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Consistent with Health Canada’s commitment to openness and 

transparency, this meeting is intended to: 

❖ Share some stakeholders’ comments, which Health Canada 

received during the 2019 consultation on this document.

❖ Explain how Health Canada addressed these comments. 

❖ Respond to clarification questions.

Purpose 
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Proposed Agenda 
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Time Item Lead

13:30 – 13:35 Introductory remarks Alain Musende

13:35 – 14:55 Review of stakeholders 

comments and Health 

Canada’s actions

Alain Musende

14:55 – 15:25 Questions and answers

• Via the chat function

• Verbally

• Alain Musende

• All

15:25 – 15:30 • Next steps

• Closing remarks

Alain Musende



4

General Comments
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1. Why did we change the title of the document?

2. Situations described herein constitute advertising as per the 

Food & Drugs Act, as they would directly or indirectly 

contribute to increasing sale of health products.

3. Health Canada should demonstrate a clear recognition, 

understanding and sensitivity towards opioid-dependent 

patients.

General Comments
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General Comments
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Section 2 – Food and Drugs Act:

“Advertisement” includes any representation by 

any means whatever for the purpose of 

promoting directly or indirectly the sale or 

disposal of any food, drug, cosmetic or device.
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General Comments
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Comments on the 

Introduction
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1.1 Purpose
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1. Suggest the term “animal health products” instead of 

“veterinary health products”.

2. To avoid ambiguity and uncertainty, the document should 

endeavor to provide specific details wherever possible.

1.1 Purpose
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1.1 Purpose
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1.2 Scope
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1. The scope is for authorized products.  However, clinical 

trials, and Class I medical devices also discussed. 

2. Need to better differentiate between “target audiences”.

3. Are ethical products within the scope of this guidance 

document?

4. The message should be the focal point of the analysis, not 

whether particular people are viewing the message.

1.2 Scope
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1.2 Scope
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1.3 Background
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1.3 Background
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1. A Continuing Medical Education event is educational.  Thus 

“advertising” would not be presented by a speaker. 

2. Include that promotion of a prescription drug to the general 

public is limited to name, price and quantity, and mention 

Section C.01.044 of the Food & Drug Regulations.

3. The sole purpose of this document should be to determine 

whether the message is promotional, not whether the 

message conforms to regulations.

1.3 Background
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1.3 Background
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1.4 General Principles
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1. The “primary purpose” does not recognize that materials 

may still be promotional via a secondary purpose.

2. “Primary purpose” and “on its own merit” should be defined. 

3. Health Canada should consider promotional campaigns, 

which may include post-marketing trials, sponsorship and 

delivery of educational events, payments to researchers and 

clinicians etc.

1.4 General Principles
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1.4 General Principles
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1.5 Factors of Messages or Activities that 

Contribute to a Non-promotional 

Determination
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1. This Guidance should include examples as was provided in 

the January 12, 1996 Health Canada guidance under the 

“Considerations” section.

1.5 Factors of Messages or Activities that 

Contribute to a Non-promotional 

Determination
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1.5 Factors of Messages or Activities that 

Contribute to a Non-promotional 

Determination
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1.5.1 Content and Context
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1. Specify that similar color coding, use of logo-like graphics 

etc. should not be used.

2. Remove “and is consistent with the terms of market 

authorization”.

3. Add “it is not disproportionately product-focused”.

4. What is meant by “influenced”?

5. What type of message can appear in the catalogue?

1.5.1 Content and Context
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1.5.1 Content and Context
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1.5.2 Sponsorship and Dissemination
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1. How "a competitor would be willing to sponsor or fund“?

2. The word sponsorship should be removed from the title of 

subsection 1.5.2.

3. Need examples of “primary audience”, “secondary 

audience”, and “target audience”. 

4. What is “delivered repeatedly”, “redistributed widely”?

5. A message is not promotional if delivered by sales or 

marketing staff.

1.5.2 Sponsorship and Dissemination
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1.5.2 Sponsorship and Dissemination
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Comments Regarding: 

Examples of Promotional

Messages and Activities
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2 Examples of Non-promotional 

Messages
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1. Confirm that “under each section” refers to section 2. 

2 Examples of Non-promotional 

Messages
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2 Examples of Non-promotional 

Messages
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2.1 Clinical Trial and Investigational  

Testing Recruitment Material
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1. Consideration of the significantly evolved roles of patients 

and patient groups. 

2. Are the following acceptable: study title, study number, 

protocol codes, the generic name, etc.?

3. The text suggests that the title of the study would be 

considered promotional.

4. Referencing the study number or protocol code can 

inadvertently or indirectly lead to the product name.

2.1 Clinical Trial and Investigational  

Testing Recruitment Material
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2.1 Clinical Trial and Investigational  

Testing Recruitment Material
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2.2 Corporate Messages
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1. Publicly traded companies have strict obligations under 

securities laws that must be respected. 

2. Once on SEDAR (System for Electronic Document Analysis 

and Retrieval), a company cannot remove its filings except in 

accordance with securities law and regulator policies.

3. Why an “Investor Information” section? Not all company 

websites contains it.

2.2 Corporate Messages
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2.2 Corporate Messages
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2.3 Medical Condition and Treatment 

Awareness Related Materials
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1. The requirement that treatments not be discussed when only 

one treatment is available, is arbitrary and affects patients.

2. Where are the requirements for 'help-seeking' messages? 

3. Can sponsors mention a treatment when there is only one 

non-prescription treatment but many prescription treatments 

available.

4. A non-promotional piece must not include comparative 

therapeutic (safety or efficacy) claims.

2.3 Medical Condition and Treatment 

Awareness Related Materials
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2.3 Medical Condition and Treatment 

Awareness Related Materials
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2.4.1 Social Media
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1. This guideline seems contradicts our freedom of speech. 

2. Electronic tools and technology are a means of distributing 

messages, not a type of message.

3. Social platforms such as LinkedIn, Twitter etc. do not allow. 

sponsors to delete users’ content.

4. Proposed text: “ the content, user-generated comments 

which are under the sponsor-control, hyperlinks….”

5. Differentiate between pharma-owned and 3rd party owned.

2.4.1 Social Media
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2.4.1 Social Media
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2.5 Formulary Kits or Packages
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1. Is Hospital Formulary covered under the public formulary 

committee listed? 

2. Sometimes contain free samples, which are clearly 

promotional.

3. “In part” in this criteria could make reusing data and content 

that happens to be in a formulary kit promotional. 

2.5 Formulary Kits or Packages
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2.5 Formulary Kits or Packages
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2.6.1 Continuing Medical Education, Scientific 

Symposia/Exhibits and Conferences
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1. Members of the general public often register and would be 

exposed to any promotion.

2. Requirements for non-Canadian companies presenting at 

Canadian International conferences are missing.

3. Does this allow discussion of unauthorized drugs by a 

Canadian manufacturer?

4. Health Canada should consider accredited CME as non-

promotional given the National Standards. 

2.6.1 Continuing Medical Education, Scientific 

Symposia/Exhibits and Conferences
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5. Do we no longer can have a booth outside the meeting 

room? 

6. A manufacturer should be able to present in these events.

7. A member of the public attending the event should not 

render it promotional.

2.6.1 Continuing Medical Education, Scientific 

Symposia/Exhibits and Conferences
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2.6.1 Continuing Medical Education, Scientific 

Symposia/Exhibits and Conferences
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2.6.1 Continuing Medical Education, Scientific 

Symposia/Exhibits and Conferences
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2.6.2 Other Learning Activities
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1. What level of oversight does the sponsor have on the 

speaker?

2. Is product discussion limited to be consistent with market 

authorizations, or unauthorized products can also be 

discussed. 

3. Consider adding an additional “Learning Activity” as a category 

of educational programs directed at patient organizations.

4. Need flexibility in how a “needs assessment” is conducted. 

2.6.2 Other Learning Activities
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2.6.2 Other Learning Activities
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2.7 Publication Supplements
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1. Disconnect between publications and conferences, where it 

is considered promotional activity if a manufacturer sponsors 

portions of an agenda for a conference.

2. Many supplements are not based solely on symposium 

proceedings.

2.7 Publication Supplements



61

2.7 Publication Supplements
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2.9 Patient Information Materials and 

Packages
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1. Are websites, apps, leaflets, etc.. part of the label? 

2. Remove “prescribed to a patient by a healthcare 

professional”.

3. How to ‘gate’ a site so that only a patient can access it?

4. This section is not relevant to self-care products.

5. Information provided in these materials should be equivalent 

to the information provided on the label.

2.9 Patient Information Materials and 

Packages
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2.10 Patient Support Group Literature
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1. Patient voices need to be heard by industry and in the 

activities they support, such as continuing medical 

education.   The roles of patients groups have considerably 

evolved.

2. Ensure Patient Support Groups (large or small) are made 

aware of these requirements and assist with compliance. 

3. A wealth of evidence shows that these materials often are 

promotional and that pharmaceutical companies spend 

substantial sums to support “patient information” and “patient 

awareness” campaigns.

2.10 Patient Support Group Literature
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4. Clarify that this applies to all health products.

2.10 Patient Support Group Literature
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2.10 Patient Support Group Literature
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2.10 Patient Support Group Literature



69

2.11 Press Releases and Press Conferences
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1. There are many more occasions for news releases.  Allow 

more information in the announcement. 

2. Why remove it after 30 days?  We recommend one year.  

3. For a publicly traded company, dissemination of press 

release is critical for compliance with disclosure obligations 

under securities law.

4. All newswires have a fee to post/distribute press releases, 

and PR agencies a fee to share news more broadly.  It is a 

common practice for manufacturers to pay for the broadcast.

2.11 Press Releases and Press Conferences
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2.11 Press Releases and Press Conferences
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2.12 Risk Management Plans
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1. The RMP is a confidential document not widely distributed to 

HCPs. It should not be included in this guidance document.

2. Which materials are intended for dissemination to HCPs, i.e. 

tools developed as outputs of the RMP rather than the RMP?

3. Dissemination of RMTs via the salesforce/KAMs should not 

be restricted.

4. We recommend expanding this to “the document has been 

required or requested by HC or otherwise filed with HC”.

2.12 Risk Management Plans
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2.12 Risk Management Plans
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2.13 Reference Texts, Peer-reviewed 

Journal Articles
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1. Suggest “the material was not solely written by an employee 

or agent of the manufacturer”.

2. Does not address the issue of selective choice of articles, 

choosing only articles favourable to their products.

3. Only scientific materials without industry funding and no 

author had relationship with the company should be allowed.

4. Does not prevent selection of materials to support a 

message that is inconsistent with the full scientific literature.

2.13 Reference Texts, Peer-reviewed 

Journal Articles
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2.13 Reference Texts, Peer-reviewed 

Journal Articles
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2.14 Responses to Inquiries
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1. Clarify that manufacturers can respond to “patient support” 

requests for unauthorized medications. 

2. Remove “request for proposal” or clarify if it includes 

requests for “patient support”.

3. Suggest: “the inquiry has not been actively solicited by the 

manufacturer.

4. Suggest: “the response to the inquiry may not be 

communicated by sales and/or marketing personnel if not in 

line with the TMA”.

2.14 Responses to Inquiries
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5. Restricting responses by non-sales/marketing staff would be 

especially problematic for smaller companies and start-ups.

2.14 Responses to Inquiries
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2.14 Responses to Inquiries



Next Steps & Conclusion

82
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Next Steps – Approximate Dates:

❖ Finalizing document: January 31, 2023

❖ Completing plain language version: February 28, 2023

❖ Posting plain language document: March 31, 2023
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Conclusion

❖ Health Canada’s goal is to protect the health and safety of 

Canadians and allow them to make informed decisions 

about their health, in the context of health product 

advertising

❖ In order to achieve that goal, Health Canada works 

collaboratively with:

❑ Advertising Preclearance Agencies in the oversight of 

health product advertising

❑ Industry toward continuous improvement of the 

Canadian health product advertising environment, while 

fulfilling its commitment for transparency



For more information:

Alain Musende, PhD

Manager, Section for Transparency and Advertising Regulatory Surveillance

Marketed Health Products Directorate

Health Products and Food Branch

Tel.: (613) 302-4856 

E-mail: alain.musende@hc-sc.gc.ca

Section for Transparency and Advertising Regulatory Surveillance

E-mail: drug-device-marketing@hc-sc.gc.ca

Web site – Health Canada’s Regulatory Requirements for Advertising:

http://www.hc-sc.gc.ca/dhp-mps/advert-publicit/index-eng.php
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