MEDIZINES

BETTER HEALTH THROUGH RESEARCH AND INNOVATION

1 December 2005

Mr Scott Gregson

Australian Competition and Consumer Commission
Adjudication

General Manager

470 Northbourne Ave

DICKSON ACT 2602

Dear Mr Gregson

Please find enclose a marked up copy of Edition 15 of the Medicines Australia Code of
Conduct. The annoted sections denote whether it is a new amendment or reworded
provision. Where a provision has not been amended, simply renumbered this wording has

not been marked up. The summary document highlights these amendments.

Also attached is a list of organisations contacted during our consultation with the
pharmaceutical industry and stakeholders.

If you have any questions please do not hesitate to contact Ms Deborah Monk on
02 6282 6888.

Yours sincerely

Heather Jones
Manager, Marketing Strategies

Medicines Australia Inc. ABN 57 105 836 803
16 Napier Close Deakin ACT 2600 Phone 02 6282 6888 Fax 02 6122 8541 www.medicinesaustralia.com.au




Consultation

Australian Divisions of General Practice
Ground Floor
Minter Ellison Building
25 National Circuit
FORREST ACT 2603
e Ms Kate Carnell
e Dr Ruth Ratner

Australian Medical Association
42 Macquarie Street
BARTON ACT 2600
e Dr John Gullotta, Dr John O’Dea, Ms Sally Cross

Royal Australian College of Physicians
145 Macquarie Street
SYDNEY NSW 2000
e Mr Andrew Bruce, Dr Paul Komesarof and Professor Shane Carney

Royal Australian College of General Practitioners
1 Palmerston Crescent
SOUTH MELBOURNE VIC 3205

e Professor Deborah Saltman

e Dr John Gambrill

Australian Nursing Federation
Unit 3, 28 Eyre Street,
KINGSTON ACT 2604

o Ms Jill Iliffe

Pharmacy Guild of Australia
Level 2, 'Pharmacy Guild House'
15 National Circuit

BARTON ACT 2600

e Mr Stephen Greenwood

Pharmaceutical Society of Australia
44 Thesiger Court
DEAKIN ACT 2600

e Ms Kerry Deans

Society of Hospital Pharmacists
Suite 3, 27-33 Raglan Street
SOUTH MELBOURNE VIC 3205

¢ Mr Vaughan Eaton




Australian Society for Clinical Experimental Pharmacologists and Toxicologists
Professor Ric Day AM

Dept Clinical Pharmacology and Toxicology

St Vincents Hospital

Level 2 Xavier Building

Victoria Street

DARLINGHURST NSW 2010

e Professor Ric Day

Therapeutic Goods Administration
PO Box 100
WODEN ACT 2606

e Dr Leonie Hunt

e Dr Craig Davies

e Dr Roger Feltham

Consumers’ Health Forum of Australia
Level 2, Engineering House
Unit 10, 11 National Circuit
BARTON ACT 2600
e Ms Melanie Cantwell

Australian Consumers Association
57 Carrington Street
MARRICKVILLE NSW 2204

e Ms Nicola Ballinden

National Prescribing Service
Level 7/418 A Elizabeth Street
SURRY HILLS NSW 2010

e Ms Lyn Weekes

Australian Medical Writers
PO Box 1261
CHATSWOOD NSW 2067

e Secretary

Australian Advertising Federation
Level 11, 89 York Street
SYDNEY NSW

e Mr Chris Thomas

Medical Publishers

Level 2, 1 Chandos Street

ST LEONARDS NSW 2065
e Mr Chris Wills




Pharmaceutical Health and Rational Use of Medicines Australia
Pharmaceutical Benefits Branch

Department of Health and Ageing

GPO Box 9848

MDP 3

CANBERRA ACT 2601

e Professor Ric Day

Australian Pharmaceutical Advisory Council
Pharmaceutical Benefits Branch
Department of Health and Ageing
GPO Box 9848
MDP 83
CANBERRA ACT 2601
e Dr John Aloizos

Pharmaceutical Benefits Branch
Department of Health and Ageing
GPO Box 9848
MDP 83
CANBERRA ACT 2601

e Ms Judy Blazow

Therapeutic Advisory Group NSW & VIC
e Letter
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Summary of Amendments

Edition 15

Contents
=  Amendments marked in blue jtalics

= All references to Department of Health and Ageing now refer to the
Therapeutic Goods Administration

Note: The glossary notes that the that the TGA will be replaced by the new Joint
Therapeutics Agency and any reference to the TGA will infer the new joint agency once
this is in operation

= Samples always referred to as Starter Packs

= Reference to members of the pharmaceutical industry — not members of Medicines
Australia — applies to all companies

Preface....iii e e
= Reference to Quality Use of Medicines and National Medicines Policy

Preamble......... ..ot er e e e e e nna e e s se s e e n e e e nen
s Reference to Therapeutic Products Advertising Code and Principles

1. Nature and Availability of Information and Claims ........c..c.c..c.....
1.1 Responsibility ..o
1.2 Substantiating Data ...

1.2.1  Provision of Substantiating Data..
1.2.2 Level of Substantiating Data..

« Claims should not rely solely upon ewdence from sources such as poster presentations
or abstracts. These information sources can be used as secondary references to support
claims

»  Removed reference to major or minor claims — now ‘all claims’

1.3 False or Misleading Claims ..........ccc.ccccoeiiiiii e
1.3.1 Unapproved products of indications........................

= “Samples” replaced with “Starter Packs”

GoOod Taste. ...

Unqualified Superlatives .............cccooovii

NeW ProduCES .........ccc it

= Word ‘generally’ in this provision has been deleted

1.7 Comparative Statements ............ccccocviiiiii

1.8 Imitation.. ..o

1.9

1.1

1
1
1

ok

Medical EthiCs .......ooniieiiie e
0 Distinction of Promotional Material......................ccoooiiiiiiinnnn.

2. Types of Product Information ...........cccmiimrimrcccccenen e
" Some reorganisation of content — no change to intent
2.1 Product Information ...........cccccooveiiianiiiiiii e
" Change of name from full disclosure Product Information



2.2 Abridged Product Information....................cooeeeeiiii
2.3 Minimum Product Information .....................ccoooii
= Change of name from Minimum Product Information for Primary advertisement to
Minimum Product Information
2.4  Changes of Clinical Significance and the addition of a
Boxed Warning ........cccoooeoiiiiiie e
. Promotional Material ...........ccccomeirirccrinmniii i neinr e r s snseens
3.1 Journal AdVertising ...........ccccooiieeeiiiiiiii e
3.1.1  Primary Advertisement ..........c...ccooviiii
= Primary advertisement must contain either the Product Information or the Abridged
Product Information or Minimum Product Information within the body of the
advertisement
= If the Minimum Product Information is included in the body of the advertisement this
does not preclude company from also printing the Product Information of Abridged
Product Information in the journal if it so chooses
3.1.2 Secondary Advertisement........cccccciviinn
. The use of a Secondary advertisement in any issue of a publication that does not also
contain a Primary advertisement is not permitted
3.1.3 Short Advertisement...........ccc.o...ocoooiii
L] Additional Explanatory note - Promotional tagline may not be used in a short
advertisement
3.1.4 Company Commissioned Articles ..............................
] Also known as Advertorial
] Additional provision — where promotional claim is made in a Company commissioned
article,
3.2 Reference Manual Advertising ..........ccccceiviiiiiieeee s
3.2.1  Primary Advertisement - Reference manuals...............
3.2.2 Short Advertisement - Reference manuals..................
3.3 Printed Promotional Material..................ccoooiiiiiieee
. Change to Provision number
" Must contain Minimum Product Information within the body of the item
. Exemption for display materials eg posters, banners — must still make reference to
Product Information being available from trade display
34 MailiNgS ....viiiiiiiiiiiii e
s Change to Provision number
. Addition to Explanatory Note 3.4.6 The display of a products brand name alone on
mailings directed to members of the general public enrolled in a Patient Support
Program is not considered promotion to the general public
3.5 Document Transfer Media............cccooeiiiiiiiiiiiiiiines e
. Change to Provision number
3.8 AUIOVISUAL ...... i
. Change to Provision number
3.7 Company Computer Promotional Material.............ccccccccceeen.
] Change to Provision number
s Addition of word “Company”
3.8 Internet ...
. Change to Provision number
= Provisions relating to the general public moved to Section 9
= No change to content
3.9 Advertising in Electronic Prescribing Software Packages ........

Change to Provision number

New provision — no advertisements to be placed with clinical tools that may be used by
a prescriber for consultation or discussion with a patient, or patient education materials
or CMls

3.9.3 Primary Advertisement specific to prescribing software...............................




3.9.4 Short Advertisement specific to prescribing software............................ ..
3.10 Restricted Access Television Advertising ...........................
. Change to Provision number
s Change to provision title
3.11 Gifts/Offers ..
" Change to Provrsron number
3.12 Brand Name Reminders ..
. Change to Provision number
" Only items that are relevant to the working environment of a healthcare professional are
Suitable as brand name reminders
. Additional information in Guidelines — value of brand name reminders increased to $20
3.13 Competitions .. .
s Change to Provrsron number

. Provision reinforces veracity of competition questions

. Conducting multiple competitions- annual limit of $50,000 per product per calendar
year

= Additional information in Guidelines

. Company Representatives.........cccccceircmnimnimninincnn e sssscssnnes

= Provision name change from Medical representatives to Company
Representatives
" The requirement to complete the Code of Conduct component of the endorsed

Medicines Australia education program applies to any person directly involved in the
development, review and approval of promotional materials and educational materials
for the general public

" Removal of the wording Code of Conduct Module 1 of the Continuing Education
Program — now reads complete the Code of Conduct component of the endorsed
Medicines Australia education program

. Product Starter Packs ......ccccoiimiceiiiimnniiniir e e s nneanns
] New provisions resulting from industry and stakeholder consultation and negotiation
with the NCCTG following the Galbally Review
= State and Territory legislation will be repea/ed by 30 June 2006
5.12 Product Familiarisation Programs... e
" Change to Provision number
Requirement for a clinical rationale
Initiated within first 12 months
Enrolment period must not exceed 6 months
Length of time each patient receives treatment under a PFP determined by clinical
rationale
= No individual patient data to be collected
= 2 or more starter packs may be combined with patient education documents (including
CMI) when justified by clinical need

. Involvement in Educational Symposia, Congresses and Satellite Meetings
6.1 Trade Displays

6.2 Hospitality ..

6.3 Behaviour ..

6.4 Sponsorsh|p or lnvolvement in Australaslan Congresses .......

6.5 Sponsorship of Healthcare Professionals ..

6.6 Venue Selection ...

6.7 REPOMING ..o e

B.8  Travel ...




7. SPONSOIShIP .ot

Addition of new provision relating to sponsorship of medical practice activities

8. RESRAICK ..ot s e s s mm e e ean s mnn s mn s e e eanan

8.1

Post Marketing Surveillance (PMS) Studies .............c..............

Some rewording — intent the same — research fo generate data on safety parameters
Part of clinical research — only extent of involvement of medical representatives is in
recommending or identifying healthcare professionals to participate in study. Must be
managed through the company’s medical department

82 Market Research............cccoiiiiiiiii e,

n Reference to use of vouchers — must be directly relevant to the practice of medicine or
pharmacy

. Donation to a registered charity in lieu of cash payment is acceptable if the amount
remains commensurate with the work undertaken
9. Relationship with the General Public ..........ccccccceevrcininniiccccccnn,

9.1 General INQUINIES .....oeooeiiiiiii e

9.2 Product Specific Media Statements..................cccooeeeivieeeeeen

9.3 GeneralMedia Articles................c. it

9.4 Promotion to the General Public ..............ccccoovviviiiiieiiieneen .

= Updated reference to a medicine delivery device

9.5 Patient EQuUCAtion ............cccceivieiiiiiiiiie e,

9.6 Use of the Internet .. -

. Change to Provision number— th/s prov1310n prewous/y under 3.9 - no change to
content

9.7  Patient Aids ....oeeeii e

. Change to Provision number

9.8 Patient Support Programs ...............ccooiii i

. Change to Provision number

. Additional provision - companies should develop a rationale for each Patient Support
Program — anticipated number of patients to be enrolled, type of educational material
and any contact that may be made with patient — text, mail etc

. Program should not interfere in any way with doctor/patient integrity

9.9 Relationship with Health Consumer Organisations ..

. New provision — reference to set of guidelines deve/oped by Med/cmes Australia,
Consumers’ Health Forum of Australia and health consumer organisations
“Working Together — A guide to relationships between health consumer organisations
and pharmaceutical companies”

9.10 Discredit to and reduction of confidence in the industry .........

" Change to Provision number

10.Relationship with Healthcare Professionals ..............ccocceiiiinnnnees

10.1 Entertainment ..o

10.2 Hospitality.....ccoo oo

. Some rewording — Iintent the same

10.3 Travel .. .

. New prov:s:on same mtent as Sectlon 6 8

10.4 Medical Educational Material .............ccccccos

. Change to Provision number

10.5 Medical Literature/Reprints...

. Change to Provision number prewous/y Sect/on 3 3 4

10.6 Consultants and Advisory Boards..

New provision




10.7

General Remuneration..............ccccoooooe i,
Change to Provision number

10.8 Discredit to and reduction of confidence in the industry.........
. Change to Provision number
11.Administration of the Code......cccvvmrrerrriicin s
11,1 ProCeaUrES .......cuvieieiieiic e
11.2 Membership of Commiittee .......................iiiiiiiie
. Specialist nominated by RACP rather than a patient support group (consumer still
nominated by CHF)
. Additional information on procedure of appointment and tenure
. Change to Observers list
11.3 Conflictofinterest ........ ...
a New provision
11.4 Reviewofthe Code ...,
. Change to Provision number
11.5 Complaints against Non-Members ...............cc.cocoe i,
- Change to Provision number
11.6 Discretion for Referral.............cccooociiiiiicc e
] Change to Provision number
11.7 Referral of Complaints to the Therapeutic Products
Advertising Code ..o e
= New provision- will come into effect with the commencement of the Joint Therapeutics
Agency
= T 1 T T 3 T
s Code of Conduct Committee can impose a fine of up to $50,000 if corrective is not
actioned within the required 30 calendar days from receipt of the minutes
T o 7= Y - O
" New numbering throughout this section
131 ProCeaUIES ...coooiii e
s Appeal can be lodged by complainant or Subject Company
. Appeal bond $20,000 (does not apply to non industry complainants)
. 36,000 will always be retained by Medicines Australia
. Process for appeal remains the same
13.2 Membership of Committee..........ccccoceiiiiii i
. Addition of consumer representative to full committee
] Additional information on procedure for appointment and duration
13.3 Conflict of Interest ...
" New provision
13.4 Referral to Medicines AustraliaBoard ........................cal
. Change to Provision number
0. oY1 o T o TR
] Appendix 3 has been merged with Section 14 — no change to intent
" Provisions renumbered
141 ProcedUres ..o
14.2 Membership of Committee...........c.cccccco,
" Addition of consumer representative to permanent committee
14.3 Conflictof Interest ...

New provision




14.4 Referral to Code of Conduct Committee ............................
. Change to Provision number

14.5 Reporting .. .
. Change to Prov1310n number

14.6 Review ..

» Change to Prows;on number

15.Compliance ProCceduresS........iicieniieesressiinnssssssevsnssssseenssnesnnsens
LT 20T oY o ] 1o N

16.1 AnNUAI REPOM ... e
16.2 External Reporting ..

" Quarterly reporting on Med/cmes Austra//a webs;te
Appendix 1: Guidelines for Complaints ......ccccccrvvvinsrerrrressscnecrnnnnns
Appendix 2: Association RUIES ........ccceviiiiiiiiiiicin i
Glossary
Additional words defined:

= Advertisement

. Brand Name

. Consumers

. Consultant

. Health Consumer Organisation

" Medicines Delivery Device

" Pay Journal

= Promote

. Quality Use of Medicines

. Proprietary Name

. Serious risk to public health and safety (including serious)

Sponsor
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