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What is True about Cannabis? 

4/20 is a term for smoking pot adopted by potheads 
after they learned 420 was the police code for 
Marijuana Smoking in Progress. 

1. True 

2. False 
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What is True about Cannabis? 

2. False 
“4:20 was the time of day some stoners at San Rafael High in 
Northern California would get together every day after school 
to smoke weed and get high.” – the Urban Dictionary notes 
there is no police code for smoking pot. 
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What is True about Cannabis? 

A. Cannabis can be a source of heartbreak. 
B. Cannabis production will significantly increase BC’s carbon footprint. 
C. Cannabis plants are nothing to sneeze at. 
D. Co-using cannabis and Viagra will give you more than a really stiff upper lip. 

 
1.  A and C. 
2.  B and D. 
3.  All of the above. 
4.  None of the above. 
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What is True about Cannabis? 

• French study 2014, increased BP and HR associated with cannabis consumption 
responsible for about 2% of heart disease observed and 9 MI’s. 

• Energy consumed by cannabis industry 6X that of pharmaceutical industry in 
the  United States. (The Carbon Footprint of Indoor Cannabis Production." Energy Policy 46 (2012) 58-67).  

• Allergic responses to cannabis on the rise, similar to hay fever; anaphylaxis still 
rare but keep that Epi Pen close. 

• Cannabis can inhibit liver enzyme cytochrome P450 which breaks down Viagra 
resulting prolonged response to the drug. 

3.  All of the Above 
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Disclosure 

• I have no relevant financial relationships with the 
manufacturer(s) of any commercial product(s) and/or 
provider(s) of commercial services referenced in this 
public presentation. 

• I may discuss an unapproved or investigative use of a 
commercial product or device in this presentation. 
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Learning Objectives 

• To describe the elements of influence that go into 
shaping a public policy, and reference the 
contribution of health to that process. 

• To appreciate the impact arising from the current 
legislation of cannabis and to anticipate the 
consequences of “wave two” of legalization. 
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Medical Cannabis 
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Medical Cannabis 
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Medical Cannabis 

• No assigned Drug Identification Number (DIN) as with 
all therapeutic agents used in mainstream medicine. 

• No assigned Natural Product Number (NPN) as with 
some therapeutic agents used in alternative medicine. 
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What conditions can medical cannabis help? Health Canada recognizes the following: 

– Chronic pain 

– Severe, resistant nausea and vomiting 

– Wasting syndrome and loss of appetite 

– Muscle spasm caused by multiple sclerosis (MS), amyotrophic lateral sclerosis (ALS), and spinal cord injury 

– Epileptic seizures 

– Mobility issues caused by Parkinson’s disease, Tourette’s syndrome, Huntington’s disease, and other movement 
disorders 

– Arthritis 

– Glaucoma 

– Alzheimer’s disease and other forms of dementia 

– Insomnia 

– Anxiety and depression 

– Post-traumatic stress disorder (PTSD) 

– Inflammatory bowel diseases (IBD) and irritable bowel syndrome (IBS) 
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Indications for Medical Marijuana (Dispensaries) 

• Alcohol and Opioid 
Withdrawal Symptoms 

• Alzheimer’s 

• Anorexia 

• Anxiety and Depression 

• Any condition diagnosed as 
“debilitating” by a licensed 
physician 

• Arnold-Chiari malformation 
and syringomyelia 

• Arthritis 

• Asthma 

• Autism 

• Cachexia (wasting 
syndrome) 

• Cancer 

• Causalgia 

• Central and peripheral 
chronic 

• Chronic inflammatory 

demyelinating 
polyneuropathy 

• Chronic or severe pain 

• Crohn’s disease 

• CRPS (Complex Regional 
Pain Syndrome Type I) 

• CRPS (Complex Regional 
Pain Syndrome Type II) 

• Decompensated cirrhosis 

• Dementia 

• Diseases of the Liver 

• Diseases of the Pancreas 

• Dravet syndrome 

• Dystonia 

• Epilepsy 

• Fibromyalgia 

• Fibrous dysplasia 

• Glaucoma 

• Hepatitis C 

• HIV/AIDS 

• Huntington’s Disease 

• Hydrocephalus 

• Hypertension 

• Inflammatory Bowel 
Diseases 

• Inflammatory Skin Diseases 

• Interstitial cystitis 

• Intractable skeletal muscular 
spasticity 

• Irritable Bowel Syndrome 

• Lennox-Gastaut syndrome 

• Lou Gehrig’s disease 
(Amyotrophic lateral 
sclerosis, or ALS) 

• Lupus 

• Metabolic Syndrome – 
Obesity, Diabetes 

• Migraines 

• Mitochondrial disease 

• Multiple Sclerosis 

• Muscle spasms 

• Muscular dystrophy 

• Myasthenia gravis 

• Myoclonus 

• Nail-patella syndrome 

• Nausea and Vomiting 

• Neurofibromatosis 

• Neuropathies 

• Osteoarthritis 

• Osteoporosis Pain 

• Painful peripheral 
neuropathy 

• Parkinson’s Disease 

• Post-concussion syndrome 

• Post-traumatic stress 
disorder 

• Residual limb pain 

• Rheumatoid Arthritis 

• Schizophrenia and Psychosis 

• Seizure disorders 

• Sickle cell disease 

• Sjogren’s syndrome 

• Sleep Disorders 

• Spastic quadriplegia 

• Spasticity disorders 

• Spinal Cord Injury or Disease 
(including but not limited to 
arachnoiditis, Tarlov cysts, 
hydromyelia & syringomelia) 

• Spinocerebellar ataxia (SCA) 

• Terminal illness 

• Tourette’s Syndrome 

• Traumatic brain injury (TBI) 

• Ulcerative Colitis 
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Cannabis Prophets  from the Time of the Greeks? 

                  Oracle of Delphi  
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Constituents of Tobacco and Cannabis Smoke 
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Exposure 

• Public Health cannot accept an individual or group of 
individuals improving their own wellbeing by 
generating an established hazard that puts the health 
of the public at risk. Actions addressed under the 
Cannabis Control and Licensing Act of BC. 

• Allows for second hand smoke exposure of health 
care and hotel workers. 
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Smoke + Psychoactive Substance = 

Improving Health Outcomes For All Populations  
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Recreational Cannabis 
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Why is the Canadian government legalizing 

marijuana? 

 
Three main reasons. 

1. To keep cannabis out of the hands of youth by 
better preventing them from accessing it. 

2. To displace the illegal cannabis market. 

3. To protect public health and safety with product 
quality and safety requirements for cannabis. 



www.islandhealth.ca 

Justin Trudeau, Prime Minister of Canada 

• “ young people have easier access to cannabis now, in 
Canada, than they do in just about any other countries 
in the world. [Of] 29 different countries studied by the 
U.N., Canada was number one in terms of underage 
access to marijuana. And whatever you might think or 
studies seen about cannabis being less harmful than 
alcohol or even cigarettes, the fact is it is bad for the 
developing brain and we need to make sure that it’s 
harder for underage Canadians to access marijuana. And 
that will happen under a controlled and regulated 
regime.” 
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“The most disingenuous element of 
legalization is that it will keep it out of the 
hands of children,” said Dr. Benedikt 
Fischer, a senior scientist at the Center for 
Addiction and Mental Health in Toronto. 
“It is a big experiment, in many ways.” 
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Like Breeds Like? 
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Cannabis and Regulation 
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 Poison Control Call Records 

environmental health services, BCCDC 

& national collaborating centre for 

environmental health 

BCCDC Grand Rounds+   June 19, 2018 
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Infused/Enthused About Cannabis? 
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Coming this October 

      Edibles  
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Implications 

Legalizing a new product for Canadians to consume means that 
Canada will likely have to make amendments to several other 
pieces of legislation, including the Food and Drugs Act, the 
Controlled Drugs and Substances Act, and the Cannabis Act itself. 
However, lifting the ban on edibles in 2019 doesn’t just mean 
having more marijuana-filled pastries. The law’s passage opens 
up a vast new market filled with everything from cannabis 
creams and gels to transdermal patches and ingestible capsules. 
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Absence of evidence of harm is 

not evidence of absence of harm. 
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Costs of Substance Use in Canada 

http://csuch-cemusc.ccsa.ca/Resource%20Library/CSUCH-Canadian-Substance-Use-Costs-Harms-Report-2018-en.pdf 
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THANK YOU 



 

Cannabis Substitution Programs: 

Evidence and Possibilities  

Karen Urbanoski, PhD 

Canadian Institute on Substance Use Research 

 School of Public Health and Social Policy 

University of Victoria  



“…a conscious choice made by users to use one drug instead 

of, or in conjunction with another based on: perceived safety, 

level of addiction potential, effectiveness in relieving symptoms, 

access and level of acceptance.” 

Lau N, et al. A safer alternative: Cannabis 

substitution as harm reduction. Drug Alcohol Rev 

2015;34:654–9 



Cannabis Substitution 

Use of cannabis as a substitute for alcohol, opioids, or other substances, as 

part of a self-directed management strategy, with a prescription, or through 

participation in a cannabis substitution program  

 

 



Criteria for (alcohol) substitution therapy  

1. It should reduce alcohol use and related harms. 

2. It should ideally be free of harms, or at least less harmful 

than alcohol. 

3. Misuse should be less than that of alcohol. 

4. It should be shown that it can substitute for alcohol and 

not be used along with alcohol. 

5. It should be safer in overdose than alcohol. 

6. It should ideally not potentiate the effects of alcohol 

especially if either drug is taken in overdose. 

7. It should offer significant health economic benefits. 

Chick J, Nutt DJ. Substitution therapy for alcoholism: time for 

a reappraisal? J Psychopharmacol 2012;26:205–12. 



Evidence  

“There is no evidence to support or refute 

the conclusion that cannabinoids are an 

effective treatment for achieving 

abstinence in the use of addictive 

substances.” 

 

“There is substantial evidence that 

cannabis is an effective treatment for 

chronic pain in adults.” 

http://www.nationalacademies.org/hmd/Reports/2017/health-

effects-of-cannabis-and-cannabinoids.aspx  

http://www.nationalacademies.org/hmd/Reports/2017/health-effects-of-cannabis-and-cannabinoids.aspx
http://www.nationalacademies.org/hmd/Reports/2017/health-effects-of-cannabis-and-cannabinoids.aspx
http://www.nationalacademies.org/hmd/Reports/2017/health-effects-of-cannabis-and-cannabinoids.aspx
http://www.nationalacademies.org/hmd/Reports/2017/health-effects-of-cannabis-and-cannabinoids.aspx
http://www.nationalacademies.org/hmd/Reports/2017/health-effects-of-cannabis-and-cannabinoids.aspx
http://www.nationalacademies.org/hmd/Reports/2017/health-effects-of-cannabis-and-cannabinoids.aspx
http://www.nationalacademies.org/hmd/Reports/2017/health-effects-of-cannabis-and-cannabinoids.aspx
http://www.nationalacademies.org/hmd/Reports/2017/health-effects-of-cannabis-and-cannabinoids.aspx
http://www.nationalacademies.org/hmd/Reports/2017/health-effects-of-cannabis-and-cannabinoids.aspx
http://www.nationalacademies.org/hmd/Reports/2017/health-effects-of-cannabis-and-cannabinoids.aspx
http://www.nationalacademies.org/hmd/Reports/2017/health-effects-of-cannabis-and-cannabinoids.aspx


Evidence  

• Anecdotal reports from the community 

• Clinical case studies  

• Support from observational and ethnographic studies of people who use 

alcohol and other drugs  

 



Opportunities 

• Controlled trials in formal service settings 

• Evaluation of grassroots programs  

• Observational studies of personal use as a management strategy  

 





website: cisur.ca email: cisur@uvic.ca  Blog: oac.uvic.ca/carbc   
                                      

                                                                                         UVic.CISUR                 Uvic_CISUR               CARBCUvic 

Thank you! 
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BC Cannabis 
Research Network 
Overview of Current and 
Planned Research in BC 

Island Health Five Days in May 
Dr. Brian Emerson, A/Deputy Provincial Health Officer 

Ministry of Health  
May 30, 2019 



Disclosure 
 I have no financial relationships with 

cannabis or pharmaceutical 
commercial interests. 

 Employee Vancouver Island Health 
Authority/BC Ministry of Health 

No actual or potential conflicts of 
interest 
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Best Brains Exchange 
 June 15, 2018 in Victoria, 

BC at the Ministry of 
Health 

 Collaborators:  
 Canadian Institutes of Health 

Research 
 Michael Smith Foundation for 

Health Research 
 BC Centre on Substance Use 

3 



Partnerships and Innovation Division 
Hlthresearch@gov.bc.ca 
 Promote and support a high performing balance of research 

investment and engagement 
 Lead activities related to building and maintaining the 

Ministry’s research infrastructure and culture; 
 Manage corporate research and knowledge management 
 Primary liaison with the research community, research funders 

and other parts of government on issues related to research.  
 Support the Ministry’s research governance structure, a health 

research agenda and a Research, Evaluation and Knowledge 
Management Fund 

4 
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BC Cannabis Research Network 

 The Network is an outcome of the Best Brains 
Exchange 

 Supported by Partnerships and Innovation 
Division 

 Focused on BC, but includes members outside of 
BC 
 

5 



Objectives 

 Support researchers in connecting, awareness of 
others’ research 

 Facilitate research informing practice and policy 
 Share information about current and planned 

research 

6 



Meetings to date 
 December 2018 
 Canadian Institutes of Health Research - Integrated 

Cannabis Research Strategy 
 Canadian Centre on Substance Use and Addiction 

(CCSA) - National Cannabis Research Database 
 March 2019 
 Research plan of Dr. Milloy, Professor of Cannabis 

Science, UBC 
 Update on National Cannabis Research Database 
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Participants 

 Researchers 
 Policy makers 
 Research administrators 
 Health authorities 
 Federal government 
 Private sector 
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Cannabis Research in BC 

 Road Safety 
 Gender 
 Economics 
 Youth and young adults 
 Pregnancy 
 Relation to other substances (opioids and alcohol) 
 Neurology 
 Mental Health 
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Institutions 

 Many different institutions have received funding 
in the last few years in BC: 
 University of British Columbia 
 University of Northern BC 
 University of Victoria 
 Centre of Excellence for Women’s Health 
 Simon Fraser University 
 University of British Columbia Okanagan 

10 



Priorities for Research 

 Best Brains Exchange identified three priorities 
related to the therapeutic use of cannabis: 
 data on cost-effectiveness, including comparisons to 

other drugs and impact on quality of life; 
 clinical trials looking at prime areas of current use, 

including pain control, nausea, spasticity and sleep 
assistance;  

 attention to the current barriers, including the 
difficulties in the regulation of medical cannabis.  
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Policy Research Interests 

 Evaluating legalization of non-medical cannabis, 
both harms and benefits - key role for research as 
surveillance data does not answer all questions 

 Substitution of cannabis for alcohol, prescription 
and illegal drugs 

 Therapeutic potential of cannabis 
 What do others think? 
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Questions? 

Brian Emerson 
250-952-1701 
brian.emerson@gov.bc.ca  
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@CCSA.CCDUS

@CCSAcanada •  @CCDUScanada

Can Centre on Substance Use and Addiction / Centre
can sur les dépendances et l’usage de substances



www.ccsa.ca  •  www.ccdus.ca

National Research, Policy and
Knowledge Mobilization

5 Days in May
Rebecca Jesseman

May 30, 2019



About CCSA

• Vision: A healthier Canadian society where evidence
transforms approaches to substance use.

• Mission: To address issues of substance use in Canada by
providing national leadership and harnessing the power of
evidence to generate coordinated action.

• Value Proposition: Provide national leadership to address
substance use in Canada. A trusted counsel, we provide
guidance to decision makers by harnessing the power of
research, curating knowledge and bringing together diverse
perspectives.

• National non-profit organization with a pan-Canadian and
international role.

3www.ccsa.ca  •  www.ccdus.ca



Strategic Core Functions
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Cannabis Policy Research



Best Practices
P/T Course
Corrections
3-Year Health
Canada Review
International
Models

www.ccsa.ca  •  www.ccdus.ca 6

Policy Research Objectives



Opportunity: Natural Experiment



Funding



www.ccsa.ca  •  www.cclt.ca 9

National Collaborations

MHCC: Mental
Health and
Cannabis

CIHR:
Integrated
Cannabis
Research
Strategy

CCSA: Policy
Research &

Collaboration

Catalyst
Grants

Team Grants

Partnerships for Cannabis Policy Evaluation

Advisory Committee



Supporting Collaboration



Communication
& Coordination

Researchers

CIHR/CCSA
Grant

Projects

Cannabis-
related KMb

Networks
Policy

Analysts

Decision
Makers

Multi-
sectoral

Stakeholders

www.ccsa.ca  •  www.ccdus.ca 11

Cannabis Policy Research “Hub”

Funders
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Cannabis Research Database



• Stakeholder consultations

– National Research Agenda Meeting, October 2016
– Policy Research Meeting, December 2018
– Public Safety Cannabis Symposium, 2019

And ongoing!

www.ccsa.ca  •  www.ccdus.ca 13

Identifying Research Priorities



• Health and social impacts of regulatory approaches

• Consumption patterns, health and social impacts of new
products (e.g., edibles, concentrates)

• Impact of regulation on the illegal market

• Equity of impact across populations and domains (i.e.,
health, social, criminal justice)

• Effective incentives for lower-risk use

• Applicability of evidence from alcohol and tobacco
regulation

• Poly-substance use and substitution (risks & benefits)

www.ccsa.ca  •  www.ccdus.ca 14

Research Opportunities



• Agreeing on a standard dose

• Provincial and municipal capacity for monitoring and
evaluation

• Measuring illegal market impact

• Role of industry

• Processing time for research licenses

• Disaggregation of data

• Coordination of effort — many cooks in the kitchen!

www.ccsa.ca  •  www.ccdus.ca 15

Challenges



Knowledge Mobilization



• Cannabis
Communication Guide

• Drug-impaired Driving
Toolkit and website
(coming soon!)

• Infographics

www.ccsa.ca  •  www.ccdus.ca 17

Mobilizing Knowledge: Resources
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CCSA’s Issues of Substance 2019

• CCSA’s Issues of Substance is Canada’s premier
conference for the substance use and addiction field

• Registration now open

• #CCSAConference

Evidence and Perspectives, Compassion and Action.
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Questions and Comments

!
?



Contact Information

www.ccsa.ca  •  www.ccdus.ca 20

Rebecca Jesseman
Director of Policy
Canadian Centre on Substance Use and Addiction
75 Albert Street, Suite 500
Ottawa, ON K1P 5E7
Canada
Tel.: 613-235-4048 ext. 228
rjesseman@ccsa.ca



Medical Cannabis Research: 
a patient-centred approach  

to study design 
PIPPA HAWLEY FRCPC (PALL MED) 

DIRECTOR OF PSMPC, BC CANCER 
CLINICAL PROFESSOR, UBC DEPT. OF MEDICINE  

 



Cannabis Overview 

 Inhalation not encouraged: oils best 
 It is a legitimate thing- don’t stigmatize  
 It’s complicated- a medical authorization is not 

a prescription 
 Doctors usually don’t know what to write 
 Patients usually don’t know what to take 
 No face-to-face interaction between legal 

knowledge-holders and potential consumers 



Question 1 

Would you participate in a study where 
there was a 50% chance of never 
receiving the active product? 
 

1) Yes 
2) No 
 



Question 2 

Would you participate in a clinical trial 
where the active product was already 
widely available? 
 
1) Yes 
2) No 
 



Medical Cannabis Research 
 2018/19 survey shows 1 in 4 BC Cancer patients 

already take cannabis for medical purposes 
 Mostly without any medical guidance or oversight 
 Benefits and harms are only anecdotally reported 
 Lack of partnership with patients about cannabis use 

has led to conflict between patents and their doctors 
 There is an urgent need for good clinical trial 

evidence to guide health care providers, patients 
and families 



CAFCARS 
 Aggregate N-of-1 design 
 Each participant gets to try all the study products, in random 

order, blinded by flavour of coconut and olive oil vehicle 
 All-THC oil 

 All-CBD oil 

 Balanced 1:1 THC:CBD 

 Placebo 

 3 cycles of 4 days of each oil, up to 3 drops every 4 hours, 
first 2 days considered “washout”, outcomes analyzed only for 
last 2 days of each period 

 Maximum dose of THC in 24hrs would be 15mg 
 



Participants 

 120 STABLE cancer patients with one of four “Most 
Troublesome” symptoms 
 Pain 

 Nausea 

 Anxiety 

 Sleep disturbance 

 Expect to need 150 recruited to allow for “drop-outs” 
 Symptoms chosen based on most common symptoms treated 

by survey respondents that used medical cannabis already 
 Not currently taking medical or recreational cannabis 
 Not expecting any new treatment that could confound results 

over the 48 days of the study 



Study Goals 

 To identify which oil (if any) is most helpful overall and for 
each symptom 
 For immediate guidance in clinical use 
 To guide future clinical trials 

 To establish most promising dosing schedules 
 To identify side-effects and any participant characteristics that 

are associated with increased risk of toxicity  
 Establish network of sites for future collaborative research 

(BCC-VA, -CN, -VI, -AB, Calgary, Winnipeg, Ottawa, Toronto, 
Kingston) 



Outcome Measures 

 Patient Global Impression of Change 
 Modified Edmonton Symptom Assessment System 

(ESAS) for symptom severity 
 ESAS modified for inclusion of sleep and night 

sweats 
 Medication Log to see if other meds impacted 
 Adverse events 
 Participant preference at end of study  



Other Patient-Centred Features 

 Only one visit required at baseline 
 No blood tests 
 Patient-reported outcomes: individual AND group benefit 
 One pharmacy will send out all products by mail 
 Participants will be telephoned frequently 
 Participants unblinded after participation 
 Study products widely available 

 



Thanks to donors,  
and to CCTG and PCPCRC for advice  
 
 
Questions? 
 
 
phawley@bccancer.bc.ca 
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Philippe Lucas PhD(c) 
Graduate Researcher, Canadian Institute for Substance Use Research (CISUR) 
VP, Global Patient Research & Access, Tilray 

 

The Force that Through the Green Fuse Drives the Flower:  
International Medical Cannabis Research 





Cannabis Research, Health Canada Clinical Trial Database 

4 studies 
• Osteoarthritis, COPD, PTSD, HIV 



THC Research, Health Canada Clinical Trial Database 

10 studies (1 listed in “cannabis” search) 
• 4 pain (3 cancer pain) 
• 2 seizure disorder 
• 1 HIV 
• 1 Parkinson’s Disease 
• 1 Tourette’s 

 
 



CBD Research, Health Canada Clinical Trial Database 

16 study (10 listed in “THC” search, and 6 uniquely using CBD) 
• 5 pain 
• 3 substance use disorder 
• 3 seizure disorder 
• 1 HIV 
• 1 Parkinson’s 
• 1 insomnia 
• 1 Tourette’s 
• 1 Fragile X Syndrome 

 



Opportunities & Challenges 
Opportunities 
 
 Significant increase in funding from federal government. 
 
 Significant increase in regional academic research groups interested in studying cannabis (CRIS, 

DeGroote, CISUR, BCCSU, etc.). 
 
 Some funding & support available through cannabis industry. 

 
Challenges 
 
 Significant delays in the processing of cannabis research licenses. 

 
 Lack of research grade material and/or accompanying docs. 
•  Quality Overall Summary (QOS) & Investigational Brochures (IBs). 

 
 Perception of (and potential actual) bias in industry-supported research. 

 





©2019 TILRAY | PRIVATE & 
CONFIDENTIAL Tilray Research Program - Observational  

Current or Completed Observational Studies 
 
Canadian Cannabis Patient Survey 2019 (University of Victoria, Canada; 
completed) 

• This is the largest cross-sectional survey of Canadian cannabis patients to 
date (n=2102). 

• Results being analyzed by UBCs CHEOS. 
 

Tilray Observational Patient Study (University of Victoria, Canada; recruitment 
completed) 

• This is the largest national prospective study of Canadian cannabis patients 
to date, with over 2100 participants at 21 medical clinics in 5 provinces. 

• Results analyzed; publication in the works. 
 

Medical Cannabis in Older Patients (Canada) 
• Multi-site national study of medical cannabis use in patients over 50 years 

old. 
• 7 sites now launched in ON & BC; NB to launch in Q2. 

 

 

 























Medical cannabis used by young recreational users vs. middle aged adults. 
 
Cannabis dangerous to those with mental health issues vs. common treatment for stress, 

anxiety & depression. 
 
 Medical cannabis is largely about inhaled THC vs. oral CBD. 
 
Cannabis is a gateway drug vs. harm reduction tool/exit drug. 

 
 

 
"It is the responsibility of intellectuals to speak the truth and expose lies." 
- Noam Chomsky 

Research fills knowledge gaps, dispels myths, breaks down stigma, and informs policy. 

Research is the force that through the green fuse drives the flower... 
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THANK YOU; QUESTIONS? 

Philippe Lucas 
Graduate Researcher, CISUR 
VP, Global Patient Research & Access, Tilray 
plucas@uvic.ca  / philippe@tilray.com 



Five Days in May 2019: Cannabis Revelations through Research 

From New Law to Clinical Practice: 
Considerations for Success 

Richard Jones BSc, BSP, RPh, 
ACPR, FACHE 
Director, Pharmacy Services, 
Island Health 



Audience Question! 
So you have your research license to begin study of clinical 
benefits of cannabis.  Is that all there is before you can enroll your 
first patient? 

1. Yes 

2. No, but it is someone else’s duty to finish the necessary steps 

3. No, and I will be expected to engage with the clinical facility to 
ensure all requirements are complete 

 



Disclosure 

❖ I have no conflicts to disclose in this topic 

❖ I own no stock or interest in any Cannabis organization 

❖ I have previously been a youth volunteer in a Saskatchewan 
based national substance use educational organization known 
as Parent’s Resources Institute for Drug Education Canada  



Agenda 
Building Bridges from trial approvals 
and research licensing to patient 
enrollment: 
 
Hospital factors for consideration for 
success.  
 
Patient support beyond study 
 



REB and Study Licensing: What Next? 
❖ Host facility clinical trials group & study licensing under the 

Cannabis regulations 
❖ Medical Use Cannabis does not have a Drug Identification 

Number (DIN) or Natural Product Number (NPN) from 
Health Canada: Not a “DRUG”, procurement and 
dispensing pharmacy license 

❖ Possession is restricted to specific uses in the Cannabis 
Act and Regulation Different from narcotic regulations 

❖ Hospital Pharmacy service licensing  



Hospital Policy Factors 
❖ Sourcing and product pedigree confirmation of product 

supplied with Study and pharmacy licenses  

❖ Documentation requirements <Narcotic Product> 

❖ Disposal and wastage policy 

❖ Regulated Health Care workers: practice scope and 
obligations from Regulatory Colleges 

❖ Routes of consumption/ administration: Smoking/Vaping 
Policy 



Where Next 
❖ Engage the pharmacy services early, before REB and Study licensing 

❖ Be aware that distribution of study product will need to go through Pharmacy 
Services and not an ancillary service; Pharmacist must be directly involved 

❖ Clinical trials in a hospital must use hospital pharmacy service 

❖ Ensure hospital has established appropriate policy and procedure to ensure 
conformance with the Cannabis Act  & Regulation as well as other relevant 
factors 

❖ Build lots of lead time into your timeline  

❖ Be prepared to have detailed discussions with Hospital leaders  

❖ Anticipate cost recovery by the hospital for their costs. 



Post Study Therapy Management 

❖ Clinical trial product supply stops with the closure of a study 

❖ Considerations for transitioning successful patients to 
medical use authorized supply 

❖ Ongoing follow-up with primary care provider 



Questions 





Canadian Regulatory Environment 
Clinical Trials with Cannabis 

 

Jean Smart, MGH, MDS, RAC 
Regulatory Affairs and Quality Officer 

 
May 30, 2019 - Victoria BC 



Disclaimer and Conflict of Interest 

• The views and opinions expressed in this training are those of 
the individual presenter and should not be attributed to the BC 
Academic Health Science Network, its leadership, employees, 
volunteers, members or any other organization with which the 
presenter is affiliated. 

• I have no conflicts of interest to declare  



Agenda 

Canadian Regulatory Framework 
• Acts that Apply to Cannabis Research 
• Regulations that apply to Cannabis Research 

New and in the Cue Guidance Documents  
Applications 

• Cannabis Research Licensing Process 
• Clinical Trial Application Process 

Issues and Hot Topics 
Clinical Trial Resources 
 



Canadian Regulatory Framework 
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Department of Health Act 

Canada 
Health 

Act 

Food and Drugs Act 

Tobacco Act 
CEPA 

CDSA 

Patent  
Act 

Cannabis  
Act 

Etc. 



Acts 

Food and Drugs Act (1953)  
Hazardous Products Act (1969) 
Pest Control Products Act (1969)  
Radiation Emitting Devices Act (1970) 
Quarantine Act (1872)  
Controlled Drugs and Substances Act (1996) 
Tobacco Act (1997) 
Canadian Environmental Protection Act (1999) 
Patent Act (relevant provisions passed in 1993) 
Canadian Food Inspection Agency Act (1997) 
The Cannabis Act (2018) 

 



Applicable Acts by Use  
                                                                                                     * 

Non Medical 
(Cannabis Act) 

• Limited classes initially  
• Additions after one year 

 
• Health care practitioner 

authorization not required 
 

• No pre-market review for 
safety or efficacy 
 

• Quality and security 
requirements under the 
Cannabis Act 

• Cannot make health claims 

Medical 
(Cannabis Act) 

• Limited Classes 
• Additions after one year 

 
• Health Care Practitioner 

Authorization Required 
 

• NO pre-market review for 
safety, efficacy 
 

• Quality and security 
requirements under Cannabis 
Act 

• Cannot make health claims 

Health Products with Cannabis  
(Cannabis Act and FDA) 

• No restrictions on product 
classes that may be approved 
under the Food and Drug Act 
(dosage forms for prescription 
drugs) 

• Practitioner oversight required 
• Pre-market review for safety, 

efficacy and quality under the 
FDA 

• Manufacturing subject to 
quality and security 
requirements under both the 
FDA and Cannabis Act 

• Can make health claims if 
authorized  

16 



Regulatory Framework 

Acts 

Health 
Canada 

Guidances 

Regulations 

International 
Standards 



Regulations 

Cannabis Regulations 
Food and Drug Regulations 
Industrial Hemp Regulations 
Controlled Substance Regulations 
Good Manufacturing Practices Regulations 
Patented Medicines (Notice of Compliance) Regulations 
Medical Devices Regulations 
Natural and Non-prescription Health Products Regulations 
Cannabis Exemption (Food and Drugs Act) Regulations  
National level privacy and provincial level privacy Regulations 
 

 



New and In the Cue 

Guidance Documents 
 



Where Guidance Documents, Standards Come from 



Guidance Documents 

• Assist in the interpretation of policies ,standards and regulations.  
• They are usually written in layman terms with a definition index. 
• Health Canada 

• adopts and makes effective All of the ICH legal international guidance documents  
• creates some of their own 
• selects and adopts guidance documents from other agencies 

Examples: 
 Guidance for the Cannabis Act, the Food and Drugs Act and Regulated Regulations (by Health Canada) 
 All of the ICH Guidance documents (100+) E series, Q series, M series, S series 
 HC Clinical Trials Manual (WHO) 
 PICs Annex 11 on Electronic Records and Validation  (PICs) 
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Health Canada - Guidance for the Cannabis Act, the Food and 
Drugs Act and Regulated Regulations  

NEW  
• Issued in July 2018 before the Cannabis Act and Regulations was in effect 
• Sets out the regulatory framework for health products containing cannabis or for use with 

cannabis It includes the requirements for licensed activities under the Cannabis Act and the 
Food and Drugs Act. 

• 9 Sections  - Introduction, 6 Topics and 2 Annexes 
• Health research and clinical trials 
• Pre-market evaluation of Health Products under the FDA (Review) 
• Cannabis Drug Licence 
• Cannabis Act Restrictions and Authorizations that Apply to Health Products 
• Practitioner, Pharmacist and Hospitals 
• Import and Export  
• Annexes on Licence Application details and where to get more information 
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Clicker Question  - E6R2 ? 

Who or what is E6R2? 

1. A Regulatory Sargent 

2. The evil twin of R2D2 

3. A regulated company on the stock exchange 

4. A bad protein 

5. A Good Clinical Practice 



Answer: E6R2 is Good Clinical Practice  

NEW 
• Since 1996 E6 has stood as the unified standard for Good Clinical 

Practice (GCP)  for trials in all international regions. 
• The document principles have their origin in the Declaration of Helsinki. 
• Recently been updated and came into effect in Canada on May 3, 2019  
• Compliance provides public assurance that the rights, safety and well-

being of trial participants are protected and that the clinical trial data 
are credible.  

• ICH E6R2 is intended to be used in conjunction with other ICH 
guidelines relevant to the conduct of clinical trials  E2A, E3, E5, E7,  

    E8, E9, and E11, Q9, E17, etc.… and not in isolation  
 



E6R2 Structural Overview 

The Document is divided into a History, Introduction plus 8 
Sections  
1. Glossary 
2. Principles 
3. Institutional Review Board 
4. Investigator 
5. Sponsor 
6. Clinical Trial Protocol and Protocol Amendments 
7. Investigator’s Brochure 
8. Essential Documents for the Conduct of a Clinical Trial 

 
 

 
 



HC Guidance 0100 

NEW or in the CUE? 
 Where is it? 
 Announced it would be out April 1, 2018 then April 1, 2019  
 Now Expected out in June 15, 2019 
• December 2017 Draft Version 12 circulated for feedback suggested it would include 

the revised CTA process, E6R2 content and the records requirements 
• Guidance 0068 Records for Clinical Trials is scheduled to be repealed. 
• Multi-regional Clinical Trial (MRCT ICH E17) content not included 
• Big focus item for Canada in 2019 
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Authorizations to conduct Cannabis based research 

Federal Cannabis  
Licence 
Application and 
Approval 

Ethics 
Application and 
Approval 

General 
Research Federal Cannabis  

Licence 
Application and 
Approval 

Clinical Trial 
Application and 
Issued No 
objection Letter 

Ethics 
Application and 
Approval 

Clinical 
Trial 



Health Canada 
Summary: Cannabis Licensing Application Guide 

NEW or in the CUE? 
• This document has been updated effective May 8, 2019 
• Not posted as of May 24, 2019 
• ‘Aligns with HC’s approach to cannabis licensing with other regulated 

sectors such as pharmaceuticals’ 
• The updated guide will be available ‘shortly’ 
• You can request electronic copies of the updated guide from 

cannabis@canada.ca 
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Research Licenses under the Cannabis Act 

• The requirements to obtain a Research Licence under the Cannabis Regulations 
include the following: 
• Licence Holder and Key Individual 
• Site details 
• Type of research ( in vitro, in vivo, clinical trial etc.) 
• Research Protocol 
• Physical security requirements  
• Information on record keeping and reporting. 

• May also involve security clearance on individuals and key personnel, organizational 
security plan or increased physical security 

• Reviewed on an individual basis 
• Once approved any changes must be approved by HC  before implementation of the 

change 
• CDL holders are authorized to sell drugs containing cannabis to research 

institution/researchers with a cannabis research license 
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Clinical Trial Application Process 
Guidance Document for Clinical Trial Sponsors: Clinical Trial Applications May 2013  
• Pre-Clinical Trial Application (CTA) Consultation Meeting  by request  
• Complete application form in Common Technical Document (CTD) format 
• Electronic or paper  
• Canada has a 30 Day default period for CTA’s 
• CTA is required for Phase I,II and III trials 
• May proceed after 30 days if not contacted. 
• No objection letter (NOL) is sent by email 
• Currently on schedule – no delays 
Note: Need Ethics approval before proceeding with the trial 
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HC Guidance Medical Device ITA Consultation 

IN the CUE 
• Health Canada Guidance -  Applications for Medical Device Investigational Testing 

Authorizations Draft Oct 6 2017 closed for comment  
• A Review and revision of Medical Device Investigational Testing Authorizations (ITAs) was 

prioritized in Health Canada’s Action Plan - published in December 2018.  The Review is to 
include longstanding issues identified by all stakeholders (including the IMDRF) 

 
• Consultation is now OPEN 

• Question format  
• Comments to Health Canada Policy office by June 21, 2019 
• Comments should be from an organization and not an individual 
• Note that written feedback is public information 
 

Current Status of Guidance – unknown (is slated for Fall 2019) 
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Hot Topics and Emerged Issues 

Regulatory Compliance 

IP Management 

Navigation  

Research 
Licence 

Processing 
Time   

Participant 
Involvement 

Medical 
device 

Approval 
Processing 

time 

Storage and 
Security 

IP 
Supply Import 

Training of 
Research 

Staff 

New 
Indications 



 
Navigating the Regulations 



Clinical Trials BC 
Regulatory Programs and Resources for BC 

Audit and Inspection Preparedness Program (AIPP) 

Communities of Practice (ECOP) 

Compliance Education – Featured Lecture Series and Core Lecture Series  

Investigators Only Training  

Regulatory Guidance and Consultation  

Quality Management Systems (QMS) 

Inter-Provincial Regulatory Review  

Resource Bank 



Summary Points 

• It is important to be aware of the changing Canadian 
Regulatory Environment 

• 2019 focus on interpretation and note updates – Watch for the 
new Guidance documents 

• ICH, Health Canada, Clinical Trials BC, N2 and other agencies 
have resources for institutions and sites 

• More revisions coming… 



Thank You 
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Jean Smart, MGH, MDS, RAC 
Regulatory Affairs Officer 

BC Academic Health Science Network 
 

Clinical Trials BC 
jsmart@bcahsn.ca 
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