MEDICINES AUSTRALIA

CoDE OF CONDUCT
ANNUAL REPORT

2007/2008

MEDIZINES

: CODE OF
= CONDUCT




Table of Contents

Foreword

Executive Summary
Transparency

Note of Explanation
Definitions

Committees and Secvetariat

Code of Conduct Committee
Appeals Committee
Monitoring Committee

Code Secretariat

Meeting Schedules

Code of Conduct Committee
Appeals Committee
Monitoring Committee

Promoting understanding of the Code

Code Compliance Network

Code Education in Australia

Code & Education Event Report Websites
Continuing Education Program (CEP)

Complm’nts Process

Anﬂlgs[s of Complaints

Source of complaints

Complaint determinations

Sanctions & fines

Resolution timeframes

Alleged & actual breaches of the Code

Educational Event Reports

Overview
Review

camplm’nt Determinations

Summary
Outcomes of individual complaints

Mownitoring Committee Reviews

Overview

Summary of materials & activities reviewed 2003 - 2008
Summary of materials & activities reviewed in 2008
Outcomes of review

Appendix 1
Table 1: Source of complaints 2007/2008
Table 2: Summary of determinations finalised from 2006/2007
Table 3: Complaints received in 2007/2008
Table 4: Summary of complaint determinations in 2007/2008
Table 5: Sanctions imposed on companies
Table 6: Fines imposed on companies
Table 7: Length of time to resolve complaints
Table 8: Summary of alleged & actual breaches of the Code

O oA WA KN

00 00N

199
200
201
202

210
211
212
212
213
213
214
215



Foreword

In the past year there have been many issues of significance for the members
of Medicines Australia. One of these has been a substantial increase in the
transparency of our industry through the reporting of educational events.

| am therefore pleased to present the Medicines Australia
Code of Conduct Annual Report for 2007/2008. Medicines
Australia is committed to continuous and demonstrable
improvement in industry conduct associated with member
company engagement with our many stakeholders, and also
to achieving enhanced understanding of the Code of Conduct
to which we seek absolute compliance.

Following authorisation of Edition 15 of the Code in 2007, the
Board of Medicines Australia has overseen considerable
progress toward increased transparency, culminating in the
publication of the first set of educational event reports on the
Medicines Australia website on 28 March 2008.

We acknowledge that community expectations have changed over the past few years. There
is a greater demand for transparency and accountability for a range of industry sectors,
including the pharmaceutical industry.

Publication of the first, and subsequent, educational event reports, will better enable the
public to understand the pharmaceutical industry’s role in medical education. The
pharmaceutical industry takes very seriously its responsibility to provide current, accurate and
balanced information to prescribers and other healthcare professionals, and welcomes
opportunities to provide transparent information to the community on its activities.

We are now posting on our website details of how we inform and educate doctors about new
medicines and the most appropriate way to use them. We are committed as an industry to
providing up to date information about medicines to healthcare professionals, usually in their
own time, after hours and on weekends. Publication of educational event reports will enable
the community to gain an appreciation of the commitment of the industry to providing high
quality education in a range of formats, including through support to other organisations in
their independent educational activities.

| would like to take this opportunity to congratulate our Chief Executive, lan Chalmers, and the
Medicines Australia Secretariat, for their efforts in managing and improving the Code process.

dam !

Will Delaat
Chairman
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EXCCUtive Summary

As the Chairman’s report outlines, Medicines Australia has set a global
precedent for the innovative industry by publishing the delails of medical
educational events held or sponsored by its member companies.

The transparent reporting of industry-wide activity has been
fully embraced by the member companies of Medicines
Australia.

| am proud to say that the industry successfully met the
challenge of implementing educational event reporting,
satisfying the requirement of the Australian Competition
and Consumer Commission. | expect this again to be the
case as the second reporting period closes. Educational
event reporting is now ‘business as usual’ for Medicines
Australia members.

This Code of Conduct Annual Report is presented to share
with you what we have learnt through the year, encourage
increased Code compliance by companies and provide
baseline data from which future improvements can be
measured.

Reporting educational events and the associated hospitality has provided our industry with an
opportunity to review our activities. As a result, we will be making some changes.

In July 2008 Medicines Australia will commence a review of Edition 15 of the Code. | urge all
stakeholders and interested parties to contribute views and recommendations to this
scheduled triennial review - constructive criticisms, comments, observations and suggestions
for improvement are all welcome.

The independent members of the Code of Conduct, Appeals and Monitoring Committees
deserve our recognition and appreciation for their commitment to the Code of Conduct
process during 2007 and 2008. Their professional expertise and active participation in the
meetings helped to ensure Medicines Australia’s industry self regulatory regime remains one
of the best in the world.

Finally, | thank Deborah Monk, Heather Jones and Melissa Smith - the Medicines Australia

Code Secretariat - who work tirelessly to ensure these Committees are always supported and
resourced in a professional, impartial, responsive and timely manner.

lan Chalmers
Chief Executive

Code of Conduct Annual Report 2007/2008 2



Trﬂnspﬂrenc y

As has been noted by the Medicines Australia Chairman in the Foreword to this Report, in
2007/2008 the industry has made significant advances in being more open and transparent
about its conduct in interacting with health professionals in the educational sphere.

The industry has rapidly and comprehensively responded to the Australian Competition and
Consumer Commission’s (ACCC) requirement for greater transparency. The industry has
recognised that the community and the ACCC expect pharmaceutical companies to be more
transparent, and therefore accountable, for their conduct in all facets of their business.
Medicines Australia members have acknowledged that there have been concerns about
whether our interactions with health professionals are conducted without inappropriate
influence. We hope that through the educational event reporting the value and
appropriateness of these activities will be recognised and understood.

It has been extremely challenging for companies to gather the required information, and it
certainly has been a learning experience for every company during this first year of
educational event reporting. We expect to see continuous improvement in the detail, form
and rigour of reporting as this activity becomes embedded as part of the usual business of an
Australian pharmaceutical company.

43 companies submitted reports of their educational activities to Medicines Australia by the
required date of 14 January 2008. One of these companies, Alphapharm Pty Ltd, is not a
member of Medicines Australia. Its report addresses interactions with medical practitioners
but not with other health professionals. In the period 1 July to 31 December 2007, 14,633
events were held or sponsored by companies, of which approximately 22% were organised by
a third party organisation and sponsored by a pharmaceutical company.

While not a requirement of the ACCC, Medicines Australia decided to appoint an independent
expert to audit the educational events reported by member companies against the
requirements of the Code of Conduct. Following a competitive tender process, Medicines
Australia engaged Deloitte Touche Tohmatsu (Deloitte) as its independent auditor. Deloitte
analysed the full dataset for the first reporting period to identify any event that was an
exception to pre-determined test criteria.

The Monitoring Committee closely scrutinised the events identified by the independent auditor
-- approximately 5% of the 14,633 educational events reported to Medicines Australia -- and
after evaluating further information provided by each company, determined that 52 events
should be adjudicated by the Code of Conduct Committee. 24 of the 52 educational events
were determined to be in breach of the Code; six appeals were lodged and heard by the
Appeals Committee. Three appeals were upheld (that is, the events were finally determined
not to be in breach of the Code).

Therefore, a total of 21 events (0.14%) were finally determined to be in breach of the Code.
The detailed reports on all 52 matters relating to educational events, including the Appeals
Committee’s considerations, can be found in the ‘Complaint Determinations’ section of this
report.

At the time of publishing this Code of Conduct Annual Report the second educational event
reporting period has closed and companies will submit their reports by 14 July 2008.
Medicines Australia has engaged Deloitte once again to audit the reported educational events
and we will be reporting in detail the outcomes of the audit and any events that are identified
by the Monitoring Committee as requiring adjudication by the Code Committee; as well as
placing every event reported to Medicines Australia on our website by the end of September
2008.

We welcome engagement with our stakeholders as we seek to meet and hopefully surpass

your expectations for a more open, communicative and valued industry partner as we
progress.

Code of Conduct Annual Report 2007/2008
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Note of Explanation

The vast majority of pharmaceutical companies who interact with healthcare
professionals and the general public do so responsibly and ethically.

Nevertheless on occasion a potential breach of the Code is
identified and a complaint is filed with Medicines Australia.

This Annual Report essentially provides a detailed
description of all complaints received, the decisions made
by the Code’s adjudication Committee’s and any sanctions
imposed.

Medicines Australia is not the adjudicator of complaints.
The role of the Code Secretariat is to provide the
administrative support to the independent Code of Conduct,
Appeals and Monitoring Committees.

The Code of Conduct and Appeals Committees enforce the
standards set by the Code by investigating and arbitrating
on complaints and, if a breach of the Code is found,
imposing sanctions.

The Monitoring Committee proactively monitors companies’ conduct and has been active
during 2007/2008 in reviewing educational events identified by the independent auditor as
potentially in breach of the Code.

The members of these Committees bring extensive experience in trade practices law, public
health, general practice, specialist medicine, consumer advocacy and evaluation of the utility
of drugs in a variety of research and clinical situations. The Committees’ review processes are
fair, rigorous and independent of Medicines Australia or its member companies.

The complaints process is open to any company, organisation or individual. Medicines
Australia does not charge a fee to make a complaint; however, there is a fee for a company to
lodge an appeal against the findings of the Code of Conduct Committee. This fee is not
applicable to non-industry complainants who may wish to appeal a decision.

Financial sanctions imposed by the Code of Conduct Committee are paid to Medicines

Australia and used for the following purposes:

o defraying the costs of the complaints and audit process - particularly, to support the Code
of Conduct, Appeals and Monitoring Committees;

e providing independent facilitators to assist non-industry complainants;

e providing education services - free seminars and presentations for any stakeholders, at no
cost;

e developing and distributing Code of Conduct booklets;

e developing and producing resources to promote compliance with the Code; and

e public dissemination of outcomes of all complaints on the Medicines Australia website.

In 2007/2008 Medicines Australia received 83 new complaints. A summary of all complaints
finalised in this period can be found on pages 31 - 36 of this report, with the detailed
discussion of each complaint from page 37.

Deborah Monk
Director, Innovation and Industry Policy
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Definitions

The definitions included in this list apply only to terms used in this Annual
Report. A more extensive glossary of terms is included in Edition 15 of the
Code of Conduct.

Accommodation means a company may provide a reasonable level of expenses to enable a
healthcare professional to attend the meeting.

Advertisement means any communication which promotes or discourages the use, sale or
supply of products (whether or not in conjunction with the supply of services, and whether or
not the communication identifies particular products or services).

Australian Approved Name means the active ingredients or chemical components of a
medicine.

Brand name has the same meaning as ‘proprietary name’ which is the registered trade mark
of the therapeutic product or the unique name assigned to the product.

Brand name reminder (BNR) means such items of low monetary value which are intended to
remind healthcare professionals of the existence of a product.

Complainant means an individual, organisation or company who lodges a complaint under the
Code of Conduct.

Company event is an educational event organised by a pharmaceutical company for
healthcare professionals.

Congress is an extended educational meeting usually organised by a medical society or
college, university or other non-pharmaceutical company entity.

Consumers and the general public are persons other than healthcare professionals.
Consumer Medicine Information (CMI) is information about a medicine written by the
pharmaceutical company that makes the medicine. It is easy to understand and written for
consumers.

Entertainment means the provision of any diversion or amusement.

Guidelines means the current Code of Conduct Guidelines.

Healthcare professional (HCP) includes members of the medical, dental, pharmacy or nursing
professions and any other persons who, in the course of their professional activities, may
prescribe, supply or administer a medicine.

Hospitality means the provision of food and/or beverages.

Indications mean the registered therapeutic use of a medicine as approved by the Therapeutic
Goods Administration (TGA).

International congress means a congress held in Australia where a Society or College in an
overseas country is actively organising and has joint control over the conference with an
Australian Society or College.

IFPMA means International Federation of Pharmaceutical Manufacturers and Associations.

Medical representative means a person expressly employed by a company whose main
purpose is the promotion of the company’s products to healthcare professionals.
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Member means a company holding membership of Medicines Australia.

Minor breach is a breach of the Code that has no safety implications to the patient’s well being
and will have no major effect on how the medical professional will prescribe the product.

Moderate breach is a breach of the Code that has no safety implications for a patient’s well
being but may have an impact on how the medical profession prescribes the product.

Non-member means a company who does not hold membership of Medicines Australia

PBS means the Pharmaceutical Benefits Scheme of the Commonwealth Department of
Health and Ageing.

Patient support program means a program run by a company, with or without involvement
from a health consumer organisation, with the aim of increasing patient compliance and
positive health outcomes.

Product familiarisation program (PFP) means a program run by the company with the aim of
allowing the medical profession to evaluate and become familiar with the product.

Product Information (Pl) means a document submitted to the TGA which includes the
following information: description, pharmacology, clinical trials, indications, contraindications,
precautions, adverse reactions, dosage and administration.

Promotional material means any representation concerning the attributes of a product
conveyed by any means whatever for the purpose of encouraging the usage of a product.

Repeat of previous breach is where the same or a similar breach is repeated in the promotion
of a particular product of a company which has been found in breach

Starter pack means a quantity of a product supplied without cost to medical practitioners,
dentists and hospital pharmacists. Starter packs are also referred to as “samples” by
healthcare professionals.

Satellite meeting is a meeting held in conjunction with international or Australasian
Congresses.

Severe breach is a breach of the Code that will have safety implications to the patient’s well
being, and/or will have a major impact on how the medical profession will prescribe the
product and/or will have a significant commercial impact on the relevant market. A severe
breach of the Code will also be found for activities that bring discredit upon or reduce
confidence in the pharmaceutical industry.

Subject Company means a pharmaceutical company against whom a complaint under the
Code of Conduct has been lodged.

Symposium is a meeting between a number of experts in a particular field at which papers are
presented by specialists on particular subjects and discussed with participants. Symposia
may be organised by a pharmaceutical company as separate educational events or as
satellites to another congress or conference.

Therapeutic Goods Administration (TGA) is the Division of the Commonwealth Department of
Health and Ageing that is responsible for the regulation of therapeutic goods in Australia.

Trade pack means a package of a product which is sold by the company.
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Committees and Secretariat

The administration of the Code is supervised by the Code of Conduct
Committee. The Code of Conduct Committee has the power to make a
determination as to a breach of the Code, and impose sanctions. The right of
appeal is available to both the Complainant and Subject Company. An appeal
/s heard by the Appeals Committee which has the power to confirm or
overturn the decision.

Committee Member Biographies
Brief biographies for all Code, Appeals and Monitoring Committee members are available on
the Medicines Australia website http://www.medicinesaustralia.com.au/pages/page96.asp

Code of Conduct Committee

Full Members (Voting rights)

¢ Independent Lawyer (Chairman) selected from a panel of six trade practices lawyers
Representatives nominated by.

e Australian General Practice Network (AGPN)

e Australian Medical Association (AMA)

e Australasian Society of Clinical and Experimental Pharmacologists and Toxicologists
(ASCEPT)

Consumers Health Forum of Australia (CHF)

Royal Australasian College of Physicians (RACP)

Royal Australian College of General Practitioners (RACGP)

Therapeutic Goods Administration (TGA)

Medicines Australia Association Representatives (maximum 3)

Medicines Australia Medical/Scientific Directors (maximum 2)

Observers (No voting rights)
e Medicines Australia member companies’ employees (maximum 2)
e Observer nominated by Medicines Australia (maximum 1)

Aavisors (No voting rights)

e Secretary, Code of Conduct Committee

e Medicines Australia officer responsible for Scientific and Technical Affairs
e Medicines Australia Chief Executive Officer

Appeals Committee

Full Members (Voting rights)

¢ Independent Lawyer (Chairman) selected from a panel of six trade practices lawyers

Representatives nominated by:

e The College and/or Society associated with the therapeutic class of the product subject to
appeal

e The target audience to which the activity was directed eg: AMA, RACGP, AGPN

e Consumers Health Forum of Australia (CHF)

e Australasian Society of Clinical and Experimental Pharmacologists and Toxicologists
(ASCEPT)

e Medicines Australia Association Representatives (maximum 2)
Medicines Australia Medical/Scientific Director (maximum 1)

Aavisors (No voting rights)

e Secretary, Code of Conduct Committee
e Medicines Australia Chief Executive Officer or delegate
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