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PRESENTER DISCLOSURES
• Medical Lead - Roots To Thrive Non Profit
• Founding board member - Psychedelic Association of Canada Non Profit
• Medical Chair - Vancouver Island Post Graduate Certificate in Psychedelic Assisted Therapy 

(Adjunct Professor)
• UBC Department of Family Medicine Clinical Instructor
• Interim Medical Director - QI Wellness
• Unpaid advisor - Nectara (General Advisor), Synaptic (Oregon Psilocybin Services), University 

of Washington Center for Novel Therapeutics in Addiction
• Future Warrants - Numinus - clinical protocol advisor
• Scientific Advisor - Mycomedica Life Sciences Public Benefit Corporation
• Roots to Thrive receives research grants - I am on the team & receive no compensation
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MITIGATION OF BIAS
• All content developed as part of this program was reviewed for potential bias by the 

members of the program planning committee. 
• Financial relationships are unrelated to presentation. 
• I will speak about generic & naturally occurring medications. 
• I will use my clinical experience in my opinions and will try to clearly point out any bias.
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LEARNING OBJECTIVES
• Review the current regulatory landscape for psychedelic-assisted therapy

• Identify how psychedelic medicines are currently accessed for Canadians

• Examine research evidence for treatment of PTSD, depression, end of life distress and other 
mental health challenges

• Describe how rural practitioners can prepare to work with psychedelic medicines in service 
to their patients
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CASE EXAMPLE 
Jane is a 32-year-old woman identifying (she/her) has been diagnosed with treatment-resistant 
depression since the age of 20, she had tried various conventional treatments with limited 
success including 3 SSRIs, a SNRI, herbs, acupuncture and meditation. She has been working 
with a therapist who she has a good therapeutic alliance with and has suggested that 
psilocybin might be an option. She has done some research on it and sees it frequently 
mentioned in the media. She wants to discuss this option with you
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The current regulatory landscape for psychedelic-assisted therapy
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Identify how psychedelic medicines are currently accessed for Canadians
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A bit of history first…
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HISTORIC CONTEXT

Weyburn Mental Hospital - Saskatchewan 2012-
2017

Psychedelic Prophets - The Letters of Aldous Huxley and 
Humphrey Osmond

Humphry Osmond - 1956
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HISTORIC CONTEXT
Controlled Substance Act US (1970)

MDMA - Schedule – 1985

“No medical use”

“High potential for abuse”  
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HISTORIC CONTEXT
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REGULATORY LANDSCAPE

Canadian Schedules
Controlled Drugs and Substances Act (CDSA)

• Schedule I –
• MDMA
• Ketamine 

• Schedule III -
• DMT/Ayahuasca
• Psilocybin
• LSD

• Ibogaine - regulated prescription drug but not authorized 
for medical use
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REGULATORY LANDSCAPE

• 2012 - Moved into Schedule J - making them ineligible for Special Access Program 
(SAP)

• Section 56(1) exemptions - case by case application - Dr. Bruce Tobin (2017)

• Section 56.1 exemptions - clinical trials (2013)

• Special Access Program (SAP) - January 2021
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REGULATORY LANDSCAPE

Special Access Program (SAP)

Psilocybin  ~ 125 granted 
End of Life Distress  & Treatment Resistant Depression

MDMA ~ 25 granted
PTSD
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DECRIMINILIZATION

• Psilocybin - Vancouver, Kingston, Toronto 

• MDMA  - British Columbia
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CHURCHES
SECTION 56 EXEMPTIONS

Sante Daime – Ayahuasca

• Céu do Montréal

• Beneficient Spiritist Center União do Vegetal

• Ceu da Divina Luz do Montreal

• Église Santo Daime Céu do Vale de Vida

• Ceu de Toronto
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Examine research evidence for treatment of PTSD, depression, end of life distress and other 
mental health challenges
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REGISTERED TRIALS

• 1000’s of ketamine trials - PTSD, depression, chronic pain, eating disorders, 
neurological conditions, OCD, anxiety

• 156 Psilocybin - PTSD, depression, anxiety, migraines, eating disorders, PD, 
OCD, grief, fibromyalgia, SUD, Burnout (Professional, Caregiver), Alcohol Use, 
Cancer, Palliative, Well-being, OUD, Borderline personality

• 142 MDMA - PTSD, anxiety, alcohol use, combat stress, cognition, SUD, autism, 
chronic pain, exposure therapy

• 5 LSD - cluster headaches, anxiety, ADHD, palliative care, depression, 

• Iboga, Peyote, Huachuma, 5MEO DMT, MEAI, Ayahuasca and more
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RESEARCH EVIDENCE

• Psilocybin - alcohol use disorder, tobacco cessation, eating disorders, PTSD, 
violence reduction

• MDMA - PTSD, disordered eating, chronic pain

• LSD - substance use disorders, anxiety, depression, alcohol use disorder

• Ketamine - depression, OCD, disordered eating, substance use challenges, 
chronic pain, suicidality

• DMT/Ayahuasca - substance use challenges, anxiety, depression, trauma
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RESEARCH EVEIDENCE 

• Regulatory approval 2000

• Published 2006

• Lab synthesized psilocybin

• Top 5 significant experiences of their 
lives

John Hopkins -
Psilocybin & End of Life Distress (2000)

Photo credit: John Hopkins
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RESEARCH EVIDENCE

Depression & Anxiety in Patients with Life Threatening Cancer

• 2 sessions 5 weeks apart

• 1 or 3mg/70kg    vs    22 or 30mg/70kg

• 92% in high dose vs 32 in low dose clinically significant response

• Anxiety remission 52%(high dose) vs 12% (low dose)

• Depression remission 60% (high dose) vs 16% (low dose)
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RESEARCH

Psilocybin
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RESEARCH EVIDENCE

2 psilocybin sessions (20mg/70kg & 30mg/70kg)

Supportive psychotherapy

71% had clinically significant results at 4 weeks:

• > 50% reduction in GRID-HAMD score
• 54% in remission

(waitlist control)
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RESEARCH EVIDENCE

2 Psilocybin doses 25mg at 3 and 6 weeks and 
daily 1mg psilocybin for 6 weeks

2 Psilocybin doses 1mg at 3 and 6 weeks and 
daily escitalopram

Psychological support
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RESEARCH EVIDENCE

Psilocybin demonstrated non-inferior efficacy in      
depression at 6 weeks (QIDS-SR-16)

Secondary endpoints favored psilocybin: Well-being, 
pleasure or loss of anhedonia, flourishing 
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RESEARCH EVEIDENCE 

Tobacco Cessation (n=15)

Mean age 51 years

19 cigarettes a day

31 year smoking history
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RESEARCH EVEIDENCE 

Tobacco Cessation (n=15)

2-3 high dose sessions (20-30mg) (5 & 7 weeks, 13 week optional)

4 weeks preparation, CBT, mindfulness, guided imagery

67% abstinent at 12 months (n=10)

86.7% (n=13) “most personally meaningful and spiritually 
significant experiences of their lives”



29

RESEARCH EVEIDENCE 

Alcohol Use - Binge Drinking (n = 93)

2 sessions (4 and 8 weeks) optional open label 38 week

Psychotherapy - 4 pre session, 4 between session 1 & 2, 4 post 2nd session
(CBT and motivational interviewing)

25mg/70kg   - 30mg/70kg - 40mg/70kg

Percentage of heavy drinking days 50% than at screening and 41% lower than 
diphenhydramine group
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RESEARCH

MDMA 
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RESEARCH EVEIDENCE 

• Average of 15 years of PTSD (highest 50 
years)

• 84% developmental trauma

• Average of 13 medications
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RESEARCH EVEIDENCE 

• 3 MDMA Sessions with 2 therapists - 8 hour sessions

• Supportive Therapy - 42 hours

• 67% of patients with PTSD no longer qualified for the 
diagnosis (@ 12 months)

• 88% clinically meaningful reduction in symptoms

• Sept 2023 - confirmatory Phase 3
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RESEARCH

LSD 
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RESEARCH EVIDENCE

LSD & Alcohol Use Disorder
Significant and beneficial effects on alcohol use 

to 3 months, lost significance at 6 months 

LSD & Anxiety
Decreased state and trait anxiety that was 
sustained at 12 months

Krebs TS, Johansen PØ. J Psychopharmacol. 2012 Jul;26(7):994-1002

Gasser P, et al. J Nerv Ment Dis. 2014 Jul;202(7):513-20. 
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RESEARCH

Ketamine 
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RESEARCH EVEIDENCE 

Intranasal - treatment resistant depression - on label (esketamine)
• at 4 weeks not clinically significant reduction in MADRS scores (<12 for 3 

weeks)
• $2500-$7500/month

Intravenous - acute suicidality (0.2mg/kg) 

Intravenous - depression (0.5mg/kg)

Marcantoni, W. S., Akoumba, B. S., Wassef, M., Mayrand, J., Lai, H., Richard-Devantoy, S., & Beauchamp, S. (2020). A systematic 
review and meta-analysis of the efficacy of intravenous ketamine infusion for treatment resistant depression: January 2009–
January 2019. Journal of Affective Disorders, 277, 831-841.

Maguire, L., Bullard, T., & Papa, L. (2021). Ketamine for acute suicidality in the emergency department: A systematic review.
The American Journal of Emergency Medicine, 43, 54-58.
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RESEARCH EVIDENCE

3 weekly ketamine infusions

Supportive psychotherapy

86% abstinent from alcohol at 6 months
Relapse rates 2.7 times less than placebo
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RESEARCH EVIDENCE

91% saw improvements in generalized anxiety

79% saw improvements in depression

86% of those who screened positive for PTSD now 
screen negative

92% had significant life/work functionality improvements
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ACCESSIBILITY

Describe how rural practitioners can prepare to work with psychedelic 
medicines in service to their patients
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ACADEMIC PSYCHEDLIC PROGRAMS

• Vancouver Island University - Fall 2022

• University of Ottawa - 3 course Summer 2020

• Trinity Western University - one course

• Justice Institute of BC - one course
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ACADEMIC PSYCHEDLIC PROGRAMS

• CIIS - Center for Psychedelic Therapies and Research

• John Hopkins - Center for Psychedelic & 
Consciousness Research

• UC Berkeley Center for Psychedelic Science

• UCSF Neuroscape Psychedelic Division

• Naropa
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CAVEATS

• NOT another biological model

• Skill & mentorship is needed BEYOND training

• Multidisciplinary teams are needed

• Payment model is needed

• Safe access is needed
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