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Device Promotion Laws in Canada

• In some ways, device promotion is more difficult than 
drug promotion from a compliance perspective

• Direct to Consumer (“DTC”) advertising of prescription 
drugs is restricted to name, price and quantity

• DTC promotion of non-prescription drugs is subject to 
pre-clearance agency review

• Health Care Professional (“HCP”) directed promotion of 
prescription and non-prescription drugs is subject to 
Pharmaceutical Advertising Advisory Board (“PAAB”) 
pre-clearance

Device Promotion Laws in Canada

• Device companies are on their own

• No prescription based prohibitions

• No Health Canada pre-clearance policy directed 
at devices

• It is up to you to interpret and apply the law to 
your device marketing activities 
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Key Legislation: s.3(1) Food and Drugs Act

• “No person shall advertise any food, drug, 
cosmetic or device to the general public as a 
treatment, preventative or cure for any of the 
diseases, disorders or abnormal physical states 
referred to in Schedule A”

• Schedule A lists 40 conditions, including arthritis, 
asthma, diabetes, heart disease, impotence, kidney 
disease, liver disease and obesity

Key Legislation: s.27 Medical Device Regs.

• “No person shall advertise a Class II, III or IV 
medical device for the purpose of sale unless (a) 
the manufacturer holds a license in respect of that 
device […] or (b) the advertisement is placed only 
in a catalogue that includes a clear and visible 
warning that the devices advertised in the 
catalogue may not have been licensed in 
accordance with Canadian law.”

• i.e. no pre-market promotion
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Key Legislation: s.24 Medical Device Regs.

• “[…] a condom may be advertised and sold to the general 
public for the purpose of preventing the transmission of 
venereal disease if the advertisement and the label of the 
condom only claim that the condom reduces the risk of 
transmitting venereal disease […] contraceptive devices 
other than intrauterine devices may be advertised to the 
general public by means other than by the distribution of 
samples of the devices door-to door or through the mail”

Key Legislation: s.20(1) Food and Drugs Act

• “No person shall […] advertise any device in a manner 
that is false, misleading or deceptive or is likely to create 
an erroneous impression regarding its design, 
construction, performance, intended use, quantity, 
character, value, composition, merit or safety”

• “Advertisement” defined as any “representation by any 
means whatsoever for the purpose of promoting directly 
or indirectly the sale or disposal of any […] device.”
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Key Legislation: s.20(1) Food and Drugs Act

• All types of direct or indirect promotion:
• Print

• Radio

• Television

• Video

• Internet

• Trade-shows

• Face to face

Guidelines for Compliant Promotion

• Make sure your commercial team knows the terms of your 
device’s market authorization

• Involve your clinical team in advertising review

• Make “Fair Balance” your guiding principle (balance 
efficacy claims with risks and side effect disclosure)

• Use Health Canada’s Consumer Advertising Guidelines 
for Marketed Health Products and your measuring stick
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Health Canada Consumer Advertising Guidelines 
for Marketed Health Products 

• The Guidelines are available at the Health Canada 
website

• Important Note:  The Guidelines are directed at 
consumer advertising of non-prescription drugs 
and specifically exclude medical devices

• In the absence of any specific device promotion 
guidance, the Guidelines provide a good 
indication of how Health Canada interprets 
s.20(1) of the Food and Drugs Act

Health Canada Consumer Advertising Guidelines 
for Marketed Health Products

• intended use
• duration of use
• onset of action
• duration of action
• efficacy
• side-effects and absence of 

side-effects
• safety and risks

• comparative claims
• visual claims
• endorsements
• new/improved
• lifestyle
• superscripts
• testimonials

• The Guidelines address all types of health product 
promotional claims and provide examples of acceptable 
and unacceptable claims in each instance:   
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Other Resources

• US FDA “Draft” Guidance for Industry:  Presenting Risk 
Information in Prescription Drug and Medical Device 
Promotion (May 2009)

• Does not apply in Canada (and non-binding in the US), but 
is a good secondary resource to measure promotion 
compliance

• More detailed, and addresses such things as improper use of 
“signals” in written materials, font size and style, amount of 
“white space” in printed material

• Available on the FDA website

Other Resources

• Health Canada Policy:  The Distinction Between 
Advertising and Other Activities (August 2005)

• Important Note:  Directed at drug products but is also a 
good overall guide for medical devices

• Addresses pre-market and off-label communications
• Press releases 
• CME sponsorship/exhibits
• International conferences
• Journal articles
• Clinical trial recruitment



8

Other Device Promotion Considerations

• Combination products:
• Regulatory pathway determined by principal 

mechanism of action - Health Canada Policy: 
Drug/Medical Device Combination Products (March 
2006)

• No clear direction in relation to advertising

• Follow the same approach with caution

Other Device Promotion Considerations

• Know your customer’s scope of practice (e.g. what 
“controlled acts” they are authorized to perform –
Ontario Regulated Health Professions Act)

• Become familiar with the restrictions on physician 
advertising (e.g. no product names or product 
spokesperson – Ontario Medicine Act Regulations) 
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Other Device Promotion Considerations

• Avoid unlawful inducements (direct or indirect 
benefits to physicians)
• Ontario Medicine Act Regulations

• MEDEC’s Code of Conduct on Interactions with 
Healthcare Professionals

• CMA Policy:  Guidelines for Physicians in 
Interactions with Industry

Consequences of Non-Compliant Promotion

• s.31 Food and Drugs Act:
• Fine not exceeding $5,000 or imprisonment for a term not 

exceeding 3 years or both

• s.40(1) Medical Device Regulations
• Suspension of Medical Device License

• s.49(1) Medical Device Regulations
• Suspension of Establishment License 

• Product liability litigation
• Immeasurable
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The Effective Defence of 
Medical Device Claims

Presentation by:
Steven F. Rosenhek

Litigation landscape in Canada for medical 
devices 
• Learned intermediary

• Consumer protection/sale of goods legislation

• Pre-emption and statutory compliance

• Juries

• Damages
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The Foundation:  Understanding your 
approach to litigation
• "No surprises"

• Strategic assessments 

• Budgets

• Extranet

Early Case Assessment: Liability 

• Jury?

• Company File
• Warnings/ product insert

• Inspection reports, manufacturing records etc.
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Careful review of medical records 

• Hospital

• Consultants (pre-op and post-op)

• Early demand – new limits on oral discovery

Experts 

• Inspection demand

• When to retain

• "Trump" the plaintiff

• The right expertise

• Simplify

• Simulations
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Early Case Assessment: Damages 

• Jury?

• Pre-existing condition

• Contributory negligence - misuse, etc

Defence Medicals 

• Condition/pre-condition

• Rehabilitation/mitigation

• Contributory negligence

• Future care costs assessment
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Offers to Settle 

• Whether and when?

Pre-trials/ Trials 

• Convey determination, readiness

• Strike jury?

• Simplify

• Easy themes
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Advisories, Recalls and Class Action Lawsuits:
Dear Doctor, What Can I Do?

Presentation by:
Paul J. Martin
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Quintessential Class Actions?

• Single common event – the notice or recall

• Common question – is it defective?

• Common injury - the explant

• Identifiable class – medical records

• Damages can be substantial – attractive to 
entrepreneurial plaintiffs’ counsel

Canada’s Class Action Regime

• Different thresholds

• Different outcomes

• Need for different approaches
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Good News/Bad News

• Psychological harm

• Punitive damages

• Waiver of tort

• Process “immaturity”

Compliance or Catastrophe: A Balance

• A penny saved?

• Record and report

• Communicate to all constituents

• A holistic approach
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Questions?

Timothy M. Squire
416 868 3462

tsquire@fasken.com

Steven F. Rosenhek
416 865 4541

srosenhek@fasken.com

Paul J. Martin
416 865 4439
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