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Opening remarks 

We, the members of Health Canada’s external Science Advisory Committee on Health 

Products Containing Cannabis, were honoured to be asked by Health Canada to provide advice 

that would help shape regulations for health products containing cannabis in Canada.  We 

recognize the importance of providing recommendations on how Canadians can safely access 

potential products for the short-term treatment of minor ailments through a self-care 

framework. 
In recent years, there has been a great deal of interest within the medical and scientific 

community regarding the therapeutic potential of cannabis for human and veterinary health. 

Accordingly, the number of scientific publications has increased exponentially over the last two 

decades. This provided our Scientific Advisory Committee with a large body of literature to 

draw from in making our recommendations. However, the rapidly evolving science also 

provided a significant challenge in evaluating the quality and rigour of the available literature 

and interpretations regarding the conditions of use on which we were asked to provide 

recommendations. 

In human and veterinary medicine, the “gold standard” of evidence comes from 

randomized controlled trials (i.e. studies where participants are randomly assigned to receive a 

treatment or a placebo, often with the participant and/or investigator being blinded to which 

treatment they received). Observational studies (which do not provide an intervention) follow 

people using cannabis products over time and can also provide important information, 

especially on long-term harms or benefits. While several randomized clinical controlled studies 

assessing the use of purified CBD exist, these studies were for indications (such as for drug-

resistant epilepsy in children) that were not within the mandate of this committee.  Much of 

the research available on cannabis-containing products comes from observational or small-

scale and short-term studies that were not randomized or blinded. The study material also 

represented a wide variety of different cannabis preparations. Systematic reviews were helpful 

in providing an overview of available data, however, presented limitations as data summarized 

may not have been collected or analysed in a consistent manner, may not have reported details 

on the dose or type of cannabis exposure, or may not have accounted for different causal 
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factors or variables. This made it difficult to draw definite conclusions between the cannabis 

products and the study findings with respect to efficacy. We had to find a way to balance 

Health Canada’s need for science-based advice with applying rigorous scientific standards to 

our work. What became clear during our review of the literature is that this is a rapidly evolving 

field of research and the knowledge base to guide recommendations on the role of health 

products containing cannabis will increase dramatically over time. 

The committee took a cautious and conscientious approach in providing our 

recommendations to Health Canada.  We believe our recommendations strike a balance 

between the desire of Canadians to access health products containing cannabis without 

practitioner oversight (such as oversight from a physician or nurse practitioner) while ensuring 

public health concerns are addressed. As this is an evolving landscape, our recommendations 

are based on the information available as of March 2022 and should be revisited as further 

scientific and clinical evidence develops. In the meantime, our objective was to help provide a 

foundation for future high-quality research on health products containing cannabis and support 

decision-making for access to these potential products.  

It has been a pleasure serving on the Scientific Advisory Committee among Canadian 

experts in cannabis-based medicines. We feel it is important to be able to provide Canadians 

with the best possible advice to make well-informed decisions about their health and the health 

of their pets.  

 

With sincere gratitude, 

The Science Advisory Committee on Health Products Containing Cannabis 

Dr. Paula Brown, Co-Chair 

Dr. Richard Huntsman, Co-Chair 

Patti Bryant 

Dr. Nigel Caulkett 

Dr. Mary-Ann Fitzcharles 

Dr. Daniel Hurnik 

Dr. Lauren E. Kelly 
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Dr. Bernard Le Foll 

Dr. Karol Ann Mathews 

 

Background 

Regulatory context 

Canadians have been able to access cannabis for medical purposes, in the form of dried 

plant material, with the authorization of a practitioner since 2001 under various regulatory 

regimes.  In 2016 patients were allowed to purchase other types of cannabis products, such as 

oils, from licensed producers, with the authorization of a physician or nurse practitioner. This 

improved access for patients (including youth) for whom smoking dried cannabis is not a viable 

optioni.  

Since the Cannabis Act came into force in October 2018, Canadians have seen cannabis 

products become more available across the country. When cannabis for non-medical use was 

legalized and regulated in Canada under the Cannabis Act in 2018, adult Canadians could have 

in their possession the equivalent of up to 30 grams of dried cannabis without any 

authorization or oversight from a healthcare practitioner. Importantly, patients (including 

children) can still access cannabis products for medical purposes with an authorization from 

their health care practitioner. The cannabis products sold under both streams, whether for non-

medical or medical purposes, must meet the same quality-control standards of Health Canada’s 

Good Production Practices. Unlike health products (e.g. pharmaceutical medicines) authorized 

under the Food and Drugs Act (FDA), these products do not undergo a pre-market review for 

safety, efficacy and quality and therefore cannot make any health claims.  

Canadians also have access to prescription medicines derived from cannabis or 

analogues to cannabis (nabiximols and nabilone, respectively). Like all health products which 

make an authorized therapeutic claim, those containing cannabis are subject to the 

requirements of the FDA and are authorized with approved health claims supported by 

scientific evidence for safety, efficacy, and quality. Prescription drugs containing cannabis must 

also comply with Health Canada’s Good Manufacturing Practices for drug products to ensure 

drugs meet the quality standards appropriate to their intended use before they are 
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sold. Compliance with Good Manufacturing Practices is a requirement under the Food and Drug 

Regulations, which is different from the Good Production Practices for cannabis that are 

required under the Cannabis Act.  

Health Canada has approved the following prescription medications containing 

cannabis:  

 Sativex (Nabiximols), which contains tetrahydrocannabinol (THC) and cannabidiol (CBD), is 

an approved treatment for symptomatic relief of spasticity in adult patients with multiple 

sclerosis;  

 Marinol, contains synthetic THC only, and was approved to treat loss of appetite in AIDS 

patients and nausea from chemotherapy. This product is no longer available in Canada as it 

was voluntarily withdrawn from the market by its manufacturer;  

 Cesamet (Nabilone), contains a synthetic analogue of THC and has also been approved to 

treat nausea and vomiting for cancer treatment. * 

A full list of drugs authorized for sale in Canada is available on Health Canada’s Drug Product 

Database.   

 

National consultation 

Health Canada’s 2019 “Consultation on a potential market for health products 

containing cannabis” heard strong interest from Canadians and stakeholders in cannabis health 

products, including an interest in products containing CBD that could be bought and used 

without needing a physician or nurse practitioner to prescribe or oversee their use (much like 

widely available over-the-counter products). Although feedback received from Canadians 

indicated there was interest in these potential products for both human use and use in animals, 

respondents noted that more information was needed.  The report summarizing the feedback 

                                                           
* Synthetic cannabinoids, which do not exist in nature, are not affected by the 

legalisation of cannabis as it is not captured by the definition of cannabis under the Cannabis 
Act. Therefore Nabilone remains a controlled drug under the Controlled Drugs and Substances 
Act. 
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received from those consultations is available here.  

 

Creating the Scientific Advisory Committee 

During the consultations, Health Canada made a commitment to seek external scientific 

and clinical advice from independent experts, and subsequently created the committee, with 

nine members to look at the evidence that exists with respect to the potential therapeutic 

benefits of cannabis for human use. A subcommittee was also created to look at health 

products containing cannabis intended for animals. Member biographies summarizing their 

expertise are available on the committee webpage.  

Because discussions and recommendations were to reflect independent, professional 

opinions and expertise, committee members were all volunteers. However, the work was 

supported by a secretariat of Health Canada staff, who also attended meetings to provide 

technical support and answer administrative questions that might arise. The meetings were led 

by two co-Chairs and were held online through video calls on a regular basis, the first in 

November 2020. 

The committee’s Terms of Reference stated that the mandate was “to support the 

development of appropriate safety, efficacy, and quality standards for health products 

containing cannabis, including the conditions under which these products would be suitable to 

be used without practitioner oversight.” The committee was established to provide advice to 

support Health Canada’s decision-making and was encouraged to reach a consensus in 

providing advice whenever possible. When a consensus was not possible, recommendations 

were to reflect the diversity of opinions and/or lack of consensus. Where there was 

disagreement, members were asked to ensure their opinions were noted and clarified. 

To ensure the integrity of the committee’s advice, Health Canada and an external 

conflict of interest advisor assessed nominee applications for any potential risk of conflict of 

interest as part of the selection process. Once members were selected, the committee 

established a process for managing any potential risk of conflicts of interest. Throughout the 

committee’s lifespan, members were asked to provide updated declarations of affiliations and 

interests and declare any factors that might potentially affect member opinions or advice. 
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Health Canada and an external conflict of interest advisor, assessed members' affiliations and 

interests, as they applied to agenda items for discussion. If a potential risk was determined by 

the external conflict of interest advisor, then the member’s participation would need to be 

restricted. All declarations were assessed in consultation with an external conflict of interest 

advisor and there were no declarations received that restricted any member’s participation.  It 

was also important to the committee and to Health Canada to be transparent with this process, 

so members’ declarations of affiliations and interests were made publicly available here. 

Scope of work  

Health Canada outlined four objectives for the committee:  

 Assess the evidence regarding the safety, efficacy and quality of cannabis, including 
specific phytocannabinoids such as cannabidiol (CBD) or Delta-9-tetrahydrocannabinol 
(THC), when used for therapeutic purposes for short-term minor ailments and provide 
advice on the harms, uncertainties and the possible benefits of using cannabis for 
therapeutic purposes;  

 Outline information Health Canada should consider when deciding whether products 
can be used for self-care without practitioner oversight, and suggest ways to deal with 
gaps in information for making that decision; 

 Explain issues with cannabis that should be considered as Health Canada determines the 
recommended dosage thresholds and the conditions when cannabinoids can be used 
without a practitioner’s oversight; and, 

 Suggest priority areas and considerations for the research and medical community on 
potential therapeutic uses of cannabinoids.  

 

What are cannabinoids? 
 The cannabis plant contains hundreds of chemical substances; more than 100 of them 

are known as cannabinoids which affect how cells in the brain and body behave and 
communicate with each other.  

 Cannabinoids derived from the cannabis plant can sometimes be referred to as 
phytocannabinoids.  

 THC, one of the commonly known cannabinoids, is responsible for causing the “high” 
or intoxication.  

 CBD is one of the most abundant cannabinoids and is found in different varieties of 
the cannabis plant, including hemp. Although CBD is not intoxicating, it can have 
effects on the brain and the nervous system.  
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 When the Cannabis Act came into force, all phytocannabinoids were listed on Health 
Canada’s Prescription Drug List, which means any health product containing cannabis 
or cannabinoids that makes a health claim requires a prescription.  
 

 

Early in the committee’s work, members decided to focus exclusively on products 

containing CBD, given the mandate for short-term self-care use. The committee made this 

decision as more research and evidence is available about the safety and potential therapeutic 

uses of CBD than for other minor cannabinoids, and because CBD was identified of interest 

during Health Canada’s 2019 public consultation. There was also full consensus among 

members that any cannabinoid which causes intoxication and poses a risk of addiction, such as 

THC, would not be suitable for self-care in a non-prescription health product.  

The committee found much variation in the types of cannabis products available that 

contain CBD and among those used in research studies and therefore focused the scope of their 

investigation by defining CBD preparations where:  

 CBD is 98 per cent or more of the total cannabinoid content of the preparation. 

 Any cannabinoids other than CBD must be only those naturally found in cannabis and 

together equal no more than two per cent of the total cannabinoid content of the 

preparation.  

 THC content must not be more than one per cent of the total cannabinoid content. 

 

This definition included purified CBD, CBD isolate, CBD-rich cannabis extracts and synthetic CBD 

((-) enantiomer only, meaning the form of CBD produced naturally in the cannabis plant) † 

which meet these criteria.  

It is important to note this definition and the recommendations are meant to inform 

Health Canada’s decision-making to develop a potential pathway for non-prescription health 

products containing cannabis and that this definition does not apply to currently available CBD 

                                                           
† The positive (+) enantiomer interacts with the endocannabinoid CB1 receptor found in human brain cells 

and could potentially cause intoxication.  
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products. The goal was to establish a single definition that would provide a baseline from which 

measures and comparisons could be made to support committee deliberations.  

 

Part 1—Considerations for health products containing CBD for 

human use 

 
Parameters for the review of CBD for human use 
 Committee review of information and advice provided is targeted for the healthy 

adult population, whom the committee defines as individuals over the age of majority 
(i.e. legal age determined within a jurisdiction) without any significant underlying 
medical condition and who are not taking any other medications that have potential 
to interact with CBD.  

 
 The committee unanimously agreed it would not be appropriate to give any products 

containing CBD to individuals who are pregnant or breastfeeding, children, 
adolescents or youth under the age of majority without practitioner oversight. 
Therefore, the recommendations in this report should in no way be considered to 
apply to them.  
 

 

Committee approach to its work 

With the assistance of the secretariat, the committee began by: 

1) Reviewing and approving the mandate of the committee, as well as the roles and 

responsibilities of committee members and co-Chairs. 

2) Establishing a work plan and schedule to ensure our mandate was met in a timely 

manner. 

3) Establishing conflict-of-interest guidelines. 

4) Establishing guidelines for reaching consensus, and actions for when consensus could 

not be met. 

 

Members considered a collection of approximately 1,500 sources of information related to 

their mandate, including relevant publications, adverse reaction information and clinical trials.  
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In an effort to provide committee members with a general overview of the available 

information, an extensive literature search of secondary publications was conducted for 

literature reviews, meta-analyses, scoping reviews, systematic reviews, and reports available in 

the last 10 years. The search was focused on information related to the safety, efficacy and 

quality standards for cannabis (including products containing cannabis or cannabinoids), 

particularly when used for health-related purposes.  

In addition, other types of publications that contain information related to the committee’s 

mandate were reviewed including consultation reports or reports published by international 

regulators. This included relevant information on products authorized in other jurisdictions 

outside of Canada, such as Epidiolex, which is a prescription CBD product used to treat seizures 

associated with Lennox-Gastaut syndrome, Dravet syndrome or tuberous sclerosis complex.   

Members also considered information on adverse reaction reports of cannabis-based drugs 

approved for use in Canada which were retrieved through the Canada Vigilance Database.  

Relevant information on clinical studies listed in the U.S National Library of Medicine’s 

ClinicalTrials.gov database were also considered.  

A number of speakers provided information on relevant issues, including presentations by:  

 Representatives from Health Canada, which provided background information on 

cannabis, prescription drug and natural health product regulations and other 

information relevant to the committee’s work. 

 International groups, including the Australian Therapeutic Goods Administration, the 

World Health Organization and the National Academies of Sciences, Engineering and 

Medicine, which provided invaluable insight into the state of evidence and how other 

jurisdictions approach cannabis regulations. 

 

The committee members assessed the key information based on both their expertise and 

several key factors. These factors were shaped by the mandate objectives and the standard 

principles Health Canada considers during its drug approval process, and were therefore 

focused on safety, efficacy, quality and post-marketing considerations. For questions where 

members identified gaps in the committee’s expertise, such as in public health and 
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epidemiology, the committee consulted external experts.  The committee’s recommendations 

are therefore based on the totality of members’ expertise, members’ assessment of available 

research and all meeting deliberations. 

  

Information gaps on the use of CBD in health products  

The lack of high-quality research on the safety and efficacy of cannabis when used to treat 

minor health problems led the committee to be particularly cautious in its conclusions around 

safe use for the healthy adult population. Much of the literature reviewed on clinical trials 

focused on the drug-resistant epilepsy population and other complex health care needs outside 

the scope of our mandate. All members agreed that safety data on CBD use are missing for key 

groups of patients who could be at risk, including: 

 Young adults (between the ages of 18-25), due to the unknowns regarding the potential 
impact of CBD on the developing brain; 

 Individuals with co-existing psychiatric conditions, because of CBD’s influence on the 
brain; 

 Elderly people, who are more likely to be on several medications, are more susceptible 
to falls, and who may metabolise CBD differently, which would require different doses; 

 Individuals with underlying medical conditions or taking medication; 
 People with liver disease or damage, as they may not be able to clear CBD from their 

body easily; 
 Pregnant and lactating individuals, although much remains unknown about the potential 

effects of CBD on the developing child and impact on milk production/quality, there is 
emerging evidence that CBD may have a harmful effect on fetal development in animal 
modelsii; 

 Individuals with allergies to cannabis or other non-medicinal components contained in 
the CBD preparation (such as the carrier oil);  

 Certain ethnic groups and Indigenous Peoples, as genetics can play a role on how CBD 
and other cannabinoids affect the body; and 

 People who identify as LGBTQ2+ — because potential gender-based impact of CBD use 
has not been assessed. 

 

Overall, research on the safety and tolerability of CBD has not sufficiently evaluated sex, 

age, gender and diversity-based variables. Although there is long-term data (up to two years) 

for Epidiolex, there are other elements that remain unknown pertaining to the safety of long-

term use of CBD. Further information is also required for potential drug interactions with CBD 
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and commonly used medications.  

 

Safety 

What amount of CBD is safe without oversight from a doctor or nurse practitioner?  
 

There is little scientific evidence on the safety of CBD taken long term, but the committee 

unanimously agreed CBD is safe and tolerable for short-term use (a maximum of 30 days) at 

doses from 20 milligrams per day (mg/day) to a maximum dose of 200 mg/day through oral 

administration (i.e. by mouth via capsules or oils) for healthy adults provided they discuss the 

use of any other medications with their pharmacist. According to the committee’s definition of 

CBD preparations, the committee also noted that if an individual took up to the maximum dose 

of 200mg/day, the maximum amount of THC that is absorbed into the blood stream and 

reaches the brain would potentially be too low to cause appreciable psychotropic effects for 

most people.‡iii § 

There is not enough evidence to support that long-term use of CBD is not harmful for 

people, even at doses lower than 200 mg/day.  The committee agreed that should a consumer 

need to use a health product made with CBD for more than 30 days, this would suggest a more 

serious condition, where a health care practitioner, such as their physician, should be 

consulted.  

 

Recommendation A 

The committee unanimously agrees CBD is safe and tolerable for short-term use (a maximum of 

30 days) at doses from 20 milligrams per day (mg/day) to a maximum dose of 200 mg/day via 

                                                           
‡ The term psychotropic refers to any effect on mental activity including mild effects such as drowsiness or 

dizziness. 
 There are data that show many people can tolerate taking a much higher dose, potentially up to 800mg/day. However, 

evidence showed those high doses are used to treat conditions such as epilepsy, which require oversight by health-care 

professionals, so they are not appropriate for self-care, where the lower dose remains recommended.  
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oral administration for healthy adults provided they discuss the use of all other medications 

and substances used with their pharmacist.   

 

It is important to emphasize that this recommendation would not apply to vulnerable 

patient populations. Committee members were particularly concerned that many people 

interested in using non-prescription health products with CBD may be taking other medications 

that might have an interaction with CBD. This is especially important as there is very little 

information on the safety of CBD when taken with other medications, and potential for many 

CBD-drug interactions which is a safety concern. For those reasons, it is recommended that 

clear precautionary statements on potential interactions between CBD and other drugs must be 

issued with products. 

Due to concerns with the unknowns regarding CBD use in pregnancy and potential 

consequences on the development of the fetus, the committee unanimously recommended 

warnings state that health products containing CBD should not be used in individuals who are 

lactating, pregnant, or planning to become pregnant. Additional precautionary statements 

would also be recommended for people with allergies or hypersensitivity to cannabis or 

cannabinoids. The committee agreed that these are key priority areas where research is 

urgently needed and not available yet to support safe CBD consumption. 

 

Recommendation B 

The committee strongly recommends that all health products containing CBD should carry 

statements on potential interactions between CBD and other drugs or alcohol, and should not 

be used for individuals who are pregnant, lactating, or considering pregnancy, or people with 

allergies or hypersensitivity to cannabis, cannabinoids, or other components of the 

manufacturing process. 

It is also strongly recommended that a warning be prominently placed on the product label and 

insert which states that due to the potential of harmful effects of CBD products on fetal 

development, this product should not be used by individuals who are pregnant, considering 

pregnancy or breastfeeding.  
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The committee also noted that there are still a lot of unknowns regarding how different 

forms of CBD are absorbed by the body. Evidence is growing, however, especially for CBD given 

orally. As such, members restricted their current advice to CBD products given orally.  

Specifically, members were concerned about variations in the bioavailability of CBD 

depending on its dosage form (as the body absorbs CBD differently depending on the route of 

administration and the form it comes in). Accordingly, the maximum daily safe dose of CBD 

would be different depending on how CBD is taken. For instance, inhaled CBD goes directly into 

the bloodstream through the lungs and takes effect quickly, although this can vary depending 

on the mechanism of inhalation (e.g. deep breaths, breath-holding, etc.). Given the risks and 

additional harmful chemicals associated with smoking and unclear risks of vaping, the 

committee does not recommend these types of products for CBD delivery. When CBD is taken 

orally, such as a capsule or drop, it is absorbed through the digestive system, which can take 

more time and impact the amount absorbed. When pure CBD oil is applied to the skin, such as 

in a cream, very littleivv is able to penetrate beyond the most superficial layers of the skin.  In 

order to penetrate deeper tissues, such as the joints or tendons, different transport mediums 

can be used. Therefore, CBD can be absorbed very differently depending on other ingredients 

present in the cream such as excipients.**  

  

What do we know about the side effects of CBD?  
 

Any drug or natural product can trigger an adverse reaction in some people and CBD is 

no exception. CBD also interacts with the body in a complex way, and its effects can differ 

among individuals. Its effects can also be influenced by many factors, such as underlying 

medical conditions, other medications and history of cannabis use. Serious side effects 

(requiring hospitalization) and non-serious (such as brief, mild drowsiness) have been reported 

at various doses of CBD administered orally, including those less than 200 mg/day. Reported 

side effects include:  

                                                           
** Excipients are substances formed alongside an active ingredient of a medication, such as diluents, 

preservatives, fillers, colouring or bulking agents. 
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 Confused thinking 
 Nausea 
 Decreased appetite 
 Dry mouth and eyes 
 Drowsiness and excess sleeping 
 Lack of energy 
 Liver function abnormalities 
 Effects on driving 
 Changes to how prescription drugs act in the body 
 Physical reactions caused by two drugs mixing in the body  

 
Because side effects can happen even at very low doses, any use of CBD needs to be 

approached with caution. 

The committee found only limited reports of serious and enduring side effects for CBD 

doses below 750-800 mg/day of CBD, when CBD is taken orally (in capsules or drops) for a short 

time by healthy adults who are not taking any other medications. However, while it is known 

that the risk of side effects tends to increase with higher doses, there is very little data on the 

safety, tolerability or potential risks associated with CBD doses above 800 mg/day. How CBD 

may interact with other drugs or alcohol, especially at these higher doses, is also unknown. 

Therefore, the committee agreed doses above the recommended dose of 200mg/day would 

not be appropriate for self-selection and that the lack of information of risks associated with 

higher doses makes it particularly important to emphasize the risk of taking more than the 

recommended dose of CBD or mixing CBD with other drugs or alcohol. Committee members 

recommended that packages have clear dosing instructions and warnings of potential side 

effects that emphasize side effects can be worse at higher doses. Some members suggested 

limits on how many doses could be sold in one package and how many packages could be 

purchased at once, to lessen the risk people could take enough CBD to cause serious side 

effects.  

 

Recommendation C 

The committee recommends that packaging for health products containing CBD should have 

clear dosing instructions and warnings of potential side effects, emphasizing that side effects 

can be worse at higher doses.  
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Is CBD habit forming? 
 

All members of the committee agreed research shows CBD alone is not habit forming, 

which reflects a similar finding reached in a recent CBD review done by an expert committee of 

the World Health Organization (WHO)vi. The WHO expert committee identified CBD as non-

addictive, not associated with potential human abuse and found no case reports of abuse or 

dependence related to pure CBD. The committee agreed unanimously that there is a very low 

risk CBD could be abusedvii, because it does not cause intoxication. Some members noted that 

the maximum amount of THC (2mg) in a 200 mg/day dose of CBD products meeting the 

committee’s definition would be too little to cause intoxication. It is unlikely that people would 

take these products for a desired intoxicating effect, however over-consumption of CBD could 

lead to unpleasant but minor side effects such as diarrhea.  

The committee also reviewed literature exploring the interactions between CBD and 

THC and found that while there are some negative reports regarding CBD interactions with 

inhaled or injected THC (a route of administration used in experimental studies), there is some 

evidence, although not substantial, which indicated that CBD may counteract the ability of THC 

to cause a highviii. Nonetheless, it is another reason to support consideration of limits on 

package sizes and on the number of packages that can be purchased at one time.  

It was mentioned that some people might try to use CBD to reduce their consumption of 

opioids or alcohol or other substances, as there are some early and ongoing studies ixxlooking 

into CBD’s potential to help treat these substance use disorders and reduce opioid 

consumption. The committee agreed more research in this area is urgently required and 

recommended that non-prescription health products containing CBD should carry a warning 

that they are not intended for that use.†† 

 

Recommendation D 

                                                           
†† Addiction, alcoholism or substance abuse are included within Schedule A of the Food and Drugs Act and 

as a result are not a suitable claim for a non-prescription or natural health product.  
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CBD is not habit forming, however, the committee recommends that health products 

containing cannabis should carry a warning to clarify they are not intended to help reduce 

consumption of opioids or alcohol as there are no definitive studies that have validated its use 

for those indications.  

 

What are the considerations and risks for public health? 
 

The use of CBD comes with a number of safety issues and unknowns, including a lack of 

research on long-term use, possible side effects, potential interaction with other drugs and the 

risk consumers may not use a product as intended. These are compounded by an overall lack of 

science communication and early education strategy on cannabis, cannabinoids and 

therapeutic uses. Additional concerns include the risk of children unintentionally ingesting CBD 

products, the use of CBD products by understudied populations and pregnant or breastfeeding 

individuals, and the possibility that serious diagnoses may be missed due to patients treating 

symptoms on their own without consulting a health professional. 

As Health Canada learned from its consultation, Canadians are interested in using CBD 

for therapeutic purposes, but there is a wide range of misinformation about CBD, which poses a 

risk to public health. Committee members all agreed that to counter that, public education 

about non-prescription health products containing CBD would be necessary to support 

informed decisions by consumers. It is recommended that information in an accessible form 

from credible sources that is frequently updated should be readily available to the public, as 

well as for health care practitioners, on CBD’s possible benefits, risks and the gaps in the 

available data. This recommendation also applies to information regarding the safety of CBD 

during pregnancy and lactation. Similarly, information on the safety and efficacy of potential 

products should be publicly available once authorized for sale by Health Canada. Instructions 

for dosages and use, warnings about possible side effects and other potential risks of using CBD 

for self-care should also be clearly indicated. It is particularly important that these products 

meet the extensive labelling and testing requirements appropriate for health products. This 

would help ensure they are not used interchangeably or mistaken by consumers with products 
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available in the recreational cannabis market, which are subject to different labelling and 

testing requirements and are not authorized to make health claims.  

 

Recommendation E 

The committee recommends that the approval of health products containing CBD should be 

accompanied by public education to explain possible benefits and risks, information on safety, 

and on gaps in research knowledge around the non-prescription use of CBD.  

 

Efficacy 

For which minor indications is there evidence that CBD may be effective? 
 

Many of the indications for which there is stronger evidence, such as epilepsy, are 

serious medical conditions that require oversight from a practitioner and were outside the 

scope of the committee’s mandate. The committee agreed to focus their efforts based on the 

available information and the main indications of interest identified by consumer respondents 

in the 2019 Health Canada consultation report. Subsequently, committee members focused 

their review on the following indications: 

 relieving minor symptoms of stress and nervousness; 

 promoting sleep; and 

 relieving minor pain.  

After considering the research related to the effectiveness of CBD for these three 

indications, the committee agreed unanimously there is some early evidence CBD may be 

effective for the short-term (less than 30 days) treatment of mild symptoms associated with 

stress and nervousness.  However, the committee also agreed there is not yet enough scientific 

or clinical evidence to support or refute the short-term use of CBD-based products for either 

promoting sleep or relieving minor pain. Preliminary evidence on CBD’s effect on sleep suggests 

it changes depending on the amount taken: while higher doses appear to promote sleep, lower 

doses can delay itxi. More serious conditions—severe anxiety, severe pain, and diagnosed 
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insomnia— require practitioner supervision and are therefore not appropriate as non-

prescription treatments. 

 
 
Factors to be considered to determine dosage 

 

Setting the therapeutic dose for any drug is dependent on what the drug is supposed to 

do, how the drug works, the way it is administered and the amount given (which in the case of 

cannabis products might start low and increase slowly over time). The characteristics of the 

individual taking the drug also needs to be taken into account (such as sex, previous exposure 

to cannabinoids, weight, metabolism, ethnicity and age).  The limited research on CBD 

indication-specific considerations (for minor indications) made it particularly difficult for the 

committee to make dosing recommendations. Although the committee agreed to a safety limit 

of up to 200mg/day via oral administration, all members agreed that based on the evidence, a 

general dosage range of CBD could not be defined that would be effective for all types of 

products, all their uses and everyone who might use it. Limited and inconsistent evidence made 

it difficult to set a general dosage range where CBD would have a therapeutic effect for 

treatment of either minor pain, nervousness or promoting sleep. Members discussed potential 

reasons for limited evidence and agreed that one challenge in studying cannabis products is 

due to the current regulatory environment which does not incentivize cannabis companies to 

conduct rigorous clinical and pre-clinical studies. The small number of studies available cannot 

account for the different ways CBD is currently used, making a recommended dose range 

difficult to determine. The evidence on dosing for promoting sleep was more consistent than 

for the other two conditions, suggesting effective doses range between 150-200 mg/day, but 

evidence was still insufficient. 

Members did, however, all agree that there is an absence of data on acute harms of a 

maximum daily dose of 200 mg when used in the short term. Limited epidemiological evidence 

also indicated that doses below that amount (even as low as approximately 20mg/day) may 

have therapeutic potential.  
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The committee urged caution when considering potential CBD dosages because most 

dosing limits and ranges do not account for the possible interactions between CBD and other 

drugs a person might take which could result in adverse effects. 

Dosing recommendations must always consider what the product is being used for and 

allow for variation in effective doses among individuals.   

 

Post-market considerations 

Health professionals and researchers use the term “adverse reactions” to describe 

undesirable effects, injuries or complications, which occur as a result of a treatment or the use 

of a health product. Adverse reactions can result from the drug itself or as a result of 

interaction with other drugs. Reporting adverse reactions, and tracking their frequency and 

severity are essential steps that allow researchers, practitioners and governments to adjust 

recommended uses and doses and issue warnings of potential risks to improve the safety of 

drugs and health products.  

Most practitioners are aware of adverse-reaction reporting, however, getting individuals 

to report adverse reactions with a self-care or non-prescription product can be more 

challenging. The committee agreed that increasing awareness about adverse reaction reporting 

was an important consideration for these products, and encouraging more reporting would also 

support data collection for the research community. The committee recommended investing in 

further reporting systems that balance the need for real-world safety data with the burden of 

completing adverse reaction reports. The committee identified product labelling as an 

important tool that could be leveraged to encourage patients to report adverse reactions. 

Having more, innovative and easy-to-use options for the public to report adverse reactions such 

as through a website link, Quick Response (QR) code, or a toll-free number, could encourage 

reporting in the non-prescription space. Additionally, the same platforms designed for reporting 

adverse reactions could be effective tools for giving consumers information on individual 

products and providing credible information on cannabinoids and cannabis more generally. 
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Recommendation F 

The committee recommends that: 

 Labels on health products containing CBD should encourage consumers to report 
adverse reactions that result from using the product by offering multiple, easy-to-use 
reporting options. All platforms and resources for reporting adverse reactions should be 
designed to ensure equitable access for the wider Canadian community. 

 Health products with CBD should be packaged in boxes, so an insert with key details on 
the product can be included with every sale. 

 Consultation with a pharmacist should be encouraged if taking other medications, 
therefore health products containing CBD should only be available in pharmacies.  

 

Committee members unanimously recommended there should be a requirement that over-

the-counter health products containing CBD are packaged in boxes, so an insert with key details 

on the product can be provided to the consumer. Current health product labels can be difficult 

to read, due to small font sizes, and do not always provide sufficient space for all the required 

information pertaining to the product.  Inserts packaged within the boxes would be able to 

ensure that all the critical product information, such as information on adverse event reporting 

or warnings, is provided to the consumer. 

The committee had a considerable discussion regarding the uncertainties and gaps in 

evidence around the safety and efficacy of CBD and agreed that the lack of high-quality 

information warranted a cautious approach for non-prescription access.  Other concerns raised 

pertained to the risk of having products accessible to youth, potential drug-drug interactions 

with commonly used medications, as well as the risk of potential confusion with products 

available on the recreational cannabis market. Although the recommended dosage of no more 

than 200mg/day of CBD was considered to be safe for use by healthy adults without oversight 

from a physician or nurse practitioner, committee members unanimously agreed that 

consultation with a pharmacist should be encouraged if taking other medications to support 

patient safety and informed consumer decision-making. Pharmacists would be able to flag 

potential drug interactions and explain dosing, as well as encourage patients to read the 

product insert and reinforce the importance of reporting adverse reactions. Recommending 

pharmacists to advise on health products made with CBD would limit the sale of these products 
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to pharmacies, but would help ensure the product is used in a way that is aligned with the 

available scientific and clinical evidence.  

 

Appropriate evidence standards 

Are existing evidence requirements sufficient for CBD? 
The evidence requirements maintained under Health Canada’s Food and Drugs Act for 

health products could also be applied for potential non-prescription CBD products. The 

committee agreed safety, efficacy and quality requirements developed for potential non-

prescription CBD health products could be modelled on those used by Health Canada’s Natural 

and Non-prescription Health Products Directorate as this provides the best mechanism for 

Health Canada to assess and regulate non-prescription or natural health products containing 

CBD. The Food and Drug Regulations outlines the necessary controls to authorize non-

prescription products by ensuring the scientific evidence provided supports the safety, efficacy 

and quality of the product and maintains evidence requirements to support authorized health 

claims. Rules are also in place to maintain manufacturing, packaging and labelling 

requirements.  

Different classes of natural health products also require clinical evidence on safety, 

efficacy and robust quality standards. The Natural Health Products Regulations outline 

requirements for how clinical trials with natural health products must be conducted, which 

would allow flexibility for these types of products while still requiring consistent evidence 

standards.  The Natural Health Products Regulations standards for setting dosages and outlining 

uses could also be applied to CBD products as defined within this committee mandate. 

 

Other considerations for quality requirements 
 

The committee recommended the need for consistent quality standards and 

requirements to ensure Canadians have access to non-prescription drugs containing CBD of 

consistent quality.  Additionally, the committee identified the following product-specific 

elements to consider when setting quality requirements for health products containing CBD: 

 The source of the product, including the cultivar or variety and its country of origin.  
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 All other phytocannabinoids and terpenoids present in the product and their 

concentrations. 

 The total carboxylated and decarboxylated forms of the CBD (these different forms may 

have different effects on the body). 

 Which solvents were used to extract the cannabinoids from cannabis, how much of 

them remains in the product and the type of extraction. This is particularly important as 

some solvents can be toxic at certain levels. 

 Allergens (e.g. some individuals with tree nuts allergies may cross-react to fractionate 

coconut oil). 

 

Part 2 – Considerations for animal use  

Creating the subcommittee on animal health 

The veterinary subcommittee was launched in January 2021, with three members who 

are experts in animal health; and was led by one of the full committee’s co-Chairs. The 

subcommittee was given the same four objectives as the full committee, adapted for veterinary 

consideration. In addition to reviewing what evidence there is for whether cannabis health 

products might be safe and effective for animals, the subcommittee had to establish the 

available evidence by species. Subcommittee members also discussed potential food-safety 

considerations, in particular, whether treating animals with cannabis compounds might pose 

risks to human health given that it might be transferred into the human food chain. 

The subcommittee followed the same conflict-of-interest guidelines and took the same 

approach to meetings as the full committee, starting by establishing a work plan to guide their 

efforts, discussing key factors and working by consensus. The subcommittee also received 

information from: 

 Health Canada representatives on the requirements for veterinary drugs and drug-

approval frameworks. 
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 Canadian Food Inspection Agency on food safety in the context of cannabis, animal-

health products and animal feed.  

 

Scope of work 

In addition to the review of the scientific literature available on use of cannabis in animals, 

gathered and summarized by an external consultant, the subcommittee members also 

reviewed, and submitted scientific literature for the safety and efficacy of CBD in animals. 

Based on the evidence, the scope of the subcommittee’s work was narrowed to focus on CBD, 

as the full committee had done for its work on humans. Specifically, the subcommittee 

considered CBD preparations in an oil dosage form for oral administration, for which there is 

the most evidence available.xii 

 Similar to the broader committee, the subcommittee created its own definition of CBD to 

support deliberations and draw conclusions about the evidence in a consistent manner, and 

defined CBD where it comprises 98 per cent or more of the total cannabinoid content and THC 

is less than 0.3 per cent of the total cannabinoid content. Based on how products were defined 

within the available studies for animals, the THC limit of less than 0.3 per cent was identified to 

be consistent with the definition of industrial hemp used under the Cannabis Act. This limit 

differentiates cannabis plants for agricultural use versus those for human consumption. 

 

Safety 

What do we know about the safety of CBD use for animals?  
The subcommittee looked at safety evidence for health products with CBD by species of 

animal (noting that few animals have been the subject of cannabis research). There was 

unanimous agreement that there was not enough evidence to consider the non-prescription 

use of CBD in horses. Members also discussed concerns with the use of CBD in food-producing 

animals, because so little is known about the extent to which residues would impact the human 

food chain. There are no guidelines, for instance, on acceptable maximum residue limits 
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(MRLs)‡‡ for CBD and other phytocannabinoids in animals, which may end up within the food 

chain or exported internationally. Due to this factor, the use of CBD or cannabis in food-

producing animals was not considered within the subcommittee’s scope of work.  Should there 

be an inadvertent administration of cannabis products to animals destined for the food chain, 

the subcommittee suggested the need to establish MRLs. This would also add clarity to the 

potential development of such products intended for food animals.  

Members agreed that while there is some evidencexiii regarding the safety of CBD use in 

cats, the available evidence is insufficient to draw any reliable conclusions or provide any 

specific recommendations.  

Members agreed that there are significantly more studies done in dogs than other 

companion animals. Based on the available information, members agreed that CBD is 

considered safe for dogs when administered at very low doses between 0.2-2 mg/kg taken 

orally twice a day.   

 

Recommendation G 

Among the evidence available for CBD use in companion animals, subcommittee members 

agreed that there was only sufficient safety evidence for CBD use in dogs. Specifically, when 

administered at very low doses between 0.2-2mg/kg orally twice daily.  

 

Efficacy 

For which indications could dogs benefit from use of CBD? 
Subcommittee members unanimously agreed that the only health issue for which there 

is sufficient evidence regarding the efficacy of CBD is for the treatment of pain associated with 

osteoarthritis in dogs (although there is some evidence it can work to relieve some other forms 

of chronic pain in dogs). There is some promising early evidence for dogs, that CBD might work 

to promote calmness, treat nervousness, rashes and limit aggression, but data was not strong 

enough to support recommendations for use.  

                                                           
‡‡ The residue limit is the length of time required for food producing animals to clear their system of any 

cannabis residue to a level considered safe for human consumption.   
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Although uncontrolled observational consumer and veterinary reports suggest CBD 

administration helps control seizure frequency in dogs, there are limitations with this type of 

self-reported data (such as bias or inconsistent data measurement).  Other than observational 

veterinary and owner commentary, there is no scientific evidence that CBD administration 

reduces anxiety in dogs (or in cats), reduces phobias or helps with sleepxiv. 

Most information on using CBD in cats also comes from observations by veterinarians 

and animal owners. There is some evidence on the effectiveness of CBD for cats, including 

studies of treating pain associated with osteoarthritis, chronic pain, mild anxiety, lower urinary 

tract inflammation, gastrointestinal inflammation and chronic gingivostomatitis (an infection of 

the mouth and gums). However, the subcommittee members concluded the evidence is not 

sufficient to provide a recommendation at this time.  

 

Recommendation H 

Subcommittee members agreed there was sufficient evidence regarding the efficacy of CBD for 

the treatment of pain associated with osteoarthritis in dogs, however insufficient information 

to recommend a specific dose. 

 

Suitability 

Is CBD suitable for use in dogs without veterinarian oversight? 
The subcommittee members concluded that CBD is considered appropriate for possible 

use only for dogs suffering pain associated with osteoarthritis. However, they agreed any CBD 

product for that purpose should be accompanied by a confirmed diagnosis of osteoarthritis 

from a veterinarian. 

That was linked to the subcommittee members’ concern that some level of interaction 

with a veterinarian should remain a requirement for any use of CBD in dogs until more 

thorough safety and efficacy data is available, including information on proper dosing for 

specific indications and potential interactions with other drugs. The use of cannabis or 

cannabinoids with other medications should always require consultation with a veterinarian 

prior to use. 
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To help ensure pet-owners do consult veterinarians, the subcommittee suggested CBD 

products be sold only in veterinary clinics, for specific conditions diagnosed by a veterinarian.  

 

Other conditions of CBD use in animals 
The subcommittee recommended products should be sold in a box with an insert giving 

dosing details and other information. The label should state that the product should only be 

used if a veterinarian has diagnosed the animal’s condition and discussed possible use of CBD 

(including its benefits and risks) with the owner. Members noted that labels should indicate 

relative contraindications and that any CBD product should not be used in dogs with liver 

function impairment or severe heart disease, or used in dogs who are breeding, pregnant or 

lactating, or immature. 

 

Recommendation I 

 The subcommittee recommends that any CBD product that it is intended only for dogs 
should have a confirmed diagnosis of osteoarthritis from a veterinarian. 

 Until more safety and efficacy information becomes available, pet-owners should consult a 
veterinarian prior to administering CBD to their pets.  

 

Part 3 - Considerations for the research and medical community 

Research considerations for human use 

Most of what is known about CBD safety and efficacy is drawn from studies focused on 

serious conditions that would require practitioner oversight, such as for epilepsy or severe 

psychiatric illnesses. The data available on how CBD may promote sleep, or help with symptoms 

associated with nervousness or mild pain, tends to be secondary in nature and were not what 

the studies were designed to investigate. Therefore, these outcomes are identified as 

observations from studies where a severe condition is the primary focus. That makes it difficult 

to draw conclusions from them on how the results would apply to a healthy adult population.  

Most of the pain studies combined CBD and THC or added CBD to opioid treatment for 

severe chronic pain, which made it difficult to distinguish the effects of CBD.  
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Recommendation J 

The committee recommends that high-quality clinical research into the safety and efficacy of 

cannabis, CBD and other phytocannabinoids, should be further supported by governments and 

funding agencies.  

 

Studies also used CBD products of different quality and product type, and the doses 

tested varied.  Further information is needed on different routes of administration such as for 

CBD creams and ointments, which are administered topically, for example. In many instances, 

the cannabis product being investigated in a study was not defined which made it difficult to 

draw conclusions regarding the committee’s definition of CBD and made comparisons between 

studies challenging. There were limited randomized placebo-controlled trials, and among the 

information available, many of the studies were comprised of a small number of participants. 

This lack of consistent quality data limits the ability to draw clear conclusions. 

Furthermore, committee members also discussed the barriers currently in place in 

Canada to conduct this type of research and agreed that implementing a less complex 

regulatory framework and providing easier access to quality products to conduct studies would 

support the research community.  

As mentioned throughout this report, the committee’s review and discussions revealed 

numerous gaps in research evidence on CBD and cannabis in general.  These gaps, which should 

be made priorities for research, include: 

 

 Long-term safety data, including from studies of people using cannabis products over 
time; 

 Potential interactions between cannabis health products and other medications 
(including for use in animals); 

 Bioavailability and safety data for delivery formats other than by mouth; 
 Safety and efficacy data for people with unique risks and understudied populations, 

including the elderly, individuals with liver damage, ethnic populations, Indigenous 
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peoples, pregnant and lactating individuals, children and young adults (particularly 
between 18-25 years of age), people who identify as LGBTQ2+ or two-spirited, and 
individuals with certain mental and psychiatric conditions; 

 Appropriate dosing; and 
 Studies focused on effective treatment of minor health problems. 

 

Research considerations for use in animals 

The subcommittee on animal health noted that more scientific evidence is needed on 

specific indications for CBD use in companion animals, such as for dogs, horses and cats. The 

overall absence of research meant there was little information on possible side effects of CBD 

or cannabis use in these species. Most of the available safety and efficacy information came 

from scientific studies and surveys of owners and veterinarians where the most commonly 

reported side-effect was sedation.  No serious side effects were reported, however further 

scientific information is needed.  

 With regards to food-producing animals, more information is needed to support the 

establishment of maximum residue limits for cannabis in food-producing animals. This 

information would inform potential risks for humans that consume animals who have ingested 

CBD. 

   

Conclusion 

These recommendations made by the Scientific Advisory Committee were made using a 

rigorous methodology based on the most up to date scientific and medical literature. All 

possible effort was made to prevent any potential conflict of interest and we are satisfied that 

our recommendations have been made without any undue external influence.  

In forming our recommendations, we also had to consider several factors unique to 

Canada including provincial and territorial jurisdiction over the sale of health products, the long 

standing history of medical cannabis use in Canada and the recent legalization of cannabis for 

non-medical purposes available to all adults over the age of majority. This last factor played an 

especially important role in our deliberations as we wanted to provide recommendations which 
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would support consumer access to potential non-prescription CBD products, while also 

preventing consumers from self-medicating or treating their pets with products currently 

available on the commercial market that have not been reviewed for safety, efficacy and 

quality.  

We recognize that while these recommendations may not meet the perceived needs of 

all stakeholders, we feel that our recommendations strike a balance between safety and 

accessibility (which are not mutually exclusive of each other).  While our goal is to support 

consumer access to safe products, we also need to consider knowledge gaps and public health 

risks. The recommendations provided are based on the scientific evidence available at the time 

of the committee’s review and will evolve as the information on CBD continues to develop.  We 

strongly encourage Health Canada to review these recommendations on a regular basis as 

further high-quality research is conducted on cannabis for health indications and as experience 

is gained on the use of health products containing cannabis in Canada and internationally. 
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