MEDICINES AUSTRALIA

Monitoring Committee

To promote compliance with the Medicines Australia Code of Conduct and thereby
support the quality use of medicines, the Medicines Australia Monitoring Committee
(Monitoring Committee) proactively monitors selected promotional material and
conduct of Member Companies on a regular and ongoing basis.

The Monitoring Committee may review any form of promotional material and
any conduct governed by the Code for identified therapeutic classes against

the provisions of this Code. For example, the Committee may review printed
advertisements for a specific therapeutic class in one review and at their next
meeting review audio-visual material for products in a different therapeutic class.

The therapeutic classes are derived from the Therapeutic Class Index used by MIMS
Australia:

* Alimentary System

» Cardiovascular System

» Central Nervous System

* Analgesia

* Musculoskeletal System

* Endocrine and Metabolic Disorders
* Genitourinary System

* Infections and Infestations
* Neoplastic Disorders

* Immunology

* Respiratory System

+ Ear, Nose and Oropharynx
* Eye

+ Skin

» Surgical Preparations

+ Contraceptive Agents

In each financial year the Monitoring Committee reviews three types of promotional
material (for example, advertisements, printed promotional material, brand name
reminders) across three different therapeutic classes (for example, cardiovascular,
respiratory and immunology); and three different types of conduct covered by the
Code across all therapeutic classes (for example, websites available to the general
public, product familiarisation programs and patients aids).

The Monitoring Committee is empowered in any case to request, and Member
Companies must provide, any further information concerning a particular
advertisement, item of printed promotional material or activity such as supporting
references.
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Alimentary System

Cardiovascular System

Central Nervous System

Analgesia

Musculoskeletal System

Endocrine & Metabolic
Disorders

Genitourinary System

Infections & Infestations

Neoplastic Disorders

Immunology

Respiratory System

Allergic Disorders

Ear, Nose & Oropharynx

Eye

Skin

Surgical Preparations

Contraceptive Agents

Reviews across all
therapeutic classes

Summary of Materials and Activities reviewed

2003/2004

Reviewed
2002/2003

Reviewed
2002/2003

Invitations to
Educational
meetings

Media
releases

Brand Name
Reminders

Competitions

Table 8
between 2003 & 2009
2004/2005 2005/2006

Invitations to
Educational
Meetings

Invitations to
Educational
Meetings

Market
Research

Websites

Patient
Prescribing Education

Software

2006/2007

Invitations to
Educational

Meetings

Patient Support

Programs

Brand Name

Reminders

Websites

2007/2008

Invitations to
Educational
Meetings

Patient
Websites

Corporate
Websites

Competitions

Prescribing
Software

Educational
Event Reports

2008/2009

Company
Websites for
Healthcare
Professionals

Educational
Event Reports

Product
Familiarisation
Programs

Starter Packs
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Table 9
Summary of Materials and Activities reviewed by the
Monitoring Committee in 2008-2009

Type of materials or

Therapeutic Class activity subject to Number_of Number of items A meetlrlgs
. companies to undertake review
review
All Therpeutic Classes Educational Event 41 10,237 events 6
Reports
Company Websites 21 67 1
All Therpeutic Classes for Healthcare
Professional
Product 4 37 1
All Therpeutic Classes Familiarisation
Programs
All Therpeutic Classes Starter Packs 26 85 1
. . Printed Promotional 6 92 1 + Out of Session
Surgical Preparations . .
Material Review
Ear, Nose & Advertisements 6 89 1
Oropharynx + Eye
Printed Promotional 9 72 1 + Out of Session
Musculoskeletal . ;
Material Review
Respiratory Advertisements 6 23 1
13 + 2 Out of Session
Total )
Reviews

Outcomes of the Monitoring Committee Review of Materials and Activities
Surgical Preparations

The Committee reviewed 92 items of printed promotional material from six member
companies with products in this therapeutic class.

Items of printed promotional material were provided by the following companies:

+ CSL Limited

* Abbott Australasia Pty Ltd
*  GlaxoSmith Kline

+ Baxter Healthcare Pty Ltd
* Schering-Plough

* AstraZeneca

The Committee did not identify any general issues across the promotional materials.
Members sought feedback in relation to 14 items. Following the review of company
responses, the Committee determined that no advertisements should be forwarded
to the Code of Conduct Committee for a determination on a potential breach of the
Code.
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Educational Event Reports

In addition to the review of the six month data from Deloitte (January-June 2008), the
Monitoring Committee also reviewed the data for the three months selected by the
Committee at random from the preceding 12 month period.

Educational event reports were provided by the following companies:

Abbott Australasia
Actelion Pharmaceuticals
Alcon Laboratories
Allergan Australia
Alphapharm (non-member)
Amgen Australia
AstraZeneca

Baxter Healthcare
Bayer Healthcare
Biogen Idec
Boehringer Ingelheim
Bristol Myers Squibb
Celgene

CSL

Eli Lilly Australia
Genzyme Australasia
Gilead Sciences
GlaxoSmithKline
Innovex

iNova

Ipsen

Analysis of Data

Janssen-Cilag
Lundbeck

Merck Serono

Merck Sharp & Dohme
Mundipharma

Norgine

Novartis Pharmaceuticals
Novo Nordisk
Nycomed

Organon

Pfizer

Roche Products
Sanofi Pasteur
sanofi-aventis
Schering-Plough
Servier

Smith & Nephew
Solvay

ucB

Wyeth

« Of the 15,386 events for the period January 2008 - June 2008, the Deloitte
independent audit referred 951 events to the Monitoring Committee.

* The Committee requested further information in relation to 375 events.

+ 21 events were forwarded to the Code of Conduct Committee.

* 10 events were found to be in breach of the Code.

* The Monitoring Committee also reviewed 9,286 events in its review of data for the
three months selected by the Committee at random for the preceding 12 month

period (July 2007 - June 2008).

* The months reviewed were October 2007, March and May 2008.
* Members requested further information in relation to 151 events.
* Five events were forwarded to the Code of Conduct Committee.

« Two events were found to be in breach of the Code.
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The outcomes of the Code Committee’s consideration of the complaints relating to
educational events can be viewed in the ‘Complaint Determinations’ section of this
report, see the index on page 59.

Ear, Nose & Oropharynx and Eye

The Committee reviewed 89 advertisements from six member companies in this
therapeutic class.

Advertisements in this therapeutic class were provided by the following companies:

Alcon Laboratories Novartis Pharmaceuticals
Allergan Australia Pfizer
AstraZeneca Schering-Plough

General Issues

The Committee did not identify any general issues in relation to the advertisements.
Members sought feedback in relation to six advertisements. Following the review of
company responses, the Committee determined that no advertisements should be
forwarded to the Code of Conduct Committee for a decision on a potential breach of
the Code.

Musculoskeletal System

The Committee reviewed 72 items of printed promotional material from nine member
companies in this therapeutic class.

Printed promotional material in this therapeutic class were provided by the following
companies:

Abbott Australasia Ipsen

Allergan Australia Pfizer
Boehringer Ingelheim Roche Products
CSL Wyeth

GlaxoSmithKline

General Issues

The Committee did not identify any general issues in relation to the printed
promotional material. Members sought feedback in relation to ten items of printed
promotional material. Following the review of company responses, the Committee
determined that two items from one company should be forwarded to the Code of
Conduct Committee for a decision on a potential breach of the Code.
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Respiratory System

The Committee reviewed 23 advertisements from nine member companies in this
therapeutic class.

Advertisements in this therapeutic class were provided by the following companies:

AstraZeneca iNova
Boehringer Ingelheim Nycomed
GlaxoSmithKline Actelion

General Issues

The Committee did not find any general issues in relation to the advertisements.
To assist the Committee in reviewing the materials members asked that Medicines
Australia consider asking companies to provide referenced papers with each
advertisement or item of printed promotional material. Medicines Australia staff
agreed that they would implement this request for the next round of reviews of
advertisements or printed promotional material.

Members sought feedback in relation to seven items however there were no issues
that would warrant the matter being forwarded to the Code of Conduct Committee as
a formal complaint.

Company Websites for Healthcare Professionals

The Committee reviewed 67 websites developed by or the responsibility of 21
member companies.

Websites were provided for review by the following companies:

Abbott Australasia Lundbeck

Amgen Australia Merck Sharp & Dohme
AstraZeneca Novartis Pharmaceuticals
Baxter Healthcare Novo Nordisk

Bayer Australia Pfizer Australia
Boehringer Ingelheim Roche Products
Bristol-Myers Squibb sanofi-aventis

CSL Sanofi Pasteur

Eli Lilly Australia Schering-Plough

Gilead Sciences Smith & Nephew

Janssen-Cilag

The Committee sought further information in relation to eight websites however
there were no issues that would warrant the matter being forwarded to the Code of
Conduct Committee as a formal complaint.
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General Issues

Company Name and Contact Details

Members advised companies that the company name and contact details should
appear on all company controlled websites and this information should be easily
accessible.

Privacy Policy
Members advised companies that there should be an easily accessible privacy policy
statement on all websites.

Access to Healthcare Professional only Websites
The Committee reiterated the provisions of Section 3.8.2 of the Code, that there must
be a secure system to prevent access by members of the general public.

Leaving a Company Controlled Site

The Committee noted that several sites did not include a disclaimer when leaving
the company controlled site to link to a third party site. Companies were referred to
Section 3.8.4 of the Code.

Product Familiarisation Programs

The Committee reviewed 37 Product Familiarisation Programs provided by four
companies.

Product Familiarisation Programs were provided by the following companies:

Abbott Australasia Novartis Pharmaceuticals
Gilead Sciences Schering-Plough

Companies were asked to provide the following materials:

+ Rationale for the PFP (Section 5.2.1).

+ Patient Information document (Section 5.2.4).

* Program details (Section 5.2.4)

- Date of product registration and first supply of the product
- enrolment period
- length of time each patient will receive treatment.

» Details of how any data are provided by the healthcare professional to the
company conducting the PFP. Actual information provided by healthcare
professionals is not required. If a proforma is used a blank proforma document
should be provided (Section 5.2.7).

» Copy of the Product Information.

The Committee did not find any general issues in relation to the PFPs. There were
no PFPs that required further clarification.
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Starter Packs Policies and Procedures

The Committee reviewed 85 individual documents relating to company starter pack
policies and procedures.

Starter packs policies and procedures were provided by the following companies:

Abbott Australasia Ipsen

Alcon Laboratories Janssen-Cilag
Allergan Australia Lundbeck
AstraZeneca Merck Sharp & Dohme
Bayer Healthcare Novartis

Biogen Idec Novo Nordisk
Boehringer Ingelheim Nycomed

Bristol Myers Squibb Pfizer

CSL Schering-Plough
Eli Lilly Australia Servier
GlaxoSmithKline Solvay

Innovex Wyeth

iNova
Companies were requested to provide the following information:

* Documented policies and procedures on who can be supplied with starter packs
(Section 5.1.2).

» Documented policies and procedures on the quantity provided to authorised
healthcare professionals (Section 5.1.5).

« Documented policies and procedures on the carriage of starter packs by
representatives. If starter packs are not carried by representatives how the
company starter packs are distributed (Section 5.1.6)?

* Documented policies and procedures on starter pack record keeping. Please
describe the process for obtaining requests, distribution, delivery and return or
unwanted starter packs (Section 5.1.7).

« Do your company starter packs include CMIs within the packaging? If not how is
the CMI distributed with the starter packs (Section 5.1.8)7?

+ How does the company meet specialised storage facilities (Section 5.1.9)?

« Documented policies and procedures on the security of starter packs once
distributed from the central warehouse. For example, stage facilities in each
state, any other storage facilities, when starter packs have been provided to
representatives, home and car (Section 5.1.10).

* Documented policies and procedures on the return and disposal of starter packs
(Section 5.1.11).

The Committee was of the view that the majority of policies were comprehensive and
made reference to the requirements of the Code plus their own internal compliance
and reporting procedures. Some company policies were extremely detailed and
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there was a high level of compliance with online request and distribution procedures.

The Committee sought further information in relation to aspects of six company policy
and procedures however there were no issues that would warrant the matter being
forwarded to the Code of Conduct Committee as a formal complaint.

BETTER HEALTH THROUGH RESEARCH AND INNOVATION 271



	Cover Page
	Table of Contents
	Report from the Chairman and Chief Executive
	Executive Summary
	Governance
	Communications
	Continuing Education Program
	Code Review
	Education Event Reporting
	Complaints Process
	Analysis of Complaints
	Definitions
	Complaint Determinations
	Monitoring Committee

