current legislation toward
controlled medical use of psilocybin. \We found
majority levels of support across all provinces,

demographics, and political groupings.

The schedule 3 restrictions in which psilocybin
is currently placed is unsupported by evidence
and therefore arbitrary. It not only hinders the
ability to conduct the quality of research
necessary to develop treatments but also
restricts healthcare professionals from being
able to offer treatment options that may help a

patient in need.

Ultimately, these restrictions have inflicted
suffering upon potentially millions of individuals.
Therefore, until they are revised, the mental
health crisis in Canada can only be expected to

continue to rise

It is inexcusable that only a select few
individuals in Canada have been given access to
psilocybin through a section 56 exemption or
SAP request, while others have been suffering

and waiting for several months now.

When challenged on the current restrictive
psilocybin scheduling, Health Canada points
out the current access routes available
(clinical trials, SAP, s56). Such a response fails
to engage with the realities that patients,
healthcare professionals, and researchers
face.

The problem lies in the limited access for
patients and healthcare professionals, the
excessive costs for research and private
clinics, delays in responses, administrative
burdens, and the lack of transparency about
who is and isn't getting access and why. In
turn, this leads to desperate individuals being
pushed underground to seek treatment and

accessing psilocybin from an unregulated

supply

It is time for the Canadian government to

act. It is time to reschedule psilocybin.

Ze

Public Opinion on Psilocybin Regulations in
Canada 2022

TheraPsil

PSYCHEDELIC ADVOCACY & TRAINING | EST. 2019




CALLS TO ACTION

We urge Health Minister to revise the current
psilocybin legislation and adopt medical regulations

so that:
1 2 3
Trustworthy Transparency Safe supply
Reputation and Equity and treatment

The government has
the opportunity to
get on the right side
of public opinion and
alleviate the suffering
of millions. By
moving towards
reasonable and
transparent medical
regulations, all
Canadians in medical
need can access this
treatment option.

TheraPsil €9
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The decision whether
to use psilocybin
mushrooms for
medicinal purposes
should not be an
administrative one,
but rather be the
patient's decision
made in consultation
with their doctor.

The government
must actively enable
safe patient access
to regulated
psilocybin products.
In addition, it is vital
that healthcare
professionals are
able to train with
psilocybin in order to
deliver treatment to
patients safely and
effectively
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APPENDIX

Q1. As you may know, widespread recreational and medicinal use of psilocybin mushrooms - also known as magic mushrooms,
psychedelic mushrooms, or shrooms - is currently illegal in Canada.

However, the federal Health Minister can and has approved the medicinal usage of psilocybin for over 100 patients with end-of-
life distress and/or treatment-resistant depression on a case-by-case basis in Canada.

Thinking about this.. Overall, do you approve or disapprove of the federal government legalizing psilocybin mushrooms for
medicinal use - by allowing patients to use it medicinally with a medical doctor's prescription, and removing the current
requirement that they apply for permission from the federal Health Minister - in the following cases: [Carousel. Do not randomize]

1.for medicinal use by people who are suffering from a terminal illness

2.for medicinal use by people who are suffering from medical conditions such as depression, anxiety, and post-traumatic stress
disorder (PTSD)

3.for medicinal use by people who are suffering from chronic pain

4.for medicinal use by people who are suffering from substance abuse disorders

Q2. Supporters of legalizing psilocybin mushrooms for medicinal use - only with a medical doctor's prescription - have said that it
would provide the following benefits:

o Data-backed Health benefits - Clinical research studies from leading institutions have shown psilocybin in combination with
therapy to be very effective in treating medical conditions such as end-of-life distress, depression, anxiety, post-traumatic
stress disorder (PTSD), chronic pain, and substance abuse disorders.

e Equity and Inclusion - any Canadian in medical need with the recommendation, approval, and support of their healthcare team
would have the option of accessing this form of treatment.

e Transparency - it would be clear who was and who wasn't accessing this form of treatment and why.

o Safe Supply - psilocybin products would be regulated and tested to be safe to ensure they were safe for consumption

Thinking about this.. Overall, do you approve or disapprove of the federal government legalizing psilocybin mushrooms for
medicinal use - by allowing patients to use it medicinally with a medical doctor's prescription, and removing the current
requirement that they apply for permission from the federal Health Minister - in the following cases: [Carousel. Do not randomize]

1.for medicinal use by people who are suffering from a terminal illness

2.for medicinal use by people who are suffering from medical conditions such as depression, anxiety, and post-traumatic stress
disorder (PTSD)

3.for medicinal use by people who are suffering from chronic pain

4.for medicinal use by people who are suffering from substance abuse disorders
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