
CAPRA

November 26, 2007

Ray Chepesiuk
PAAB Commissioner



PAAB Facts
PAAB Activities – 2007 -2008
Code PI change
e-Files
How to get Approval Fast



Regulatory Overview of 
Healthcare Product Advertising in 

Canada

Food and Drugs Act

PAAB Code

Policies, Guidelines & Regulations on 
Drug Advertising

Rx and non-Rx drug 
advertising to HCP

Non-Rx drug advertising
to General Public

Rx drug advertising 
To General Public

ASC/BCA Restricted
Brand Advertising



PAAB: 
Serving the Two Headed monster



means 
YOU

In collaboration with Pharmahorizons.com

Self-regulation
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• Goal is to benefit society
• Law is the minimum standard
• Direct participation by industry
• Helps maintain “level playing field”
• Flexible alternative to legislative regulation
• Cost-recovery, no tax dollars
• Continuous monitoring
• Collective wisdom

In collaboration with Pharmahorizons.com

SelfSelf--RegulationRegulation
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“20% of the regulated population will automatically 
comply with any regulation, 5% will attempt to 
evade it, and 75% will comply so long as they think 
the 5% will be caught and punished.”

Chester Bowles - regulator and member in the 1941 U.S. Wartime 
Office of Price Administration
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PAAB PAAB -- (since 1976)(since 1976)

• Independent, not-for-profit review agency
• Primary role: ensure advertising of 

prescription drugs is accurate, balanced and 
evidence-based

• Self-regulation: a pre-clearance review 
mechanism in co-operation with industry, HC 
professionals, media, consumers, 
government
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Product Scope of Code

The Code applies to all communications in which
claims, quotations and references are made for
healthcare products, meaning single entity and
compound prescription and non-prescription
pharmaceutical products, biologicals, and natural
health products.



Target Audience Scope

The Code applies to all APS and institutional
messages directed to licensed members of the
professions of medicine, dentistry, naturopathy,
nursing, pharmacy and related health disciplines
and institutions.



Direct-to-Consumer Scope

The PAAB provides a user fee advisory 
service on direct to consumer promotional 
activities regarding the treatment of 
disease with Federal Drug Schedule F 
and Schedule D biological drugs that 
would require a prescription for sale in 
Canada
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PAABPAAB’’s Board of Directorss Board of Directors

• Three pharmaceutical trade associations
• NDMAC, Rx&D, CGPA 
• Health professionals - CMA, CPhA, FMSQ, 

AFMC
• Best Medicines Coalition (BMC)
• Canada’s Assoc for the Fifty-Plus (CARP)
• Can Assoc of Medical Publishers (CAMP)
• Advertising industry (AMAA)
• Chair, Vice-chair, Treasurer
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• Health Canada is an ex-officio observer 
and advisor “without relinquishing 
authority under the Food and Drugs Act”

• PAAB Commissioner liaison with 
Manager, Advertising and Risk 
Communications Section, Marketed Health 
Products Directorate
– “PAAB and Therapeutic Products Directorate 

Roles and Consultation Related to Advertising 
Review”
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Food & Drugs Act and Regulations

“Advertising”
“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”

-section 2 of Food Drugs Act



PAAB Advertising Definition

• Any paid message communicated by 
Canadian media with the intent to 
influence the choice, opinion or 
behavior of those addressed by 
commercial messages

• direct or indirect promotion 



Independence

• “freedom from the control, influence, 
support, aid, or the like, of others.”

- Dictionary.com
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Policy Policy 
Direct Transfer to Health CanadaDirect Transfer to Health Canada

• Complaints including safety allegations
• Complaints about Direct-to-Consumer 

prescription drug advertising
• Complaints about advertising of 

unapproved products
• Noncompliance with PAAB rulings applies 

to all companies
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PAAB Review StaffPAAB Review Staff

• Reviewers - Colin Campbell, Yin Man, Lucia 
Kim, Pauline Dong, Patrick Massad, Chris 
Seto, Karen Rizwan, Ellen Fan

• Chief Review Officer - John Wong
• Admin Assistants – Estelle Parkin, Laurie 

Johns, Sabrina Hack
• Manager, Finance & Admin – Glenn Golaz
• Commissioner: Ray Chepesiuk
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PAAB Review TimelinesPAAB Review Timelines

• 10-day Turn-around to first review (or 
less) – 100% in 2007

• Revisions picked up usually in 3 
days

• Review volume ~ 5,000 new 
submissions annually and ~18,000 
total review files with revisions and 
second language
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Mailer
15%

Journal Ad
15%

Other
5% Serv Veh*

22%

Audio Vis
5%

Detail Aid
38%

(*)Service vehicle: Pt info, (*)Service vehicle: Pt info, 
charts, counselling toolscharts, counselling tools

Types of Advertising/Promotion 
System (APS) - 2006



Review Performance

4,282 new files to October 31, 2007
Turnaround to first review
10 days – 5% 5 days – 15.2%
9 days   - 8% 4 days – 13%
8 days   – 7% 3 days – 12.4%
7 days   – 9.8% 2 days – 9%
6 days   – 13.4% 1 day or less – 6%



PAAB Activities - 2007

• Code Revision – July 1 – info days
• E-files – January 2, 2008
• Workshops in November
• 4-day turnaround time for DTCARx and Opinions 

– April 1, 2007 
• New Board Members – Chair, Vice Chair, AFMC
• Strategic Plan
• Communications Plan
• Client Surveys/Focus Groups





Le Médecin de famille canadien
(septembre 2007)



Le Médecin de famille canadien
(septembre 2007)



Advertising with Product Claim 
PI Format

• Follow code instructions s7.3
• FAQs on web-site
• Font size
• Can adjust font style
• Can edit PI while maintaining PM 

content message e.g.



PAAB eFile Login



Submission Details
Provide information about the submitter, the 
organization and the product



Upload the PDF documents & indicate the intended use



Agency Dashboard
• Provide an “at a glance” view of all submissions
• Order by submission status
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How to Get to Approval FastHow to Get to Approval Fast

• Ensure that Med/Reg Dept review the 
ad prior to sending to PAAB (s2.9)

• Quote PAAB back files 
• Highlight the source in the reference
• Notify reviewers of any additional 

changes in the ad
• Make changes to all affected pages
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Fast Approval (continued)Fast Approval (continued)

• Consider issue of fair balance type-size 
at early stage

• Review the PAAB comments
• Call reviewers if necessary to clarify 

issues
• Ensure that references used comply 

with the PAAB Code (s3.1, 3.2)
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PrePre--NOC Review PolicyNOC Review Policy

• Product Monograph at final draft
• Ask if meeting will help PAAB review
• max. 2 core APS
• Turnaround at discretion of the PAAB
• See complete guideline at:

www.paab.ca
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Trust

The image of the pharmaceutical 
industry has declined over the past 
decade which has resulted in an 
atmosphere of distrust regarding the 
intentions, motivation and information 
provided by pharmaceutical companies 
to help consumers and professionals. 



U.S. Experience

• $5+ billion in fines and criminal penalties
• OIG, DOJ, FDA, FBI, state AGs, FTC, SEC
• PhRMA guidelines & DTCA restrictions
• new state laws imposing compliance
• DOJ, Congress, States after CME re off label
• 150+ qui tam cases under seal
• ACCME guidelines on commercial support
• Senate Finance Committee



Is it reasonable to assume you 
have a choice to obey the law?

• May 1999 – Genentech -$50 million
• January 2001 – Bayer - $14 M
• September 2001 – TAP -$870 M
• October 20002 – Pfizer $49  M
• April 2003 – Bayer -$257  M
• June 2003 - GSK $90 M   &  AstraZeneca $355 M
• July 2003 Abbott Laboratories - $600 M
• May 2004 – Parke Davis - $430 M
• June 2004 – Schering Plough - $345 M
• May 2005 – TAP $150 M
• September 2005 – GSK $150 M
• October 2005 - Serono $740 M
• December 2005 - King Pharmaceuticals -$124 M
• February 2006 – Eli Lilly $36 M
• August 2006 – Schering Plough - $435 M
• October 2006 – Intermune - $36.9 M



Thank You
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