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D)

Rx&D 1 A National Association

A Established in914

A Our mission:; Advocate for policies that will bring the best
Innovative medicines and vaccines to Canadians in a timely and
appropriate manner; improve Canada's global competitiveness; and
make Canada a world leader in attracting pharmaceutical and
biotechnology investments, which are key components of the

knowledgebased economy.



Rx&D Community

A Over 20000 employees
working for member
companies

A We are responsiblefor the
creation of 100000 jobs

(spin-off)
A We invest $1 billion in

researchand developmenin
Canadayearly

A Membercompaniesnject $5
billion annually in the
Canadiareconomy



Years
Code of Conduct

Setting the highest standaxds

You hold yourself to the highest standard. So do we.

20" Anniversary of the
Code of Conduct
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No more free lunches
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How 1o aance with porcupmes: rules and gudelines on

3 X Al doctors’ relations with drug companies
Patients will benefit from dociors and drug companies disentang e
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Education and debate

Who pays for the pizza? Redefining the relationships
between doctors and drug companies. 1: Entanglement
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Who pays for the pizza? Redefining the relationships
between doctors and drug companies. 2: Disentanglement
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THE GLOBE AND MAIL

Charities 'thank God' for drug
firms' money

Support groups not ashamed of aid from big companies,
and indeed say they would be
in trouble without it, ANDRE PICARD writes

ANDRE PICARD

Thursday, January 4, 2001

Primary care A VOLUSIESZG 35 MAY 200 Lmeonr 1178

Characteristics of general practitioners who frequently sec
drug industry representatives: national cross sectional study

Chris Waatkins, Luurenee Moore, lan Harvey, Patricia Casthy, Flizabeth Robinson, Richard Brawn

- REVIEW

L2000 Amesscan Medical Association, Al rights reserved

Physicians and the Pharmaceutical Industry
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TAMA, Jusssary 18, 2000--\'0l 283, Na § 373
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Drug firms' freebies entice doctors

By KRISTA FOSS
Globe and Mail Update

THE GLOBE AND MAIL

POSTED AT 9:05 AM EST Tuesday, January 02

* THE NATIONAL POST, 4 JUIN 2003, 44

Drug makers accused of inflating
pricesto payfor pharmacists’ gifts

* THE GAZETTE, 23 juin 200

Doctors mu
play arole in
controlling costs

PRIMARY RESPONSIBILITY TO PATIENTS

But physicians also have a responsibility
to make rational use of their resources
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A look back at key events in pharmaceutical compliance
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= False Claims =
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recoveries compared to 2008 »
* Az of Novsabar 24, 2009 ECAR } (Se)
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D)

The Ethical Advantage

Canada's Research-Based &D Les compagnies de recherche
Pharmaceutzcal Companirs pharmaceutique dis Canada

Code of Ethical
Seltregulation is aprivilege, PRACTICES
not a right.

Maintaining the public trust is
essential for any industry that
wants to keep the privilege of

selfFrequlation.
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The Codei How it Works/Scope

A Driven by proactivequestionsor reactiveallegations
A A wayto regulateourselves or elseothersmayintervene

A TheCodeRegulateghefollowing majorissues

o0 Donations 0 Entertainment and hospitality

o Gifts 0 Representatives of pharmaceutical

8 Continuing health education (CHE) ~ companies (Relationship of

5 Non-CHE events phar maceutical rep

5 International CHE event, scientific O S°'Viceriented items
symposia and congresses 0 Advisory boards/Consultants

& Convention/clinic displays 0 Post Registration Clinical Studies
o Enforcement
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11 Guiding Principles

A 11 GuidingPrinciplescameinto effecton Januaryl, 2006
A Interpretatiorof provisions
A Speakto thefi s p iwherewaddingis unspecific

A The principles are supportedby an effective enforcement
mechanism

10



11 Guiding Principles

10.

11.

Thehealthandwell beingof patientsandall Canadianss our first priority.

All interactionwith healthcareprofessionalss to be conductedn a highly professionalbusinesdike, and
ethicalmanner

All productinformationprovidedto healthcareprofessionalsnustbe accurateandfair balanced
Clinical trials aredevelopedo furtherscience
All Membersmustadhereo the Codeandits intentasa conditionof membership

No monetaryor other considerationis to be given to health care professionaldor the purposeof gaining
acces®r influence

The purposeof ContinuingHealth Education(CHE) is to provide balancedand unbiasededucationto health
careprofessionals

Theonly acceptabléorm of hospitalityfor healthcareprofessionalsremodestmealsand/orrefreshments

Grants,donationsandserviceorienteditems are neverto be providedto healthcareprofessional¢o promote
specificprescriptionmedicines

Me mb esalesi@presentativemay not participatein marketresearchglinical studies,advisoryboardsor
consultancyarrangements

Advisory boardsandconsultantareonly to be usedto gatherscientificor commercialguidance
11



D)

Constantly Evolving Document

A The Code of Ethical Practices is a constantly evolving

document that adapts to the important ethical issues of
the times.

A Since 2006 a number of important changes have been made to
the Code:

A Guiding Principles, Preceptorships, Hospitality (eliminate ratio),
Advisory Boards/Consultants (guiding principles 7 requirements),
Code Infraction Process and Resolution (response time, penalties,

repeat offenders, urgent hearings), CHE and market research
activities, Post registration Clinical Studies

A In 2009 Amendments to Section 15, Enforcement

12



The Code is A Living Document

Advisory Boards / Consultant meetings
Donations, gifts,

Code co-signed by service-oriented Donations &

CHE Participants items, hospitality, financial

. advisory boards, support
International CHE enforcement

support rules

2001 2002 2003 2004
1st Honoraria &
training unrestricted No payment of No payment of
module on educational grants specialist travel medical residents Further clarity on
CHE & expenses travel expenses sponsorships,
ethics CHE, scientific
symposia

13



The Code Adapts to the Times

Amendments to complaint
Guiding Principles procedure, CHE and

market research

2005 2006

Preceptorships,
hospitality, advisory
boards, complaint
process

Hospitality, clinical
trials, clinic fees
banned, golf
limitations

Amendments to Post
Registration Clinical

14



Rx&D Structure

PROPOSED 2009/2010 CHAIR & VICE-CHAIR STRUCTURE

Nominations, and Membership
C: Ronnie Miller, Hoffmann-La Roche

Finance
iZ: Philip BElake, Bayer Inc_, Treasurer
HR
C: Ronnie Miller, Hoffmann-La Roche
Planning
C: Ronnie Miller, Hoffmann-La Roche

CIHR/Rx&D Research Program |

HRF BOD
iZ: Dr. Yves Morin, Non-Board Memiber
WC Vacant

Strategic Advisory Group (SAG)

i
1
1
1
1
1 "
| - Standing
1 Committee
— 1
Atlantic 1 Standi
— C: Philip Blake, Bayer | [ 2tandng
Co-WC: Chris GSK (MB-PEI. Shona Kinley. Mowvartis {(NS-MNF) :
Quebec { Sub-Committ
External & - C: Claude Perron, Shire Canada Inc. ] I:I ub-L-ommitiee
International WC: Denis Rousseau, Merck :
Associations Ontario 1 l:l Working Group
| — Chair: Mark S. Jones, AstraZeneca l Sub-Committee
WC: Mark Smithyes, Novartis 1 l:l Affiliated
— ' Body
Canada PhRMA Prairies |
Canada P ] C: Chris Halyk, Janssen-Ortha I [ Committee of
- aETiYLIyCCDd, Co-\C: (AB) Allan George, Bayer — (AB) Tracey Maconachie, Merck (MB/SK) | the Board
W 1
WIC: Marjorie .
Searing, Pfizer US Biopharmaceutical Working Group BC 1 [ offics
! C: Danigl Billen, Amgen 1 C: Vacant |
i Co-V/C: Viacant & Bob Dawson, Plizer i [ Task Force/
Vaccines Task Force 1 Working Group
| C: Mark Lisvonen, Sancfi-Pasteur IPP o ! i
IFPMA Co-VC: Chinistian Blouin, Merck — . C: Temy McCool, ENi Lilly . : Reporting
lo- Russell Williams Grant Perry, GlaxoSmithKline \C: Bngitte Nolet, Hoffmann-LaRioche Co-VC: Declan Hamill, Rx&D |
.- —“'!a—_ 2 | - ——- Linkages
Rx&D Medical/Clinical Federal Aftairs/FPT Relations i
| C: Catriona MCMahon, AstraZensca — Chair: Chris Halyk. Janssen-Ortho | “C" Chair
| Co-VC: Laurent-Didier Jacobs, sanofi- WC: Rob Livingston, Merck Co-W'C: Wendy Zatyiny. Rx&D :
Euca‘::ﬁda CEA P — I “YC" Vice-Chair
1
C: the Mormand Labergs, Rx&D H
C: Jared Rhines, Ikaria C: Gregg Srzabo, Merck - defies Devin, Abbot :
WC: Claudia Meuber, AstraZensca ol =t = d ] Revised: :
CoVC: Mommand Laberge, Rx&0 V/C:David Fortier, Pfizer VC:Theo Pauls, Pfizer ! )

___________________________________________________________________________ : Feb 18, 2010 4
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Industry Practices Committee

A 13 MemberCompanief all sizesarerepresentedn |PC

A Mandate - To keepinformed/abreastf changego the

A National/Provinciapoliciesandguidelinesof HealthCareProfessional
AssociationsandColleges

A Pharmaceuticatodesfrom aroundtheworld

A International Federation of Pharmaceutical Manufacturers &
AssociationgIFPMA) Codeof PharmaceuticaMarketingPractices

A To continuediscussionson issuesof mutual interestwith Health
CareOrganizations

A To educate nform, seekinput, listen to and addressconcernsof
stakeholdersnissuegelatedto the Codeof Conduct

16



D)

IPC and Stakeholderlinvolvement

A Rx&D is akey healthpartnerversusasupplier

A Important to maintain dialogue with key health sector
partners

A Essentialto form and maintainallies on ethical/ otherissues
of mutualconcern

A In-person meetingswith membersof the IPC and key
stakeholders
A Seek closer alignment on ethical issues gain better
understandingof each ot h eorrogsa n i zspetificity,n 0 ¢

Adr dbivnom Code messaging with Health Care
Professional$ H C P l8ealthCareOrganizersandK OL 0 s

17
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Code Industry Practices Review Committee

IPRC Membersi Balancing Industry and External Perspectives

A CurrentMembers
A 2 Membercompanyrepresentatives
A 2 Externalrepresentativeghealthcareprofessionals)
A 1 individual appointedoy Rx&D President
A Rx&D Director,IndustryPracticesand
A Rx&D Vice-Presidentlegal Affairs andintellectualPropertyPolicy

A Additional Memberscouldinclude

A 1 representativdrom Pharmaceuticafdvertising Advisory Board
(PAAB) 1 (infractions of PAAB Code may lead to infractions of
Rx&D Code)and/or

A 1 externalrepresentativérom the scientificcommunity,asrequired

NB: Staff support the IPRC but do not vote in IPRC decisions
18
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Complaint Process

To

May befiled by membersor third parties
Mustbein writing (includingemailto specifiedaddress)

Complainant must provide full identity and coordinates,and should
provideasmuchrelevantbackgroundnformationaspossible

Staff attemptto facilitate an exchangeof complaintinformation between
memberandcomplainant

If thecomplainantemainsunsatisfiedmatterthenreferredto IPRC

Complaints founded on an incorrect factual basis, or made in a
frivolous/vexatiousabusivebadfaith mannermayberejected

Complaintsthataredeterminedo haveoccurredmorethan120 daysafter
the event(s)giving rise to thembecameknownto (or reasonablyoughtto
havebeenknownto) thecomplainanwill notbeconsideredy the|PRC

Complaints regarding advertising will be referred to Pharmaceutical
AdvertisingAdvisory Board(PAAB) 19



Code Infractions

CEO appears before the Board of
Directors to explain infractions and

provide a comprehensive writt
action plan to ensure remediam ‘$50 000
.$25,000

®$15.000

°$10.000

Infraction published in Rx&D Update and on website

A Member is placed on a 12 - month probationary period for 5 or
more infractions / year or 3 or more / year for 2 years

A Infractions during probation period may result in expulsion

20
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Polling on CodeAwareness

Do Canadians know about o@pde of
Ethical Practice8
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