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Code of Conduct
Secretariat:

The Year in Review

Following the authorisation of Code of Conduct Edition 18 in April 2015
by the Australian Competition and Consumer Commission (ACCC)
Medicines Australia’s Ethical Conduct activities in 2015-2016 have
been focussed on ensuring effective implementation of the revised
Code.

Code Edition 18 and the new transparency model demonstrates the
innovative Australian medicines industry’s leadership in delivering even greater transparency for the Australian
community about the support that is provided to healthcare professionals to engage in educational activities and
to compensate healthcare professionals for the valuable expertise and advisory services provided to Member
companies. The new Code builds on 56 years of successful, responsible, ethical industry self-regulation.
In 2015-2016, in alignment with global standards for the innovative medicines industry, Member companies
consistently demonstrated a high level of compliance with the Code and an ongoing commitment to improved
transparency of interactions with healthcare professionals; to deliver and support valuable education about the
treatments available to Australians; and to support Health Consumer Organisations in their important services to
Australian consumers.
Through implementing the new transparency model in Code of Conduct Edition 18, the innovative Australian
medicines industry continues to put patients first by demonstrating the value of industry partnerships and
continuing to lead the sector in delivering transparency. This year, consistent with global standards for the
innovative medicines industry, Medicines Australia’s Members demonstrated very high standards of ethical
conduct when they engaged with healthcare professionals, consumers and other stakeholders. Member
companies have maintained their very high level of Code compliance.

Transparency Reporting
Educational Event Reports
In June 2016 Medicines Australia published Member companies’ educational event
reports for the period April to September 2015. This was the seventeenth and final six
monthly report published since reporting commenced in 2007. There were 14,872 events
reported for the period April to September 2015. This is consistent for the same period in
previous years.

Advisory Board Reports
In December 2015, Medicines Australia published Member companies’ Advisory Board
meeting reports. These reports covered meetings held between April and September
2015. There were 108 Advisory Board meetings held by 29 member companies during
the 6 month period.

Deborah Monk
Director, Ethics and
Compliance

Healthcare Professional Consultants Reports
The third member companies’ Healthcare Professional Consultancies reports were published in March 2016.
These reports covered consultancies contracted during the 2015 calendar year. A review of these reports
showed that 33 of our member companies engaged 689 healthcare professional consultants across 578 projects
during the year, with the total value of consultancies of $1,820,992.
The information published in the educational events, Advisory Board meetings and Healthcare Professional
Consultancies reports will now be reported under the new transparency reports for individual healthcare
professionals.

Reporting Payments and Transfers of Value to Healthcare Professionals
Edition 18 of the Code requires member companies to report the cost of all flights, accommodation and
registration fees provided to an individual healthcare professional and any honoraria, sitting or consulting fees.
Commencing on 1 October 2015, the first twelve months of reports will be made with each healthcare
professional’s consent to publish the information. From 1 October 2016 reporting will become mandatory for
Member companies. That is, companies may not make a payment or provide an airfare, accommodation or
registration fee unless a healthcare professional is notified of the company’s disclosure obligation and therefore
expects the information to be disclosed.
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The first publication of reports under this new transparency model covered the period 1 October 2015 to
30 April 2016. The reports were published on Member Company websites on 31 August 2016.
In the lead up to the commencement of the new transparency model on 1 October 2015, the Ethics and
Compliance team focussed its efforts on communicating with healthcare professionals. Medicines Australia
undertook a communication campaign which reinforced that a strong working relationship between companies
and healthcare professionals and ongoing knowledge exchange are critical to better patient outcomes. Through a
range of media, in collaboration with Member companies, we sought to inform all relevant Australian healthcare
professionals of the new Code and its requirements.

Health Consumer Organisation Support Reports
In June 2016 Medicines Australia published the third annual reports of Member companies’ financial support for
Health Consumer Organisations (HCO). Member companies supported 276 different HCOs across Australia in
calendar year 2015, ranging from national consumer organisations to small local groups, relating to 412 different
projects or events to the total value of $9,156,063 of support.

Complaints, Appeals and Monitoring
Complaints handling
In 2015-2016, Medicines Australia received 9 new complaints. This is
a decrease from 2014-2015, when 15 new complaints were received.
The majority of the new complaints received this year were submitted
by the Monitoring Committee (five complaints), Member Companies
(three complaints), and 1 complaint was submitted by a healthcare
professional.

Medicines Australia Member
Companies
continue
to
support Australian patients
by engaging with Health
Consumer Organisations on
a range of diverse activities
and initiatives

Of the 9 new complaints received and finalised in 2015-2016, three were found not in breach of the Code and six
complaints were found to be in breach of some or all aspects of the alleged breaches.
There were three appeals against the Code of Conduct Committee’s decisions during the year. None of the three
appeals were upheld.
Details of the complaints considered and finalised in 2015-2016 and the outcomes are reported in this Code of
Conduct Annual Report, published on the Medicines Australia website.

Monitoring of Member Company activities
The Monitoring Committee continued its schedule of monitoring reviews during 2015-2016. The Committee
undertook five reviews of materials associated with specific therapeutic areas:


Company websites in the genitourinary system and contraceptive agents therapeutic areas



Patient support materials in the endocrine & metabolic disorders therapeutic area



Market research in all therapeutic classes (reviewed over two meetings)



Product Familiarisation Program (PFP) consent forms



Hospitality procedures

The Monitoring Committee also undertook a review of Member companies’ HCO Support reports. These reviews
are in addition to the Monitoring Committee’s annual review of one quarter of all educational event reports
submitted by Member Companies during the preceding 12 months.
The Monitoring Committee reviewed 7,947 educational events held between 1 April 2014 and 31 March 2015
reported by 36 companies. Four events were referred to the Code of Conduct Committee, outcomes of these
complaints can be found in this report.
The Monitoring Committee has commenced its review of educational event reports submitted between
1 April 2015 and 30 September 2015. The outcomes of this review will be reported in the 2016-2017 Code of
Conduct Annual Report.

M E D I C I N E S

A U S T R A L I A

C O D E

O F

C O N D U C T

A N N U A L

R E P O R T

2 0 1 5

–

2 0 1 6

•

5

Continuing Education Program
The Medicines Australia Continuing Education Program (CEP) provides education for company medical
representatives to a recognised industry standard. It also educates other company personnel about the
Medicines Australia Code of Conduct. In 2015-2016 1,258 individual students enrolled in one or more Programs
offered under the CEP; of these, 691 enrolled in their first CEP Program. This demonstrates the real value of the
CEP to our Members and others. In 2015-2016 1,461 company personnel undertook the updated Refresher
Module for Code Edition 18. This shows the high level of interest by Members in ensuring that their personnel
and the external agencies they engage are well informed about the new Code requirements.
We wish to thank Professor Peterson, Dr Corinna Dwan and the team at the University of Tasmania who
delivered the CEP in 2015-2016 for our Members.

Communication and Training Activities
In 2015-2016 the Code Secretariat continued to improve our methods of communicating with Member companies
and other stakeholders. The Code Help Desk drop box (codehelpdesk@medicinesaustralia.com.au) continues to
be a successful portal to facilitate submission of code related queries, and enables the Secretariat to promptly
respond to these queries. This has proved very popular with Members, non-members and companies providing
services to pharmaceutical companies, such as advertising agencies. All communications to the Code Help Desk
are kept confidential.
More information on Code of
Conduct Training activities
can be found on the Medicines
Australia website

In addition, the Secretariat has continued to hold regular monthly
Code related training webinars. These webinars can be an overview
of the Code for newcomers to the industry, or can be about a specific
topic of interest proposed by members. The training webinars
continue to be popular as they provide a forum for members to
discuss and debate issues that impact their business decisions.

People
The effective and equitable implementation and administration of the Code of Conduct relies on the commitment,
skill and professionalism of the Medicines Australia staff and members of the Code, Appeals and Monitoring
Committees. We are very grateful for their continued commitment to assisting Medicines Australia to ensure that
industry self-regulation through a world class industry Code of Conduct remains strong and effective.
In addition to these Committees, Medicines Australia is fortunate to have the support of Member Company
personnel who help and advise the Code Secretariat on specific projects. We particularly acknowledge the
ongoing work of the Guidelines Working Group members who continue to provide advice for the successful
implementation of Edition 18. Additionally we acknowledge the work of the Central Database Working Group
members, who have been advising on the feasibility and desirability of a centralised database for the reporting of
payments and transfers of value to healthcare professionals.
I would like to especially acknowledge the strong contribution made by Ethical Conduct team members Sophie
Hibburd and Karen Patten who implement and oversee the Code of Conduct and Continuing Education Program.
Sophie and Karen are consistently focussed on delivering the highest standards of efficient, fair and balanced
management of complaints, appeals and monitoring activities. They also constantly strive to assist and advise
Members throughout the year and together we have a strong, cohesive team. I thank Sophie and Karen for their
work on behalf of the industry.

The Year Ahead
In Medicines Australia’s recent restructure, we have had a slight change to our team name and job titles. We are
now the Ethics and Compliance Team. However, there will be no change to our commitment to supporting
Member companies as they implement the new transparency requirements and to informing and educating
healthcare professionals about the requirements of the new Code. We are grateful to the numerous healthcare
professional organisations that have assisted Medicines Australia by informing their health professional members
about the new Code requirements.
Implementation of the transparency requirements is a very significant change, which will deliver much greater
openness for Australians about how pharmaceutical companies interact with healthcare professionals. Medicines
Australia is very pleased to be spearheading transparency in our sector in Australia.
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Code of Conduct

Governance

Complaints received by Medicines Australia are considered by the Code of
Conduct Committee and, when required, by the Appeals Committee.
The Medicines Australia Board and the Secretariat staff do not adjudicate on
complaints or appeals.

Membership of Committees
The permanent members of all Committees (Code, Appeals and Monitoring) are independent of Medicines
Australia. The members of these Committees bring extensive experience in trade practices law, public health,
general practice, specialist medicine, consumer advocacy and medicines evaluation from a variety of research
and clinical situations.
Short biographies of all permanent members of the Code, Appeals
and Monitoring Committees are available on the Medicines Australia
website.

Conflict of Interest

The administration of the
Code is overseen by the Code
of Conduct Committee (the
Code Committee), which is
responsible to the Medicines
Australia Board

A person participating on a Code-related Committee must not have a
conflict of interest with the therapeutic area/s or company/ies against
which a complaint has been lodged or with the Complainant, or in the case of the Monitoring Committee no
conflict of interest with either the therapeutic area subject to review or the companies who have submitted
materials for review. This also extends to financial matters or any perceived bias with any of the matters
considered at the meeting which they attend.
In addition to the requirement to disclose a direct or indirect pecuniary interest in a matter about to be considered
in a meeting of any Committee, members must also disclose a conflict of interest if a reasonable third party would
conclude that there was a likelihood that a member of the Committee may be influenced in reaching a decision by
factors other than the merits of the case.
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Code of Conduct Committee
Code of Conduct Committee meetings are held on the third Monday of each month unless there are no
complaints received. A schedule of meeting dates is available from the Medicines Australia website.
Table 1: Code of Conduct Committee Members
Organisation

Nominee/s

Full Members (Voting rights)
Mr Michael Daniel, Resolve
Chairman

Mr Alan Limbury, Strategic Resolution
Mr Bernard O’Shea, Norton Rose Fulbright

(One independent Lawyer selected from a panel of up to five trade
practices lawyers)

Mr Ian Tonking SC
Australian General Practice Network (AGPN)

Dr Ruth Ratner (to December 2015)
Dr Rod Pearce (from February 2016)

Australian Medical Association (AMA)

Associate Professor John Gullotta AM
Professor Richard O Day AM

Australasian Society of Clinical and Experimental Pharmacologists and
Toxicologists (ASCEPT)
(One ASCEPT member selected from the panel of four members)

Professor John Miners
Professor Ken Williams
Professor David Le Couteur

Consumers Health Forum of Australia (CHF)

Ms Anne McKenzie

(Two CHF representatives to participate in complaints where the activity is
directed at the general public or patients)

Ms Sharon Caris (Alternate)

Royal Australasian College of Physicians (RACP)

Dr Avi Lemberg
Dr Catherine Streeton

(One RACP member selected from the panel of three members)

Dr Christian Gericke

Royal Australian College of General Practitioners (RACGP)

Dr Harry Nespolon

Medicines Australia Association Representatives (maximum of 3)
(Maximum two Medicines Australia Member Company Senior Executives
and maximum one Medicines Australia Member Company Marketing
Director)

Various, depending on complaints

Medicines Australia Member Company Medical/Scientific Directors
(Maximum of 2)

Various, depending on complaints

Where a complaint relates to an activity or material directed to the practice
of Pharmacy, one pharmacist representative nominated by the Pharmacy
Guild of Australia (PGA), The Pharmaceutical Society of Australia (PSA) or
the Society of Hospital Pharmacists (SHPA)

Various, depending on complaints

Observers (No voting rights)
Therapeutic Goods Administration (TGA)

Mr Mick O’Connor

(one TGA representative attends)

Ms Leanne McCauley

Medicines Australia Member Companies’ employees (Maximum of 2)

Various, depending on complaints

Observer nominated by Medicines Australia (Maximum of 1)

Various, depending on complaints

Medicines Australia Advisors (No voting rights)
Secretary, Code of Conduct Committee

Mrs Sophie Hibburd

Medicines Australia Chief Executive Officer or delegate

Mr Tim James / Mr Lee Hill

Medicines Australia Officer responsible for Ethical Conduct

Ms Deborah Monk
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Meeting Attendance
The Code Committee held 4 meetings to consider 9 complaints received in 2015-2016. Two CHF representatives
were in attendance at the August and November 2015 Code Committee meetings because there were
complaints allegedly relating to activities directed at the general public. A quorum was present at all meetings.

Appeals Committee
Appeals Committee meetings are organised on an ‘as needs’ basis, when an appeal is lodged. No member of the
Appeals Committee may have been a member of the Code Committee which adjudicated on the original
complaint.
Table 2: Appeals Committee Members
Organisation

Nominee/s

Full Members (Voting rights)

Mr Michael Daniel, Resolve
Chairman

Mr Alan Limbury, Strategic Resolution

One independent Lawyer selected from a panel of up to five trade practices
lawyers
One representative from:

Mr Bernard O’Shea, Norton Rose Fulbright
Mr Ian Tonking SC
Dr Marcela Cox

Australian Medicare Local Alliance (AML Alliance), or

Dr Martine Walker

Australian Medical Association (AMA), or
Royal Australian College of General Practitioners (RACGP)

Dr Brian Morton

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

Professor Richard O Day AM

(One ASCEPT member selected from the panel of four members)

Professor Ken Williams

Professor John Miners

Consumers Health Forum (CHF)
(Two CHF representatives to participate in complaints where the activity is
directed at the general public or patients)
The College and/or Society associated with the therapeutic class of the
product subject to appeal

Ms Judith Maher

Various, depending on complaints

Medicines Australia Association Representatives (Maximum of 2)
(Maximum 1 Medicines Australia Member Company Senior Executive and
maximum 1 Medicines Australia Member Company Marketing Director)

Various, depending on complaints

Medicines Australia Member Company Medical/Scientific Directors
(Maximum of 1)

Various, depending on complaints

Where a complaint relates to an activity or material directed to the practice
of Pharmacy, one pharmacist representative nominated by the Pharmacy
Guild of Australia (PGA), The Pharmaceutical Society of Australia (PSA) or
the Society of Hospital Pharmacists (SHPA)

Various, depending on complaints

Medicines Australia Advisors (No voting rights)
Secretary, Code of Conduct Committee

Mrs Sophie Hibburd

Medicines Australia Chief Executive or delegate

Mr Tim James / Mr Lee Hill

Medicines Australia Officer responsible for Ethical Conduct

Ms Deborah Monk

Meeting Attendance
The Appeals Committee held 3 meetings in 2015-2016 to consider 3 appeals. All permanent members of the
Appeals Committee attended the scheduled meetings. A quorum was present at all meetings.
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Monitoring Committee
Monitoring Committee meetings are held regularly on the third Monday of each month. A schedule of meeting
dates is available from the Medicines Australia website.
Table 3: Monitoring Committee Members
Organisation

Nominee/s

Full Members (Voting rights)
Mr Russell Edwards (to March 2016)
Ms Helen Maxwell-Wright

Chairman
(Selected from a panel of three consultants with industry experience in
marketing and knowledge of the Code of Conduct)

Mr Wayne Strong

Australian Medical Association (AMA)

Dr Robyn Napier

Royal Australian College of General Practitioners (RACGP)

Dr Sue Whicker
Ms Alison Marcus

Consumers Health Forum
(Two CHF representatives participate in reviews where activities are directed
at the general public or patients)

Ms Helena Lake (Alternate)
Ms Rigoula Roussakis (Alternate) (to March
2016)

The College and/or Society associated with the therapeutic class of the
product(s) subject to review

Various, depending on the materials or
conduct being reviewed

Medicines Australia Member Company Medical/Scientific Director

Various, depending on the materials or
conduct being reviewed

Medicines Australia Member Company Marketing Director

Various, depending on the materials or
conduct being reviewed

Medicines Australia Advisors (No voting rights)
Secretary, Code of Conduct Committee

Mrs Sophie Hibburd

Medicines Australia Officer responsible for Ethical Conduct

Ms Deborah Monk

The Committee held 9 meetings in 2015-2016. All permanent members of the Monitoring Committee attended the
scheduled meetings except for the AMA who was an apology for the August 2015 meeting. Two consumer
representatives participated in 5 of the Committee’s reviews as activities were directed at the general public.

Code Secretariat
Medicines Australia, through the Code Secretariat, is responsible for:
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ensuring the Code is reviewed regularly to reflect professional and societal expectations of ethical
conduct by pharmaceutical companies;



administration of the Code complaints and appeals process;



administering the business of the Monitoring Committee in its reviews of company activities as required
by the Code;



organising educational activities relating to the Code for Members, non-member companies and other
stakeholders to encourage awareness, understanding and compliance; and



applying for authorisation of the Code by the ACCC when required.
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Code Secretariat Staff


Ms Deborah Monk, Director, Ethics and Compliance



Mrs Sophie Hibburd, Manager, Ethics and Compliance



Mrs Karen Patten, Officer, Ethics and Compliance

Communications
Medicines Australia regularly engages in communication activities to raise awareness, promote understanding of
the Code and to encourage compliance. This is done in a variety of ways, including but not limited to, meetings
with and educational seminars for


pharmaceutical companies,



healthcare professional organisations,



consumers,



health consumer organisations; and



agencies and businesses working with the industry (such as advertising and public relations agencies,
suppliers, event organisers).

In our communications with stakeholders external to the industry, we explain the standards by which the industry
operates and the conduct that stakeholders should expect when engaging with individual companies.
Within the Australian environment, Ms Monk and Mrs Hibburd responded to many requests for guidance and
advice on code provisions and interpretations. In 2015-2016 Code Secretariat staff conducted or participated in
45 events pertaining to communication about the Code, with a combined audience of 955. See Table 4 for details
on these events.

Table 4: Communication with Stakeholders
Type of Event

No. of Events

No. of Attendees

Member & non-member companies

2

90

Businesses working with industry

3

153

Member & non-member companies

20

522

Businesses working with industry

14

113

Stakeholders

2

39

Conferences – presentations on the Code

Presentations and webinars

Workshops and meetings on the Code, including review updates, changes and/or amendments
Member & non-member companies, businesses working with industry,
Stakeholders

4

38

TOTAL

45

955
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Continuing

Education
Program

Medicines Australia’s Continuing Education Program (CEP) is designed to educate
medical representatives to a recognised industry standard.
The CEP is primarily directed at medical representatives working within the
prescription medicines industry, but is also recommended to people who may not be
currently employed within the industry but would like to pursue a career as a medical
representative. It is also available to personnel working for organisations interacting
with the pharmaceutical industry.

The Code requires that the entire CEP is completed by medical representatives within two years of commencing
employment within the pharmaceutical industry (refer to Section 6.4 of Edition 18 of the Code).
In addition to medical representatives, the Medicines Australia Code of Conduct (Section 6.5 of Edition 18) states
that the Medicines Australia Code of Conduct component of the CEP (Program 1) must be completed by “Any
person who is directly involved in the development, review and approval of promotional materials and educational
materials for the general public (this includes Product Managers, medical, marketing or sales staff); or has direct
interaction with healthcare professionals for the purpose of promoting a prescription medicine, whether part-time
or full-time, …within the first twelve months of commencement of employment.”
The CEP is offered as an online course through the University of Tasmania’s Unit for Medication Outcomes,
Research and Education (UMORE), which is backed by the resources of the University’s School of Pharmacy.
The course is tailored for adult learning and designed to provide flexibility for participants in full-time employment.

CEP Programs available through the University of Tasmania
Program 1: The Medicines Australia Code of Conduct

Ethical practices within the pharmaceutical industry, including the obligations and practices of companies in their
relationship with the health care industry and the public.
Program 2: The Pharmaceutical Industry

The historic development of the industry, government regulatory processes and the industry's role in the
Australian health care system.
Program 3: Human Anatomy and Physiology

This program introduces a student without prior knowledge of human biology to the foundation biological
principles of the human body and an introduction to medical terminology. This course is a prerequisite for
Program 4, Introduction to Pharmacology. Company representatives who have a similar university level
qualification or health science background may be eligible for recognition of
prior learning (RPL).
More information on the
Program 4: An Introduction to Pharmacology
course is available on the
University of Tasmania’s
Pharmacokinetics and pharmacodynamics, how drugs are administered,
CEP website.
transported through the body and absorbed.
Program 5: Understanding Product Information

An overview of the scientific, medical and therapeutic information contained in Product Information, including how
the information is structured to comply with Therapeutic Goods Administration (TGA) requirements.
Program 6: Understanding Clinical Trials and Scientific Literature

A systematic approach to the analysis of published clinical papers, including how clinical trials are designed and
conducted, and the four phases of clinical trials.
Code Refresher

This 2-hour self-directed program informs about the differences between the current and new edition of the
Medicines Australia Code of Conduct. This program is intended for individuals who completed Program 1 under
an earlier edition of the Code.
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CEP Enrolments in 2015-2016
Table 5 shows the number of enrolments in Semester 2, 2015 and Semester 1, 2016. Please note some
candidates may be enrolled in more than one program in the semester, for example in both Programs 1 and 2.
Table 5: CEP Enrolments
Semester 2, 2015

Semester 1, 2016

Program 1

406

344

Program 2

89

141

Program 3

74

83

Program 4

98

76

Program 5

120

97

Program 6

86

79

873

820

Code Update

1,149

341

TOTAL

2,022

1,161

Total for Core Programs

CEP Continuous Improvement
The University of Tasmania continued its focus on the continuous improvement of the CEP during 2015-2016. As
part of this process, Program 1, the Code of Conduct Module was fully revised and updated in line with newly
authorised Edition 18 of the Code. Other programs that were reviewed and updated were: Program 2, The
Pharmaceutical Industry; Program 5, Understanding Product Information; and Program 6, Understanding Clinical
Trials and Scientific Literature. This continuous improvement process ensures that the CEP stays current, is
appropriate and that modern teaching methods are incorporated.

People
We wish to thank the team at the University of Tasmania who delivered the CEP in 2015-2016 for our Members.
The CEP Program team is led by Professor Greg Peterson, Deputy Dean (Research) Faculty of Health, and Dr
Corinna Dwan, Projects Manager and Academic Lead (Medicines Australia CEP). Professor Peterson and Dr
Dwan are ably assisted by Mr Alex Smith, Project Officer and Ms Breeanna Rayner who replaced Alex Smith in
June 2016.

CEP Awards
Medicines Australia hosts an annual awards ceremony to celebrate the achievements of students in the
Continuing Education Program. The CEP awards are presented annually to sales representatives who achieve
the highest marks in the course. Additionally, the University of Tasmania offered a prize to students based on the
level of engagement and quality of participation in the course.
The CEP Awards for 2015 were presented at an Awards Lunch in March 2016. Guest Speaker Dr John Gullotta,
Chairman, AMA Council of General Practice, highlighted the importance of a highly trained and ethical workforce
interacting with healthcare professionals. Medical representatives are the ambassadors for the industry and
provide reliable and accurate information on medicines to these healthcare professionals.
Mr Brian Gladsden, Managing Director of Novartis Australia, represented the Medicines Australia Board at the
event. In his speech, Mr Gladsden congratulated all students who completed the course, and in particular the
recipients of the awards. The fact that so many students had been recognised for their high achievement in this
program shows pride in the industry, a passion to deliver quality education to healthcare professionals with the
purpose of ensuring patients get the best use out of medicines that are available today.
The Medicines Australia Continuing Education Program has been in existence for over forty years. Commencing
in 1973 with the Medical Representatives Education Program, or MedREP. In that first year 48 candidates sat for
the inaugural exams. In 1997 the new Continuing Education Program, or CEP, commenced, first at Monash
University, before moving to Deakin University and the University of Queensland. In 2012 the University of
Tasmania was awarded the contract to deliver and develop the CEP following a competitive tender process.
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UTAS Prize for Excellence
The two UTAS Prizes for Excellence were presented to:

CEP Course Facilitators at the University of Tasmania
nominate one finalist for each semester from their program
based on the level and quality of participation in group
discussions and personal reflections in the online tutorials. The
winners are
selected by a
panel from the
University.
Ms Amanda
Dang from
Mylan (left) for
Semester 1 and Ms Chie Chansavang from Boehringer Ingelheim
(right) for Semester 2 are pictured receiving the award from
Professor Gregory Peterson, Head of UMORE and Associate
Dean (Research), Faculty of Health, University of Tasmania.

Code of Conduct Award
Finalists for the Code of Conduct Award include all students
who achieve the highest mark for Program 1, excluding
anyone who has achieved final mark via resubmission or
supplementary assessment.
Among finalists, the winner is determined through review of
learning log book and online participation by a panel from the
University of Tasmania which is made up of Program
facilitators and program administration staff, with Medicines
Australia to make final decision if it is difficult to identify a
clear winner.
The Code of Conduct Award was presented to
Ms Pinky Dharmshaktu from Amgen, pictured receiving the
award from Dr John Gullotta.

CEP Achievement Award
CEP Achievement Award winners are the students who achieve the 10 highest aggregate marks for the five core
programs (out of a possible total aggregate of 500). Program 3 Human Anatomy and Physiology is not included
in the aggregate calculation, as not all students are required to undertake this program.
The award evaluation excludes anyone who has achieved his or her marks via resubmission or supplementary
assessment.
CEP Achievement Award recipients pictured are:







Steve Graham – Apotex
Stu Fillman – Genzyme
Chris Gaffee – AstraZeneca
Kristyn Walton – Bristol-Myers Squibb
Jana Moody – Lundbeck
Fiona Davis – AstraZeneca

CEP Achievement Award recipients not present at the
awards event:




Sam Watkins – GlaxoSmithKline
Ben Maliszewski – Independent Student
Philippa Riddell – AstraZeneca

*Award recipients’ companies were current at the time of completion of
CEP. Some award recipients may have moved to other companies or
roles outside the industry.

1 4

•

M E D I C I N E S

A U S T R A L I A

C O D E

O F

C O N D U C T

A N N U A L

R E P O R T

2 0 1 5

–

2 0 1 6

Medicines Australia is pleased to report the continued high level of compliance with the
Code with respect to educational meetings held by Member Companies. At the end of
each financial year the Monitoring Committee selects and reviews three random months
of events, for example August, November and March for review. During the review, as
set out in the Code (Section 31.2.2 in Edition 18) the Monitoring Committee is
Reporting
“empowered in any case to request, and Member Companies must provide, any further
information concerning a particular educational meeting such as a copy of the invitation
to the meeting, agenda, program, a copy of any materials provided to attendees and invoices and receipts.”

Educational

Event

Having reviewed the additional information it has requested, the Monitoring Committee must consider whether a
potential breach of the Code might have occurred. If so, the Committee will refer the educational event to the
Code of Conduct Committee for a determination. Table 6 provides a summary of the number of educational
meetings reported in each of the 16 reporting periods to date and the number of events found to be in breach of
the Code by the Code of Conduct Committee following a referral from the Monitoring Committee.
Table 6: Summary of Educational Event Reports 2007-2015
Reporting Period

Number of events reported

Number of events found in breach of the
Code

Report 1:
July – December 2007

14,633

Report 2:
January – June 2008

15,836

July 2007 – June 2008
Review of July 2007 – June 2008 data +
3 random months from 2007-2008 data
33

Report 3:
July – December 2008

18,060

Report 4:
January – June 2009

16,020

Report 5:
July – December 2009

16,790

Report 6:
January – March 2010

5,857
Note: 3 month report only

Report 7:
April – September 2010

16,880

Report 8:
October 2010 – March 2011

13,873

Report 9:
April – September 2011

18,175

Report 10:
October 2011 – March 2012

13,611

Report 11:
April – September 2012

18,205

Report 12:
October 2012 – March 2013

13,290

Report 13:
April – September 2013

16,891

Report 14:
October 2013 – March 2014

13,020

Report 15:
April 2014 – September 2014

15,962

Report 16:
October 2014 – March 2015

12,278

April 2014 – March 2015
Review of 3 random months data
1

Report 17:
April 2015 – September 2015

14,872

In progress at time of this Report.

TOTAL

254,253

38

July 2008 – June 2009
Review of 3 random months data
2
July 2009 – March 2010
Review of 3 random months data
1
April 2010 – March 2011
Review of 3 random months data
0
April 2011 – March 2012
Review of 3 random months data
0
April 2012 – March 2013
Review of 3 random months data
0
April 2013 – March 2014
Review of 3 random months data
1

Member Company educational event reports for the last four years are available on the Medicines Australia website
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Complaints

Rights

The rights of pharmaceutical companies, healthcare professionals and members
of the general public are recognised, including the right to lodge a complaint and
the right to an impartial decision. Anonymous complaints will not be accepted by
Medicines Australia. This is to protect the integrity of the process. However, where anonymity is requested by a
non-industry complainant this will be respected.

Process

The complaints process is free of charge. A Complaints Submission Form for Non-Industry Complainants can be
found on the Medicines Australia website.
Complainants and Subject Companies have the right to appeal a decision of the Code of Conduct Committee.
The appeals process is free of charge for non-industry appellants; however a pharmaceutical company must
lodge an appeal bond of $20,000.
Complaints and appeals are considered in a transparent, equitable, objective and unbiased manner by the Code
and Appeals Committees. The permanent members of the Code and Appeals Committees are nominated by third
parties such as the Consumers Health Forum, AGPN, AMA, RACGP, RACP and TGA and are independent of
Medicines Australia. Together with the Chairman the permanent members form a majority of the Committee.
The complaints handling process will reflect the principles of natural justice and procedural fairness.

Accessibility
The complaints process is readily accessible to pharmaceutical companies, healthcare professionals and
members of the general public. An independent facilitator is available to assist non-industry complainants.
Where a complaint falls outside the jurisdiction of Medicines Australia the matter will be referred to the most
appropriate alternate organisation. For example, if a complaint about a device is lodged with Medicines Australia
it will be forwarded to the Medical Technology Association of Australia (MTAA) which is the peak body for the
devices sector.

Timeframe
The complaints handling process will be prompt and responsive and target times for handling complaints have
been set down in the provisions of the Code. The Complainant and Subject Company will be informed of all
decisions and provided with the reasons for the decision pertaining to their particular complaint.

Reports
The outcomes of all finalised complaints are published on the Medicines Australia website in quarterly and annual
reports. Complaints where the activity is directed towards the general public will be published on the Medicines
Australia website within one month of the finalisation of the complaint (the outcomes are also published in the
next quarterly and annual report).

Where to find assistance
If you need any assistance in understanding the Code or complaints process you can contact Medicines Australia
on:
Phone: 02 6122 8500; or Email: secretarycodecommittee@medicinesaustralia.com.au

The following documents are available on the Medicines Australia website:
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Code of Conduct Edition 18



Code of Conduct Guidelines (to be read in conjunction with Edition 18)



Lodging a complaint (non-industry complainant)



Complaints Submission Form for Non-Industry Complainants



Responding to and lodging a complaint (pharmaceutical company)
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Analysis of

Complaints

This section of the Code Annual Report provides information on the source of
complaints, outcomes from the determination of complaints, sanctions imposed by
the Code and Appeals Committees, sections of the Code pertaining to complaints
and time to resolve complaints.

Source of Complaints
In 2015-2016, 9 new complaints were received by Medicines Australia. As shown in Table 7, the majority of
complaints were submitted by the Monitoring Committee (5 complaints), member companies (3 complaints) and a
healthcare professional (1 complaint). Table 7 provides details on the source of all new complaints received in
2015-2016.

Table 7: Source of Complaints received in 2015-2016
Source of complaints

Number of complaints

Healthcare professionals

1

General practitioners
Hospital physicians/pharmacists
Specialists
Organisations

0

Health Consumer Organisation
Therapeutic Goods Administration
Colleges/Society
Member of the general public
Academic

0

Monitoring Committee

5

Pharmaceutical companies
Member Company
Non- Member Company

3

TOTAL

9

Complaint Determinations
Each complaint is usually made up of several different aspects, where the complainant alleges that certain
statements or claims in the materials or aspects of a company’s conduct are in breach of one or more sections of
the Code. Each element of the complaint is considered and a decision made. Thus, in many complaints there
may be decisions where some aspects are found in breach and other aspects not in breach.

Complaints carried over from 2014-2015
There were no complaints received in 2014-2015 and finalised in the 2015-2016 reporting period.
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Complaints received in 2015-2016
Of the 9 new complaints received in 2015-2016, all complaints were considered and finalised by the end of the
financial year. As shown in Figure 1, of the 9 complaints finalised in 2015-2016, 3 were found not in breach of the
Code and 6 complaints were found to be in breach of some or all aspects of the alleged breaches. The link to the
reasons for the decision with respect to these complaints can be found in Table 8.

Figure 1: Outcomes of complaints finalised in 2015-2016

33%

Where no aspects of a
complaint were found to be
in breach N = 3
Where all aspects of a
complaint were found to be
in breach N = 2

45%

Where some aspects of a
complaint were found to be
in breach N = 4
22%

Figure 1 - Outcomes of complaints finalised in 2015-2016
Appeals
In 2015-2016, 3 of the 9 new complaints considered and finalised by the Code Committee were subject to an
appeal, none of which were upheld or had sanctions amended.

Sanctions
Sanctions may be imposed on a company where breaches of the Code have been established. All complaints
were considered under the provisions of Edition 17 and 18; sanctions may consist of one or more of the following:


cessation of conduct and/or withdrawal of materials



corrective action (letter and/or advertisement)



monetary fine

The requirement to withdraw and cease using materials found in breach can only apply to materials that might
otherwise be used again. It cannot be required for an activity that has already taken place and is not continuing,
such as a competition or educational event.
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Monetary fines
Figure 2 shows the financial penalties imposed on companies found in breach of the Code. There were three
fines imposed that were less than $75,000, and three fines of $100,000 imposed.
Figure 2: Fines imposed by the Code & Appeals Committee on
companies found in breach of the Code
3

2

1

0

$0 $24,999

0

0

$25,000 - $50,000 - $75,000 - $100,000 $200,000
$49,999 $74,999 $99,999
$199,999 $250,000

Figure 2 - Fines imposed by the Code & Appeals Committee on companies found in breach of the Code
Complaints resolution timeframe
Complaint resolution time is measured from the date a complaint is received at Medicines Australia to the date of
the Code or Appeals Committee meeting (in working days). Medicines Australia publishes on its website a list of
meeting dates and cut off dates for complaints for each meeting. Complaints are received at any time in the
month with some complaints being received just after the cut-off date for the monthly meeting, which extends the
timeframe for resolution as the complaint will be referred to the next meeting.
The average time to resolve a complaint finalised in 2015-2016 was 52 working days. This time was reduced to
34 working days where the complaint was not subject to appeal. The shortest time to resolve a complaint was 23
working days.

Code provisions subject to complaint
There was a total of 30 alleged breaches of the Code with the majority of alleged breaches falling under
Section 1 (16 alleged) and Section 9 (8 alleged) of the Code. The actual breaches were 10 and 1 respectively for
Section 1 and Section 9 for complaints received and finalised in 2015-2016.
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Complaint
determinations

This section of the Code of Conduct Annual Report provides the decisions and
reasons for decisions of all complaints considered by the Code Committee and
finalised in 2015-2016.
Table 8 provides a summary of each finalised complaint. Complaints received and
finalised in 2015-2016 were considered under Editions 17 and 18 of the Code.

Table 8: Complaints finalised in 2015-2016
No.

Subject
Company

Material or
information subject
to complaint

Product

Complainant

Outcomes

Sanction

1128

Roche

Media Release

Gazyva

Monitoring
Committee

Breach of
Section 13.4 of
Edition 17

Fine of
$100,000
Conduct not be
be repeated

1129

Servier

Advertisement

Valdoxan

Healthcare
Professional

Breach of
Sections 1.2.2
and 1.3 of
Edition 18

Fine of
$100,000
Material to be
withdrawn from
use

1130

Eli Lilly

Educational Event

N/A

Monitoring
Committee

No breach

n/a

Monitoring
Committee

Breach of
Section 9.4.3

Fine of
$10,000

Edition 17

Conduct not be
be repeated

1131

Merck Serono

Educational Event

N/A

Edition 17

1132

Pfizer

Educational Event

N/A

Monitoring
Committee

No breach
Edition 17

n/a

1133

Takeda

Educational Event

N/A

Monitoring
Committee

No breach

n/a

Astellas

Breach of
Sections 1.2.2
and 1.3

1134

Janssen

Promotional Claim

Zytiga

Edition 17
Fine of
$100,000
Material to be
withdrawn and
not used again
Corrective
letter required

Edition 18

1135

Bristol-Myers
Squibb

Promotional Activity

Sprycel

Novartis

Breach of
Section 1.3
Edition 18

Fine of
$50,000
Material to be
withdrawn and
not used again

1136

Bristol-Myers
Squibb

Promotional Activity

Nivolumab

Merck Sharp &
Dohme

Breach of
Sections 1.1, 1.4
and 2.1.1.4
Edition 18

Fine of
$10,000
Material to be
withdrawn and
not used again
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ROCHE MEDIA
COMMUNICATIONS – 1128
Subject Company:

Roche Products Pty Ltd

Complainant:

Monitoring Committee

Product:

Gazyva

Roche further argued that the media is independent
and resulting reportage cannot be controlled by
companies.
Code of Conduct Committee Decision
The Committee agreed in a unanimous decision that
the conduct subject to complaint was in breach of
Section 13.4 of the Code of Conduct.

Complaint

Following its review of media releases in February
2015 to the consumer media across all therapeutic
classes, the Monitoring Committee had referred
activities in association with the publication of a
Roche media release announcing the TGA approval
of Gazyva to the Code of Conduct Committee.
The Monitoring Committee had considered that the
media release relating to Gazyva was consistent
with the Code. However, the Monitoring Committee
considered that a number of media reports
generated by the media relations activities
associated with the issue of the media release
indicated that Roche had potentially breached the
Code of Conduct. The Monitoring Committee was of
the opinion that the media reports included
statements that would give an unrealistic
expectation about the chance of successful
treatment for leukaemia. The Monitoring Committee
had unanimously agreed to refer the matter to the
Code of Conduct Committee for adjudication.
Sections of the Code

The conduct was alleged to be in breach of the
following Sections of Edition 17 of the Code:
 13.4 Relationship with the Consumer Media
 13.6 Educational Material to the General Public
Response

The Committee agreed in a majority decision that
the conduct subject to complaint was not in breach
of 13.6 of the Code of Conduct.
Sanction
The Committee determined that the breach was
moderate as defined by the Code.
The Committee determined by majority decision that
Roche must pay a fine of $100,000. Roche, its
employees or personnel for whom Roche is
responsible must not repeat the same or similar
conduct as that found in breach of the Code.
Consideration of the Complaint
The Committee reviewed the media reports, which
resulted from the media relations activities
conducted by Roche employees and personnel for
whom Roche was responsible, the healthcare
professional’s and patient’s briefing information and
agreements, and the Gazyva consumer media
statement.
The Committee agreed with the Monitoring
Committee that the resulting media reports, which
were numerous and widely published, were overly
optimistic about the likely outcomes from treatment
with Gazyva and may have the effect of encouraging
people with leukaemia to seek treatment with the
product.

Roche responded to the complaint, stating that the
Monitoring Committee had found the media release
to be balanced and it had included an appropriate
level of detail on safety and side effects. Roche
stated that the media statement had been released
in accordance with the Code. Through interactions
with an experienced health journalist, who is part of
a syndicated news network, and a television
journalist, the resultant story was distributed much
more broadly than originally intended.

The Committee considered Roche’s conduct relating
to these reports. The Committee noted that sections
13.4.4 and 13.4.5 state that a company is
responsible for its employees and agents in relation
to interactions with the general media, and is
responsible for any material prepared for the media
by its agencies and for healthcare professional and
public citizen spokespeople. The Committee
confirmed that the matter for its consideration is
whether Roche has breached the Code of Conduct.

Roche asserted that the media statement was fully
compliant with the Code. All briefing documents and
contracts with healthcare professional and patient
spokespeople were appropriate and had been
suitably reviewed and approved by Roche. Whilst
some of the patient’s descriptions of his experience
to the journalist were emotive, Roche’s briefing of
the agency and the agency’s briefing of the patient
were compliant with the Code and the company’s
policies.

The Code Committee noted that Roche did have
agreements in place with both the healthcare
professional quoted in the media release and the
patient quoted in the media articles. The terms of
the agreement between Roche and the patient
spokesperson referred to Roche adhering to the
Therapeutic Goods Act and the Code of Conduct.
Whilst the agreement states that Roche may not
provide promotional information to the public, the
agreement was not sufficiently clear to the patient
spokesperson regarding what they may or may not
say to the media when interviewed. The Committee
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acknowledges that this information may have been
imparted in a verbal briefing provided to the patient
spokesperson in conjunction with the written
agreement. The Roche patient agreement also
states that a patient “may express your own opinion
and discuss your experiences with medicines as you
choose. When sharing your story or responding to
questions about treatments, we ask that you provide
balanced and factual information”. This indicated to
the patient that they may speak to the media about
their drug treatment outcomes, including positive
outcomes. The Committee accepted that there is a
tension between providing an independent view
from a patient spokesperson and a company
seeking to control what a patient says. However, a
company is responsible for ensuring that a patient
spokesperson is fully briefed on the Commonwealth
Therapeutic Goods Legislation and the Code of
Conduct in particular that prescription products must
not be promoted to the general public.
The Committee further noted that Schedule One to
the Letter of Agreement between Roche and a
healthcare professional spokesperson referred to
the healthcare professional identifying a patient who
is being treated with Gazyva and “is experiencing a
good response” for media interviews. The
Committee considered that this indicated that it was
Roche’s intention that the patient case study would
communicate positive outcomes from Gazyva
through generating media stories.
The Committee reviewed an email from a person for
whom Roche was responsible to the syndicated
journalist who reported on the availability of Gazyva.
The email offered the journalist a “strong patient
case study” for a patient who would have died
without the treatment. The email referred to the
patient now being able to ride long distances on a
mountain bike, which was reported in the media
articles. The Committee noted that in its response to
the complaint Roche had stated that the email had
included information on the patient’s diagnosis,
treatment and recovery, some of which Roche
considered was inappropriate. Other statements in
published media articles about the effectiveness of
the product in destroying cancer cells and the
patient’s personal experience from his treatment
were attributed directly to a healthcare professional
spokesperson and the patient, evidently following
their interviews with the journalist.

with the media by the company, its employees and
agents, not solely a media release. The Committee
unanimously determined that the interactions
between Roche, its employees and people for whom
the company was responsible and the consumer
media were in breach of Section 13.4 of the Code
because the product specific media release was
accompanied by the abovementioned email which
a) was material which encourages or is designed
to encourage the use of a prescription
product; and
b) had a purpose which was not solely
educational and informative
and therefore in breach of Section 13.4.3.
The Committee discussed whether Section 13.6 was
relevant to the conduct subject to complaint. Section
13.6 relates to educational material available to the
general public. The Code Committee noted that
initially the Monitoring Committee had questioned
whether educational information in addition to the
media release had been distributed by Roche or
other personnel for whom the company was
responsible. Roche had clarified that no other
educational information had been distributed with
the media release. Some members of the
Committee nevertheless considered that Section
13.6 did apply to the conduct subject to complaint
because information communicated to the general
public through the media activities was not balanced
and had the potential to raise unrealistic hopes of
successful treatment with Gazyva. However, a
majority of the Committee considered that the
conduct subject to complaint more properly came
within the scope of Section 13.4 - Relationship with
the Consumer Media. In a majority decision, the
Committee found no breach of Section 13.6.
The Code of Conduct Committee commented that
this was a complex matter and it would have
assisted the Committee to have received a more
detailed and specific explanation of the Monitoring
Committee’s concerns.
Sanction

Having found the media activities to be in breach of
the Code, the Code Committee discussed the
severity of the breach. The Code Committee agreed
unanimously that the breach was moderate as
defined by the Code.
The Code Committee agreed by majority decision
that:

Roche must pay a fine of $100,000

Roche, its employees or personnel for whom
Roche is responsible must not repeat the same
or similar conduct as that found in breach of the
Code.

The consumer media reporting of the availability of
Gazyva primarily occurred on 27 and 28 October
2014. In this reporting there were a number of
statements about the patient’s positive outcome
from treatment with Gazyva, including statements
attributed to the patient himself. These statements
promoted Gazyva to the general public.
The Committee agreed with the Monitoring
Committee that the consumer media release dated
27 October 2014 was consistent with the Code.
However, Section 13.4 relates to all communications
2 2

•

M E D I C I N E S

A U S T R A L I A

C O D E

O F

C O N D U C T

A N N U A L

R E P O R T

2 0 1 4

–

2 0 1 5

Code of Conduct Committee Decision

VALDOXAN
ADVERTISEMENT – 1129
Subject Company:

Servier Laboratories (Aust) Pty
Ltd

Complainant:

Healthcare Professional

Product:

Valdoxan

The Committee agreed decisions by majority that
the advertisement subject to complaint was in
breach of Sections 1.2.2 and 1.3 of the Code of
Conduct.
The Committee agreed in a unanimous decision that
the conduct subject to complaint was not in breach
of 9.13 of the Code of Conduct.

Complaint subject to Appeal
Sanction
Complaint

Dr Thomas alleged that an advertisement for
Valdoxan, published in the July 2015 edition of
Australian Doctor, is in breach of the Code.
Specifically, Dr Thomas contended that the
references used to substantiate the claim “An
effective antidepressant recommended first line in
2013 clinical guidelines” are insufficient and
inappropriate. Dr Thomas argued that neither the
first reference, the Product Information, or the
second reference, an article by Malhi et al (2013)
were clinical guidelines. The claim therefore could
not be adequately substantiated and was false and
misleading.
Dr Thomas further alleged that Servier had
selectively chosen positive studies in the promotion
of this product and had ignored several unpublished
studies that reported negative findings for
agomelatine. Dr Thomas asserted that in doing so,
Servier is in breach of Section 9.13 – Discredit to
and reduction of confidence in the Industry.
Sections of the Code

The promotional material is alleged to be in breach
of the following Sections of Edition 18 of the Code:
 1.2.2
 1.3
 9.13

Level of Substantiating Data
False or Misleading Claims
Discredit to and Reduction of Confidence
in the Industry

Response

Servier disagreed with Dr Thomas’ assertions.
Servier argued that the claim is appropriately
substantiated, is current, accurate, balanced and is
not misleading. Servier is confident that the claim
for Valdoxan is able to be substantiated by the
literature; the data used to support the claim is
consistent with other guidelines and analyses.
Servier strongly rejected the assertion that the
company had withheld data, and were affronted by
Dr Thomas’ allegation that it had committed
scientific fraud. The studies referred to by the
complainant had been provided to Taylor D. et al for
their analysis; two of these studies had since been
published and one study with relevant safety data
had been submitted to the TGA and the data had
been included in the Product Information. Servier
denied it was in breach of Section 9.13 of the Code.
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The Committee determined that the breach was
moderate as defined by the Code.
The Committee determined by majority decision that
Servier must withdraw all materials which use the
claim found in breach and not use the claim again in
its current form in future materials. The Committee
also determined that Servier should pay a fine of
$100,000.
Consideration of the Complaint

The Committee reviewed the advertisement for
Valdoxan that was published in the July 2015 edition
of Australian Doctor. The Committee noted that the
complaint centered on the claim “An effective antidepressant recommended first line in 2013 clinical
guidelines”, which was referenced to the Valdoxan
Approved Product Information and the article
Pharmacological management of unipolar
depression by Malhi et al (2013).
The Committee considered that the reference to the
Approved Product information for this claim was
appropriate as it related to the phrase “an effective
antidepressant”, which was consistent with the Code
of Conduct requirements.
The Committee reviewed the Malhi et al paper,
noting that it was a literature review of evidence
available through PubMed and MEDLINE, which
built upon the authors’ previously published clinical
practice recommendations for bipolar disorder. The
study aims were stated to be “to provide clinically
relevant, evidence-based recommendations for an
individualized formulation for pharmacotherapeutic
management”.
The Committee noted that the study authors or the
journal editors had used the terms “clinical practice
guidelines” and “recommendations” in the Key
Words section describing the paper. However, a
number of Committee members noted that a
literature review is not generally understood as
being clinical guidelines. Clinical Guidelines are
usually developed through consultation and
discussion between relevant clinicians and
published by a relevant medical college or society.
The Committee noted that a draft “Clinical Practice
Guideline: Mood Disorders”, prepared by a working
group of the Royal Australian and New Zealand
College of Psychiatrists (RANZCP) that included the
co-authors of the Malhi et al (2013) paper, was
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currently under public consultation. However, these
Clinical Practice Guidelines were not final and
Servier had not referenced these guidelines to
substantiate the claim subject to complaint.
The Committee discussed the meaning conveyed by
the claim “recommended first line” and whether this
could be substantiated by the Malhi et al paper. This
paper refers to a number of different antidepressants as being first line options, including
agomelatine (the active ingredient in Valdoxan), but
the Malhi et al paper is a single literature review.
The Committee reviewed the meta-analysis by
Taylor et al published in the British Medical Journal
in March 2014. The complainant had observed that
this meta-analysis had included a number of
unpublished studies whereas the Malhi et al paper
had only considered published studies. Taylor et al
had found that published studies were more likely
than unpublished studies to suggest advantages for
agomelatine. Taylor et al had concluded that
agomelatine was unsuitable as a first line treatment
due, in part, to the requirement for monitoring of liver
function. This, therefore, did not support the claim
subject to complaint.
The majority of the Committee considered that the
claim subject to complaint was misleading because
it implied that the Malhi et al (2013) literature review
was a clinical guideline that had been generally
accepted and endorsed by clinical experts or a
medical college, whereas the study was a published
literature review. The majority of the Committee also
considered that the claim could not be adequately
substantiated because the Malhi et al 2013 paper
did not necessarily reflect the full body of evidence.
A minority of the Committee did not agree that
prescribers would be misled by the claim’s reference
to 2013 clinical guidelines. These Committee
members considered that the use of lower case text
for “clinical guidelines”, which indicated that the
claim did not refer to particular guidelines, and the
clear reference to the Malhi et al publication would
not mislead prescribers as to the status of the
guidance supporting the claim. A minority of the
Committee considered that the claim had been
adequately substantiated by the Malhi et al paper,
which had been published in a well-recognised peerreviewed journal. Further, these Committee
members noted that the claim “recommended first
line” was consistent with the draft RANZCP Clinical
Practice Guideline, albeit this Guideline was not yet
final.
The Committee agreed that by a majority decision
that the claim was in breach of Sections 1.2.2 and
1.3 of the Code as it was misleading and could not
be adequately substantiated.

their meta-analysis. Further, two of these studies
had since been published and one had been
submitted to the TGA and relevant safety
information had been included in the Valdoxan
Product Information. The Committee determined by
unanimous decision that although it had found that
the claim was misleading and unable to be
substantiated, the conduct did not bring the industry
into disrepute.
Sanction

Having found the claim to be in breach of Sections
1.2.2 and 1.3 of the Code, the Committee discussed
the severity of the breach. The Code Committee
agreed by majority that the breach was moderate as
defined by the Code.
The Code Committee agreed by majority decision
that:
 The claim must be withdrawn from use and
must not be used again in the same or similar
form in future materials
 Servier must pay a fine of $100,000
The Committee considered whether corrective
action was required and unanimously agreed that a
corrective letter or advertisement may confuse
healthcare professionals rather than correct any
misleading interpretation in this instance.
Appeal

Servier appealed the size of the fine imposed by the
Code of Conduct Committee but not the decision of
the Code of Conduct Committee to find that the
claim was in breach of the Code. Servier asserted
that the Code of Conduct Committee had erred in its
reasoning in finding that conclusions of Mahli et al.
were inconsistent with those of Taylor et al., which
then led the Committee to impose a higher fine.
Servier accepted that the Malhi et al. paper is not
equivalent to a College Guideline, but rejected the
Code of Conduct Committee’s conclusion that it is
not representative of the body of evidence.
Further, Servier argued that the fine imposed by the
Code of Conduct Committee was inconsistent with,
and considerably higher than, fines imposed in
relation to other recent complaints where breaches
of the same or similar sections of the Code had
been found.
Appeal Response

Dr Thomas responded to Servier’s appeal, stating
that the findings of the Code Committee were wellconsidered and appropriate. Further, Dr Thomas
asserted that Servier had not provided sufficient
grounds for varying the decision or the sanction
imposed.
Appeals Committee decision

The Committee then considered the alleged breach
of Section 9.13 of the Code. The Committee noted
that Servier had provided reports of all completed
trials sponsored by the company to Tayler et al for
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The Appeals Committee was not persuaded that the
Code of Conduct Committee had erred in its
reasoning for finding that the claim was in breach or
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its rationale for the fine imposed. The Appeals
Committee agreed unanimously not to uphold the
appeal.
Sanction

The Appeals Committee agreed unanimously that
the sanction of $100,000 imposed by the Code of
Conduct Committee was appropriate and did not
accept Servier’s arguments for it to be reduced.
In not upholding the appeal, the Appeals Committee
agreed unanimously that the $20,000 appeal bond
should be retained by Medicines Australia.
Consideration of the Appeal

The Chairman introduced the Appeals Committee
members to the Servier representatives. The
Secretariat advised that Dr Thomas would not be
attending the Appeals Committee meeting in person
or by teleconference.
The Chairman explained the process for
consideration of an appeal. The Appeals Committee
must be persuaded that the findings of the Code of
Conduct Committee (Code Committee) involved an
error on the basis of which the decisions of the Code
Committee should be set aside or varied.
The Chairman invited the Servier representatives to
give their appeal presentation to the Appeals
Committee. The following summarises that
presentation and discussion with the Appeals
Committee.
The Servier representative stated that Servier was
appealing size of the fine only, not the findings of
breaches determined by the Code Committee.
Servier noted that it accepted the Code Committee’s
conclusion that the Malhi et al. paper is not
equivalent to a College Guideline. However, Servier
contended that the Code Committee had made two
errors in reaching its decision that it believes
influenced the Code Committee to impose a higher
fine. Additionally, Servier argued that the size of the
fine was out of step with recent breaches of the
same and/or similar Code sections.
Servier noted that in his response to the appeal, Dr
Thomas had included other argument that was not
relevant to the basis for the appeal; specifically
issues relating to publication bias. Servier advised
the Appeals Committee that while it respects the
right of individuals to hold alternative views, the
accusation of publication bias is not relevant to the
references cited in the advertisement; nor is it within
the scope of the Code of Conduct to address.
Servier advised the Appeals Committee that in its
response to the original complaint, it had provided
the Code Committee with five additional studies that
supported the conclusions of the Malhi et al. paper
that Valdoxan (agomelatine) can be used as a first
line treatment. These additional studies all
represented Level 1 evidence according to the
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NHMRC’s hierarchy of evidence. It is the combined
outcomes of all these studies that form the body of
evidence, and Servier argue that outcome of the
Malhi et al. study is not inconsistent with the other
five studies.
Servier noted that the Code Committee Reasons for
Decision state that “Taylor et al. had concluded the
agomelatine was unsuitable as a first line treatment
due, in part, to the requirement for monitoring of liver
function. This, therefore, did not support the claim
subject to complaint.” Servier advised the Appeals
Committee that the conclusion of the Taylor et al.
study, under the heading ‘Conclusion’, actually
state: “…agomelatine is no less effective than
comparator antidepressants… As such it serves as
an appropriate alternative to these longer
established antidepressants, although its relative
cost, the small risk of hepatic toxicity, and need for
liver function monitoring should be noted.” The
Code Committee’s Reasons for Decision further
stated that “… the claim could not be adequately
substantiated because the Malhi et al. 2013 paper
did not necessarily reflect the full body of evidence”.
Servier asserted that the Code Committee’s
misreading of the Taylor et al. conclusion led the
Code Committee to think that the Taylor et al. study
conflicted with the conclusions of the Malhi et al.
paper. This error had unduly influenced the
Committee in its determination of the size of the fine
imposed.
Further, Servier contended that the Code Committee
had been unduly influenced by the inclusion of
unpublished studies in Taylor et al. paper. Servier
reminded the Appeals Committee that Taylor et al.
was a meta-analysis which, despite including
unpublished studies that had not been considered
by Malhi et al., still concluded that “agomelatine is
no less effective” than other antidepressants. This
result formed the basis for the conclusion of Taylor
et al. that agomelatine was an appropriate
alternative to other first line antidepressants.
Servier accepted the Code Committee’s decision
that the use of the word “guideline” in the claim for
Valdoxan may be misleading. Servier explained that
it had chosen not to reference the RANZCP’s clinical
practice Guidelines for the treatment of depression
and bipolar disorder current at the time, as these
were several years out of date. The updated
Guidelines were published in December 2015.
Servier noted that the authors of the RANZCP’s
2015 Clinical Practice Guidelines – Mood Disorders
is largely the same as that of the Malhi et al. study
and the conclusions are identical – that is, that
agomelatine can be used as first-line treatment for
depression.
One Appeals Committee member questioned why
the 2013 Therapeutic Guidelines for use of
psychotropic medicines were not considered as part
of the body of evidence. These Guidelines state that
agomelatine should be used second-line. Servier
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acknowledged that the 2013 Therapeutic Guidelines
recommended using agomelatine second-line.
However, this recommendation was due to the lack
of any meta-analyses of clinical evidence, which is
no longer the case. Servier chose to reference the
claim to the Malhi et al. paper rather than the
Therapeutic Guidelines because the former reflected
the current body of evidence.
Servier then discussed the amount of the fine
imposed relative to fines imposed for other similar
breaches in recent Code of Conduct complaints.
Servier had provided an analysis of previous
breaches of the same sections of the Code that
were deemed to be “moderate” by the Code
Committee. Servier presented a table showing other
moderate level breaches determined during 2014
and 2015 relating to the same sections of the Code
found in breach in the Valdoxan 1129 complaint. In
the other complaints the subject companies were
fined $30,000 (complaint 1124), $40,000 (complaint
1118), and $45,000 (complaint 1126). Servier
accepted that no two complaints are the same and
extrapolating from the Reasons for Decision is
difficult, however the fine imposed on Servier by the
Code Committee was 2 to 3 times that imposed for
other recent similar breaches.
Servier asked the Appeals Committee to take into
account Servier’s history of not being found in
breach of the Code and the scope of publication of
the Valdoxan advertisement when considering the
appropriateness of the fine. Specifically, Servier
referenced the Principles for determining sanctions
in the Code of Conduct Guidelines (Edition 18,
version 1, pages 136-137). Servier noted that two
breaches had been found relating to one claim in a
single advertisement. Although the advertisement
had been in use for approximately 12 months, it was
published in a pulse or intermittent fashion in cycles
of 1-2 months at a time, not continuously. Servier
also noted that the claim was not outside the
approved indications and it was not deemed to be
comparative in nature. Nor was the claim found to
have any safety implications for patients or
promotion to the general public, which would attract
a higher fine. Servier further highlighted its
complaint history, noting that this was its first breach
in this therapeutic area and that Valdoxan was
registered in 2010. No complaints had been made
by competitor companies about the advertisement.
Servier noted that the last time it had been found in
breach of the Code was seven years ago in 2009.
The Appeals Committee queried Servier’s reliance
on the Malhi et al. paper, which was published as a
journal supplement; these are paid publications and
do not necessarily go through the same peer review
process for original research published in the
primary journal. Servier responded that the basis for
the appeal was that both the Malhi et al. paper and
the Taylor et al. meta-analysis clearly showed that
agomelatine is as effective as other antidepressants
and can be prescribed first-line. In addition, the
2 6

•

M E D I C I N E S

A U S T R A L I A

C O D E

O F

Therapeutic Goods Administration had approved
Valdoxan for use first-line in depression. Servier
considers that the Code Committee had erred in its
interpretation of this evidence, which led the
Committee to impose a higher fine.
The Chairman thanked the Servier representatives
for their presentation and excused them from the
meeting to allow the Committee to deliberate on the
appeal.
The Chairman reiterated to the Appeals Committee
that Servier was not appealing the finding of having
breached the Code, but that the amount of the fine
is out of step with other complaints of a similar
nature. The Appeals Committee’s task is to consider
whether the Code Committee had erred in relation to
its rationale for imposing the fine of $100,000.
The Appeals Committee considered the audience to
which this advertisement was distributed, noting that
it had been published in the Australian Doctor
Weekly, which is aimed primarily at general
practitioners rather than specialist psychiatrists. The
Appeals Committee were of the opinion that this
opened up the possibility of patient safety concerns,
given the hepatic monitoring requirements for
Valdoxan which may not be well-known by general
practitioners. The Appeals Committee also agreed
with the Code Committee that the advertisement
may have an influence on prescribing.
The Appeals Committee discussed the Code
Committee’s interpretation of the Taylor et al. paper
as described in its Reasons for Decision and fully
concurred with the Code Committee’s interpretation.
Specifically, the Appeals Committee noted that the
conclusion of the study stated “That agomelatine is
no less effective than comparator antidepressants is
also noteworthy given its relatively small risk of
sexual adverse effects, insomnia, and
discontinuation reactions… As such it serves as an
appropriate alternative to these longer established
antidepressants, although its relative cost, the small
risk of hepatic toxicity, and the need for liver function
monitoring should be noted”. The Appeals
Committee’s considered that the use of the words
“appropriate alternative” would be more likely to be
understood as use as second-line treatment
following the longer established agents. This
interpretation was supported by the statement
earlier in the Taylor et al. paper, under ‘Agomelatine
– place in treatment’, where it was stated that
agomelatine is “unsuitable as a first-line treatment”.
The Appeals Committee agreed with the Code
Committee that this was a moderate breach of the
Code for which the maximum fine that may be
imposed for a single breach of the Code is
$150,000.
The Appeals Committee reviewed the previous
complaints cited by Servier as a further rationale for
reducing the fine. It was noted that in each cited
complaint the Code Committee had found breaches
on the potential to mislead prescribers and lack of
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substantiating evidence. The Committee also
reviewed other complaints finalised during the last
two years where a fine had been imposed and the
amount of these fines. There had been another
moderate breach (complaint 1121) where a fine of
$90,000 had been imposed, resulting from breaches
of the Code other than sections 1.2.2 or 1.3. The
Appeals Committee was not persuaded that the
amount of the fine was inconsistent with other fines
imposed by the Code Committee.
The Appeals Committee concurred with the Code
Committee’s interpretation of the evidence provided
by Servier in its response to the original complaint,
in particular the conclusions of the Taylor et al.
paper. The Appeals Committee found that the Code
Committee had not erred in its reasoning for finding
breaches of the Code or the sanction it had
imposed. The Appeals Committee noted that the
Code Committee did not require Servier to
undertake any form of corrective action, which would
also been a consideration in relation to the amount
of the fine. The Appeals Committee considered that
the advertisement had the potential to influence a
large number of prescribers, given the length of time
the advertisement had been in use. The Appeals
Committee was not persuaded by Servier’s
arguments that the Code Committee’s decisions or
sanctions were the result of any error of
understanding or interpretation.
The Appeals Committee agreed unanimously to
confirm the Code Committee’s original decision and
to not uphold the appeal.
Sanction

As the appeal was not upheld, the Appeals
Committee agreed unanimously that the sanction of
$100,000 imposed by the Code Committee should
not be varied. Further, as the appeal had not been
upheld, the Appeals Committee agreed unanimously
that the appeal bond of $20,000 should be retained
by Medicines Australia.

ELI LILLYEDUCATIONAL
EVENT – 1130
Subject Company:

Eli Lilly Australia Pty Ltd

Complainant:

Monitoring Committee

Product:

N/A

Complaint

Following its review of Education Event Reports and
subsequent request for clarification, the Medicines
Australia Monitoring Committee referred an
educational event organised by Eli Lilly held in June
2014 for consideration by the Code Committee. The
Monitoring Committee had considered that the
expenditure on alcohol at this meeting was
excessive in relation to the educational content and
duration of the meeting. The alcoholic beverages
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included two bottles of wine at a cost of $96 each,
as well as three individual glasses of wine. The
meeting, which was held in a restaurant, provided
two hours of educational content in relation to Men’s
Health.
Sections of the Code

The educational event was alleged to be in breach
of the following Sections of Edition 17 of the Code:


9.4.3

Meals and Beverages

Response

Eli Lilly had denied that the educational meeting was
in breach of the Code. Eli Lilly responded that the
hospitality provided was reasonable and
appropriate, compliant with Lilly Australia policies
and procedures and was not in breach of the Code.
Lilly Australia was concerned that the cost of the
alcohol provided was the key consideration for the
Monitoring Committee’s complaint. Lilly stated it has
strong internal policies and procedures setting strict
limits for expenditure on meals and beverages
provided at educational events. The educational
meeting concerned was consistent with these limits.
The total cost of hospitality provided at the meeting
was $94.40 per person (exclusive of GST).
Code of Conduct Committee Decision

The Committee agreed in a majority decision that
the dinner held in June 2014 in association with the
Men’s Health Workshop in Perth was not in breach
of Section 9.4.3 ‘Meals and Beverages’ of the Code
of Conduct
Sanction

As no breach was found, no sanction was imposed
by the Code Committee.
Consideration of the Complaint

The Committee reviewed the correspondence from
the Monitoring Committee and the response from Eli
Lilly, which related to an educational event as part of
the Men’s Health Meeting series held in association
with the Men’s Health Workshop in Perth in 2014.
The Committee noted that the event subject to
complaint was held at a well-known restaurant in the
Perth area, in a private room. On reviewing the
agenda, the Code Committee noted that the event
included 2 hours of educational content provided in
two one hour presentations. The event was attended
by 8 general practitioners and two Eli Lilly staff
members.
The Code Committee noted that the Monitoring
Committee’s concern relating to this event centred
on the provision of alcohol; specifically the cost of
the bottles of wine purchased. The Code Committee
noted that the total hospitality expenditure for the
event was $943.38 (excl GST), with alcohol making
up $224.40 of that expense. The alcohol provided at
the meeting consisted of two $96 bottles of wine,
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along with additional three single glasses of wine.
The Committee noted that the cost of alcoholic
beverages represented approximately 20% of the
total hospitality expense. The Code Committee also
noted that the food and beverages cost per person
was $94.40.

Complaint

Following its review of Education Event Reports and
subsequent request for clarification, the Medicines
Australia Monitoring Committee referred an
educational event supported by Merck Serono held
in August 2014 for consideration by the Code
Committee. The event was a hospital Department’s
Clinical Meeting. The Monitoring Committee
considered that the provision of a two course lunch
including alcoholic beverages at an off-site
restaurant was not appropriate or in proportion to
the educational purpose of the event. The
Monitoring Committee considered that the meals
and beverages provided were excessive in relation
to the educational content and duration of the
meeting.

The Code Committee noted that Eli Lilly had
engaged a third party to manage the event on its
behalf. The event was held at a location that was
considered to be acceptable according to Eli Lilly’s
internal guidelines and industry expectations. Eli
Lilly advised that the selection of food and
beverages was made by the third party, often
several weeks prior to the event. No Eli Lilly staff
were involved in the selection of the wines on the
night of the event.
In its response, Eli Lilly had provided a price
comparison between the restaurant and a leading
liquor retailer for the particular wine selected for the
event, which showed that the restaurant mark-up on
the wine was approximately 50%. The Code
Committee noted this; however it agreed that many
restaurants include a significant mark up on the
price of wine and this was not relevant to the
consideration of the complaint. Further, the Code
Committee considered that the mark up on alcohol
benefits the restaurant and does not change the
public perception of industry purchasing expensive
wine at evening educational events.
The Code Committee reviewed the menu and wine
lists for the restaurant and noted that there were
other wine options available that were cheaper and
would have been more appropriate choices. Further,
the Code Committee noted that a different venue
with lower prices also could have been selected.
The Code Committee noted that there were many
restaurant venue options available in the area which
would have provided lower priced alcoholic
beverages and a lower overall per head cost.
The Code Committee agreed by majority decision
that the expenditure on alcohol for this event was
not in breach of the Code. The Code Committee
noted, however, that the expenditure on the two
bottles of wine was at the upper limit of what was
considered to be consistent with the Code. More
appropriate options would have been available to
the organisers that would have been more in line
with community expectations.

MERCK SERONO
EDUCATIONAL EVENT –
1131
Subject Company:

Merck Serono Pty Ltd

Complainant:

Monitoring Committee

Product:

N/A
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Sections of the Code

The educational event is alleged to be in breach of
the following Sections of Edition 17 of the Code:
9.4.3

Meals and Beverages

Response

Merck Serono denied that this event was in breach
of the Code of Conduct. The Clinical meeting and
demonstration of an injection device had occurred at
the hospital with two neurologists and several
nursing staff. As there were limited facilities at the
hospital for lunch, Merck Serono and two medical
staff had lunch at a nearby restaurant. The company
acknowledged that lunch at an off-site restaurant
location may not be acceptable in a city area, where
there are a variety of options for lunch. However,
finding a suitable place for lunch in Albury is not as
easy; the limited availability of alternative venues
should be taken into consideration.
Merck Serono argued that the length of the meeting
(2.5 hours) and that it was a mixed educational
meeting and sales call, due to the infrequency of
visits to the regional centre, should be taken into
account. Merck Serono considered that the
hospitality provided was not excessive and was in
proportion to the educational duration and purpose
of the meeting.
Code of Conduct Committee Decision

The Committee agreed in a unanimous decision that
the lunch provided in Albury in August 2014 to two
healthcare professionals was in breach of Section
9.4.3 ‘Meals and Beverages’ of the Code of
Conduct.
Sanction

The Committee determined that the breach was
minor as defined in the Code. The conduct found in
breach must not be repeated in the same or similar
form. In a majority decision, the Committee imposed
a fine of $10,000.
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Consideration of the Complaint

The Code Committee noted that this event
comprised a mixture of sales discussions, in-service
training activities with neurologists and nurses and
some educational content. The Code Committee
noted that Merck Serono confirmed that the sales
and in-service sections of the activity were
conducted within the hospital during a two and a half
hour session prior to lunch. The decision to
continue discussions with two neurologists off-site
over lunch was made on the day by Merck Serono
staff.
The Code Committee understood Merck Serono’s
justification for having the lunch in a restaurant and
not at the hospital to be that the company staff had
travelled a significant distance for this meeting
(approximately 3 hours by car). Further, the Code
Committee noted Merck Serono’s rationale that
there is only a basic coffee shop/café onsite at
Albury Hospital and there are limited café type
options in Albury as compared with a metropolitan
centre. Merck Serono staff chose to travel offsite to
a nearby restaurant to continue the discussions.
Merck Serono had argued that the meal provided
was not out of proportion to the overall educational
purpose of the meeting.
The Code Committee noted that the Monitoring
Committee was concerned about a number of
factors relating to this event. The Monitoring
Committee considered that the event should not
have been held offsite, and that the hospitality
provided was excessive in relation to the education
provided. Further, the Monitoring Committee was
concerned at the amount of alcohol provided during
the lunch, after which the healthcare professionals
may have returned to duty, and that the company
staff were continuing their travel by car.
The Code Committee agreed with the Monitoring
Committee that the hospitality appeared to be the
primary purpose for the part of the meeting that had
been held in the restaurant, and that the educational
component was secondary. Regardless of the sales
or in-service purpose of this event, the hospitality at
the restaurant was only provided to two healthcare
professionals. Merck Serono had acknowledged
that the discussions during the lunch were more
informal and comprised limited educational content.
Therefore, on balance, the Code Committee
considered that the hospitality provided at the lunch
was excessive and out of proportion to the quality
and content of education provided at the event.

several glasses of wine and bottles of alcoholic
cider. The Code Committee accepted that the Code
of Conduct does not explicitly state that alcohol
should not be provided during a lunch. However, the
provision of alcohol increases the cost of the
hospitality and, in this case, contributed to the
overall lack of proportionality between the
educational purpose and hospitality provided.
The Committee determined in a unanimous decision
that the educational event was in breach of Section
9.4.3 of the Code of Conduct, Edition 17.
Sanction

The Committee determined that the breach was
minor as defined in the Code. The conduct found in
breach must not be repeated in the same or similar
form.
In a majority decision, the Committee imposed a fine
of $10,000.

PFIZER EDUCATIONAL
EVENT – 1132
Subject Company:

Pfizer Australia Pty Ltd

Complainant:

Monitoring Committee

Product:

N/A

Complaint

Following its review of Education Event Reports and
subsequent request for clarification, the Medicines
Australia Monitoring Committee referred an
educational event hosted by Pfizer held in August
2014 for consideration by the Code Committee.
The Monitoring Committee considered that the cost
of the hospitality provided at both the pre-forum
dinner and the forum dinner was excessive in
relation to the educational content and duration of
the meeting. In its consideration of the event and
Pfizer’s initial response to the Monitoring
Committee, the Monitoring Committee did not agree
that Code of Conduct Committee decisions
concerning the cost of hospitality at educational
events reviewed in 2008/09 should determine
whether hospitality at the same or similar cost is
acceptable in 2014. The Committee considered that
community opinion in Australia and internationally
has changed considerably since that time.
Sections of the Code

The Code Committee considered that there would
have been a number of more suitable options
available for the provision of hospitality for this
activity, such as having it catered either by the
hospital or a local supplier or a more suitable venue
could have been chosen. The Code Committee
shared the Monitoring Committee’s concern as to
the provision of alcohol at the lunch, which included
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The educational event was alleged to be in breach
of the following Sections of Edition 17 of the Code:
9.4.3
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Response

Pfizer strongly rejected the allegation that hospitality
provided at the Clinical Infectious Diseases Forum
was excessive or inappropriate for the educational
content and duration of the meeting. Pfizer
considered that the hospitality provided at the
educational meeting was fully compliant with Section
9.4.3 of Edition 17 of the Code.
In relation to the Pre-Forum Speakers’ dinner, Pfizer
argued that as a consultant dinner, consideration of
educational content or duration was not relevant.
Rather, the requirement is to consider whether the
hospitality provided was reasonable in the
circumstances. Pfizer contended that the cost of the
dinner at the Pre-Forum was consistent with the
requirements of Section 9.8.4, which relates to
consulting arrangements with healthcare
professionals, and Code precedent.
Pfizer considered that hospitality provided at both
dinners was not excessive and was consistent with
the Code of Conduct Edition 17
Code of Conduct Committee decision

The Committee agreed in a majority decision that
the dinner held on Friday 1 August 2014 prior to the
Clinical Infectious Diseases Forum was not in
breach of Section 9.4.3 ‘Meals and Beverages’ of
the Code of Conduct.
The Committee agreed in a unanimous decision that
the dinner held on Saturday 2 August 2014,
following the first day of the Forum, was not in
breach of Section 9.4.3 ‘Meals and Beverages’ of
the Code of Conduct.
Sanction

As no breach was found, no sanction was imposed
by the Code of Conduct Committee.
Consideration of the complaint

The Code Committee noted that this complaint
related to two evening meals provided in association
with the Infectious Disease Forum:
1) A speakers’ dinner prior to the Forum, held at
Prime Steak Restaurant and Grill Room on 1
August 2014; and
2) The Forum dinner, held at the Australian
Museum on 2 August 2014.

to each other, discuss the program and logistics for
the event on the following day. Pfizer noted that the
restaurant venue was chosen for its proximity to the
hotel; at the time of the event, the Sheraton on the
Park did not have an in-house restaurant.
The Code Committee agreed that such preparatory
meetings are important to the successful running of
an event, to give an opportunity for international
speakers and local speakers and organisers to meet
and discuss the conduct of the event in advance.
However, some members of the Code Committee
felt that to hold this meeting over dinner at a wellknown and relatively expensive restaurant was
excessive. These Committee members thought that
there would have been more suitable options inhouse at the hotel, regardless of whether there is an
onsite restaurant, or at another more reasonably
priced restaurant in the nearby vicinity.
A majority of the Code Committee members
considered that whilst the cost of the hospitality
provided at the Speakers’ dinner was high at
$121.12 per person, there was a legitimate purpose
for bringing the speakers and organisers together
prior to the Forum and that the hospitality was not
particularly excessive. The Committee agreed by a
majority decision that the Speakers’ dinner was not
in breach the Code of Conduct. The Committee
agreed unanimously, however, that the cost of
hospitality provided at this dinner was at the upper
limit of what would be acceptable for this type of
activity. It was noted that this event was adjudicated
under Edition 17 of the Code, and that the $120 per
head limit imposed under Edition 18 should only be
reached in exceptional circumstances where there is
substantial education provided. Under Code Edition
18 it is expected that in most circumstances the cost
of a meal and beverages will be well below $120
(excluding GST and gratuities).
Forum Dinner
The Code Committee noted that this dinner was
held following the first day of the Infectious Disease
Forum. The Forum was a 2 day event, with 7.5
hours of education on the first day, with 2 hours of
educational presentations at the dinner. The dinner
was held at the Australian Museum at a cost of
$131.82 per person, which included the service
charge for alternate plating.

The Code Committee noted the Monitoring
Committee’s concerns that the per head cost for
each of these dinners was high. The Code
Committee reviewed each dinner separately in the
context of the educational event.

Pfizer outlined in its response that as, with the
Speakers’ dinner, the venue was chosen for its
proximity to the hotel at which the Forum was held.
Further, the hotel venue did not have a room of a
sufficient size to accommodate the 145 invited
guests.

Speakers’ Dinner
In its response, Pfizer advised the Code Committee
that the purpose of the Speakers’ dinner on 1
August 2014 was to bring together the international
and local speakers, as well as other key leaders and
organisers for this event, in order to introduce them

The Code Committee accepted that it would be
difficult to accommodate 145 delegates in a hotel
venue for dinner. The Code Committee did note,
however, that possibly there were other suitable
venues available in the vicinity that would have
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offered a lower cost evening meal. The Code
Committee considered that this event, like the
Speaker Dinner, was at the upper limit of acceptable
expenditure on hospitality under Code Edition 17.
However, the dinner for the delegates had followed
a full day of education and there had been
educational presentations given during the dinner.
The Code Committee agreed in a unanimous
decision that the Forum Dinner was not in breach of
the Code of Conduct.

Takeda had expressed concern that at no stage
throughout its correspondence with the Monitoring
Committee was it provided with any objective basis
for the Committee’s opinion that the hospitality
provided was excessive. Takeda noted that the
average per head cost of the food and beverages at
the three dinners was between $118.22 and $81.40,
which was not excessive in light of the extensive
education provided at the meeting.

Subject Company:

Takeda Pharmaceuticals
Australia Pty Ltd

Complainant:

Monitoring Committee

Takeda detailed the specific expenditure on
alcoholic beverages at the three dinners identified
by the Monitoring Committee. Takeda argued that
the cost of the wine was below the average cost of
wine available for selection at each restaurant and
that the per head cost of alcoholic beverages at
each dinner was reasonable and was not excessive.
Takeda further argued that the Monitoring
Committee had adopted a narrow, arbitrary and
subjective view of what was excessive related to the
proportion of the total cost of hospitality spent on
alcoholic beverages. Takeda denied that any of the
dinner events was in breach of the Code.

Product:

N/A

Code of Conduct Committee decision

Sanction

As no breach was found, no sanction was imposed
by the Code Committee.

TAKEDA EDUCATIONAL
EVENT – 1133

Complaint

Following its review of Education Event Reports and
subsequent request for clarification, the Medicines
Australia Monitoring Committee referred hospitality
provided to healthcare professionals who had
attended the American Diabetes Association 74th
Scientific Meeting for consideration by the Code
Committee. This was a 5 day event held in San
Francisco in June 2014. The Monitoring
Committee’s concerns relate to evening meals
provided to healthcare professionals during the
meeting and in particular expenditure on alcoholic
beverages at these dinners. The Monitoring
Committee considered that the expenditure on
alcoholic beverages at three dinners was high, out
of proportion to the expenditure on food and was
excessive.
Sections of the Code

The educational event is alleged to be in breach of
the following Sections of Edition 17 of the Code:
 9.7.7

Sponsorship of Healthcare Professionals
to Attend Educational Events: Meals and
Beverages

Response

Takeda stated that it is mindful of the obligations of
member companies and takes compliance with the
Code very seriously in all dealings with healthcare
professionals. Takeda believed that its expenditure
on meals and beverages complied with the
quantitative guidance provided in the Code of
Conduct Guidelines and was not in breach of the
Code of Conduct.
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The Committee agreed in a majority decision that
the three dinners provided in San Francisco in June
2014 for healthcare professionals attending the
American Diabetes Association Scientific Meeting
were not in breach of Section 9.7.7 of the Code of
Conduct Edition 17.
Sanction

As no breach was found, no sanction was imposed
by the Code Committee.
Consideration of the complaint

The Code Committee noted that the Monitoring
Committee’s concerns centered on the provision of
alcohol at three dinners in San Francisco as part of
a sponsorship of 5 healthcare professionals to
attend the American Diabetes Association Scientific
Meeting. Specifically, the Monitoring Committee had
expressed concern regarding the following aspects
of the hospitality:
 Ozumo Restaurant: the provision of two bottles
of wine at $81 and $95, along with a number of
single glasses of wine and bottles of beer. The
alcohol expenditure at this event was USD$222
for 10 guests.
 Wayfare Tavern: the provision of two bottles of
wine at $82 each, and two bottles of wine at $78
each, at a total cost of USD$320 for 12 guests,
which represented nearly 30% of the total
hospitality expenditure (excluding taxes and
other fees).
 Slanted Door: the provision of spirit drinks and
wine totalling USD$166 for 8 guests,
representing more than 30% of the hospitality
expenditure (excluding taxes and other fees).
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The Code Committee noted that alcohol, especially
wine, is considerably more expensive in restaurants
in the United States than it is in Australia. A minority
of members of the Code Committee, however, felt
that regardless of higher costs at international
restaurants, there had been less expensive alcoholic
beverage options available at each of these
restaurants, and there would have been more
appropriately priced restaurant options available in
San Francisco. However, a majority of the
Committee members considered that the overall per
head cost at each of the three dinners was
acceptable and took into account the higher cost of
alcoholic beverages including wine in US
restaurants.

oncologists, urologists and radiation oncologists with
interests in uro-oncology, would have the
background, context and experience to assess the
claims. Janssen-Cilag asserted that the campaign
using the claims had not been distributed to a
general practitioner audience.

The Code Committee agreed by majority decision
that the hospitality provided at the three dinners
associated with these sponsorships was not in
breach of the Code.

Code of Conduct Committee decision

Janssen-Cilag further asserted that the claims in
question were adequately qualified and were
supported by sufficient evidence. Regarding the
alleged off-label promotion of the potential energy
gain, Janssen-Cilag rejected Astellas’ claims and
asserted that there was no clinical outcome
conveyed by the claim and its accompanying
qualifier.
Issue 1: The Claim “MORE energy”
The Committee agreed in unanimous decisions that
the claim “MORE energy” was in breach of Sections
1.2.2 ‘Level of Substantiating Data’ and Section 1.3
‘False or Misleading Claims’ of Edition 18 of the
Code of Conduct.

Sanction

As no breach was found, no sanction was imposed
by the Code Committee.

The Committee agreed in a unanimous decision that
the claim “MORE energy” was not in breach of
Section 1.4 ‘Unapproved Products and Indications’
of Edition 18 of the Code of Conduct.

ZYTIGA PROMOTIONAL
CLAIMS – 1134
Subject Company: Janssen-Cilag Pty Ltd
Complainant:

Astellas Pharma Australia Pty Ltd

Product:

Zytiga

Complaint subject to Appeal

Issue 2: Placement of survival data together with
“energy” data
The Committee agreed in a unanimous decision that
the placement of the survival and “energy” data
together was not in breach of Section 1.3 ‘False or
Misleading Claims’ of Edition 18 of the Code of
Conduct.

Complaint

Issue 3: The claim “ZYTIGA. MORE to live for”
The Committee agreed in a unanimous decision that
the claim “ZYTIGA. MORE to live for” was in breach
of Section 1.3 ‘False or Misleading Claims’ of Edition
18 of the Code of Conduct.

Astellas alleged that Janssen-Cilag had used the
claims “MORE energy” and “MORE to live for” in its
promotional campaign for its product Zytiga, which
are not adequately supported by the findings of the
referenced study. Astellas further alleged that the
claims relating to fatigue management and energy
promote Zytiga outside of its approved indication.
Sections of the Code

The promotional claims were alleged to be in breach
of the following Sections of Edition 18 of the Code:





1.2.2
1.3
1.4
1.6

Level of Substantiating Data
False or Misleading Claims
Unapproved Products and Indications
Unqualified Superlatives

Response

Janssen-Cilag rejected the allegations by Astellas
and responded that the promotional material for
Zytiga complied with the Code. Specifically,
Janssen-Cilag contended that the intended
audience for the advertisements containing the
claims, the specialised audience of medical
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The Committee agreed in a majority decision that
the claim “ZYTIGA. MORE to live for” was not in
breach of Section 1.6 ‘Unqualified Superlatives’ of
Edition 18 of the Code of Conduct.
Sanction

The Committee determined that the breaches of the
Code were moderate as defined in the Code.
The claims found in breach of the Code must not be
used again in the same or similar form; all
promotional materials and/or advertisements
containing the claims found in breach must be
withdrawn from use and not used again in the same
or similar form.
The Code of Conduct Committee also determined
that Janssen-Cilag must send a corrective letter to
all Australian medical oncologists, urologists and
radiation oncologists with an interest in uro-oncology
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and to all attendees/registrants at the ANZ
Urogenital and Prostate Annual Scientific Meeting
(July 2015) and the Prostate Cancer World
Congress held in Cairns in August 2015.
In addition, in a unanimous decision, the Committee
imposed a fine of $100,000.
Consideration of the complaint

The Code Committee noted that the complaint
related to three issues concerning a promotional
brochure used in Janssen-Cilag’s “More” campaign
for its product Zytiga, which was provided to medical
oncologists, urologists and radiation oncologists with
an interest in uro-oncology. The promotional
material containing the claims subject to complaint
was provided directly to these specialists by
company sales representatives and was made
available at specialist oncology conferences.
Issue 1: The claim: “MORE energy”
The Code Committee noted that the claim “MORE
energy” was qualified by the following statement:
“Accelerated improvement in patient-reported
fatigue intensity vs placebo in post-chemotherapy
setting (ITT Population with clinically significant
baseline fatigue); each in combination with
prednisone”. Both the claim and qualifying statement
are referenced to a study by Sternberg et al
(Sternberg CN, et al. Ann Oncol 2013; 24:10171025) (the Sternberg study).
The Code Committee discussed the association
between “fatigue intensity” and “energy”. The
Committee did not agree with Janssen-Cilag’s
assertion that a reduction in fatigue would give a
patient more energy. The Committee considered
that the claim “MORE energy” relied on there being
an association between fatigue intensity and energy,
but there is not sufficient evidence to support that
association. The Committee did not agree that the
Sternberg et al study provided evidence to support
that an improvement in fatigue intensity is equivalent
to having “more energy”. Fatigue intensity is not a
surrogate indicator for energy – fatigue and energy
are different things. Further, the Code Committee
noted that the Approved Product Information for
Zytiga did not make any reference to the reduction
of fatigue or greater energy.
The Code Committee considered that Janssen-Cilag
had made a simplistic interpretation of a reduction in
fatigue intensity being equivalent to having “more
energy” which could not be adequately supported by
the referenced study.
The Code Committee agreed in a unanimous
decision that the claim “more energy” was in breach
of Sections 1.2.2 and 1.3 of the Code of Conduct
because it could not be adequately supported by the
cited evidence and was therefore misleading.
The Code Committee discussed the allegation that
this claim may lead healthcare professionals to
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prescribe the product to treat fatigue, which is not an
approved indication for Zytiga. The Code Committee
agreed that in consideration of the audience for the
promotional material, which was provided to
specialists in the treatment of prostate cancer, it
would be unlikely that the product would be
prescribed for the treatment of fatigue. The Code
Committee unanimously determined that the claim
“more energy” was not in breach of Section 1.4 of
the Code of Conduct.
Issue 2: Placement of survival data together with
“energy” data
The Code Committee noted that this issue in the
complaint related to placing the “energy” claim and a
graph depicting the time to improvement in fatigue in
patients treated with Zytiga and prednisone on the
same page as the statement “41% increase median
overall survival”. The Committee considered that a
healthcare professional reader would be able to
easily discern that these two claims were separate
statements and would not conflate them or interpret
them to mean that “more energy” was associated
with improved survival. The two claims are clearly
referenced to two different studies. The Committee
determined in a unanimous decision that there was
no breach of Section 1.6 of the Code of Conduct.
Issue 3: The claim “ZYTIGA. MORE to live for”
This part of the complaint related to the claim
“MORE to live for” and the qualifying statement
“increased median overall survival vs placebo with
maintained quality of life; each in combination with
prednisone”. The qualifying statement was
referenced to the Approved Product Information and
four published studies.
The Committee considered that an improvement in
fatigue symptoms and increased median overall
survival may not necessarily give a patient “more to
live for”. The Code Committee thought that it was
overreaching beyond the evidence in the Product
Information or the four referenced studies to make
this claim. The Committee were of the opinion that
the referenced studies do not support a change in
the patient’s state of mind such that they would feel
they have “more to live for”. Further, the claim
“MORE to live for” is a heading for the other claims
on the same page relating to “more survival”, “more
time without chemotherapy” and “more energy”,
which do not necessarily lead to a patient feeling
they have “more to live for”. The Code Committee
determined in a unanimous decision that the claim
“MORE to live for” was false and misleading and in
breach of Section 1.3 of the Code.
The Code Committee discussed whether the claim
was also in breach of Section 1.6. A minority of the
Code Committee members considered that the
claim was an unqualified superlative, which implied
a unique property of the product such that it could
improve a patient’s outlook on life. The majority of
the Code Committee members, however,
considered that the claim was not implying or
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asserting that Zytiga was unique or had some
special merit or general superiority. Therefore, the
Committee agreed by a majority decision that the
claim was not in breach of Section 1.6 of the Code
of Conduct.

asserted that it does not require a specialist clinician
to determine whether or not a claim is supported by
referenced data.
Astellas reiterated that it does not question the
importance of cancer-related fatigue or quality of life
outcomes, the validity of the tools used to measure
such outcomes, nor the prestige of the journals in
which the referenced studies were published.
Rather, Astellas had alleged that Janssen-Cilag’s
use of the claims “MORE energy” and “MORE to live
for” do not adequately reflect the findings of the
referenced studies and were misleading.

Sanction

Having found breaches of the Code of Conduct, the
Code Committee discussed the severity of these
breaches. The Code Committee agreed by
unanimous decision that the breaches were
moderate as defined in the Code of Conduct.
The Code Committee agreed by unanimous
decision that:
 The claims found in breach of the Code must not
be used again in the same or similar form;
 All promotional materials and/or advertisements
containing the claims found in breach must be
withdrawn from use and not used again in the
same or similar form.
 Janssen-Cilag must send a corrective letter to all
Australian medical oncologists, urologists and
radiation oncologists with an interest in urooncology and to all attendees/registrants at the
ANZ Urogenital and Prostate Annual Scientific
Meeting (July 2015) and the Prostate Cancer
World Congress held in Cairns in August 2015.
 Janssen-Cilag must pay a fine of $100,000.
Appeal

Janssen-Cilag appealed the decisions of the Code
in relation to issues 1 and 3, arguing that the
Committee had applied an incorrect test and had not
analysed the materials from the perspective of the
applicable target audience. Janssen-Cilag asserted
that the materials were directed at a specialist
audience who would be unlikely to be misled by the
claims. Janssen-Cilag also alleged that the Code
Committee had erred in its decision making by not
including a specialist clinician so that the Committee
would have properly understand the context of the
claims.
Janssen-Cilag also appealed against the sanction
imposed by the Committee, arguing that the
Committee had not taken into account the extent of
dispute resolution during the intercompany dialogue
or the cost of undertaking corrective action.
Appeal Response

Astellas responded to the appeal, stating that the
decisions of the Code Committee did not involve any
error. Astellas reiterated its initial arguments
supporting its complaint, that cancer-related fatigue
is made up of a number of factors and that it is
incorrect to assume that improvements in fatiguerelated outcomes will be accompanied by an
increase in energy levels.
Astellas noted that the Code of Conduct does not
require that a specialist clinician participate in the
consideration of a complaint. Further, Astellas
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Appeals Committee Decision

The Appeals Committee was not persuaded that the
Code of Conduct Committee had erred in its
decisions on any of the grounds that were raised in
the appeal and agreed by majority decision to not
uphold the appeal.
Sanction

The Appeals Committee agreed by majority decision
that the fine of $100,000 imposed by the Code of
Conduct Committee should not be varied. The
corrective action required by the Code Committee
was also confirmed by the Appeals Committee.
As the appeal had not been upheld in any aspect,
the Appeals Committee agreed unanimously that the
$20,000 appeal bond should be retained by
Medicines Australia.
Consideration of the Appeal

The Chairman explained the process for
consideration of an appeal. The Appeals Committee
must be persuaded that the findings of the Code of
Conduct Committee (Code Committee) involved an
error on the basis of which the decisions of the Code
Committee should be set aside or varied.
The Chairman invited the Janssen-Cilag
representatives to give their appeal presentation to
the Appeals Committee. The following summarises
that presentation and discussion with the Appeals
Committee.
Janssen-Cilag noted that the brochure for Zytiga
was found in breach in relation to two aspects.
Janssen-Cilag wished to focus on the central and
practical question as to whether these two aspects
were misleading to the oncologists who received it,
explain how the target audience would read the
material, and to explain why Janssen-Cilag thought
the brochure appropriately promotes the virtues of
the medicine.
Janssen-Cilag emphasised that the underlying
purpose of the Code is to ensure the Quality Use of
Medicines (QUM) with the health of patients being
the primary objective. It was Janssen-Cilag’s view
that the messages conveyed in the brochure were
simple and direct.
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Claim: “More Energy”
Janssen-Cilag contended that the Code Committee
had erred in its decision to find the claim “More
Energy” to be misleading because it did not take into
account the qualifications, competencies and
experience of the target audience. Rather, JanssenCilag contended, the Code Committee considered
the claim from the point of view of a lay person or a
general practitioner, whereas the brochure would
not be read by them. Janssen-Cilag noted that the
brochure was intended to be read by specialist
oncologists who treat advanced stage prostate
cancer patients. It was Janssen-Cilag’s contention
that the claim and the supporting reference would be
correctly understood by that audience.
Janssen-Cilag invited the Appeals Committee to
have regard to the whole of the brochure, rather
than just the claims subject to complaint. JanssenCilag argued that marketing materials typically
include a headline – a statement to attract attention
– and this item is no different. However the
qualifying statement directly below the headline
claim explains and provides the proper interpretation
of the claim. Janssen-Cilag argued that the claim
must be considered in its entirety with the qualifying
statement, rather than the headline alone.
Janssen-Cilag emphasised the nature of the product
being promoted in this brochure, noting that it is not
a sports drink or similar item sold on supermarket
shelves – with catch cries that it produces energy.
Janssen-Cilag asserted that this is a serious drug
has been shown to increase overall median survival
and improve reported fatigue intensity in patients.
Janssen-Cilag argued that it is important that the
Appeals Committee does not prevent the promotion
of this product unless the Committee is really
satisfied that the claim is misleading. Janssen-Cilag
appealed to the Appeals Committee to not get
caught up in marketing techniques and “linguistic
gymnastics”, but to focus on what an oncologist
would understand from reading the brochure and
would it mislead them.
Janssen-Cilag then discussed fatigue as it relates to
prostate cancer treatment. Janssen-Cilag advised
the Appeals Committee that fatigue is a recognised
recordable adverse event in patients receiving
treatment for this type of cancer. In a clinical
setting, however, fatigue is described in a variety of
ways: tiredness and lacking in energy are examples
of words regularly used by patients.
Janssen-Cilag urged the Appeals Committee to
consider the statement “More energy” and ask
whether the oncologist seeing these words would
immediately prescribe Zytiga in patients that are
experiencing fatigue during their treatment.
Janssen-Cilag’s contended that this is very unlikely.
Janssen-Cilag considered that the specialist
audience would continue reading the brochure,
particularly the qualifying statement “Accelerated
M E D I C I N E S

A U S T R A L I A

C O D E

O F

improvement in patient-reported fatigue intensity vs
placebo in post-chemotherapy setting (ITT
population with clinically significant baseline fatigue)
each in combination with prednisone.”. It is this
qualifier in association with the claim “More energy”
that Janssen-Cilag considers is the key message in
the brochure. Janssen-Cilag contended that the
claim “More energy” is in relation to the patient’s
expected response to the treatment being
advertised. Taken together, the claim and the
qualifier explain that a patient is likely to achieve an
improvement in their level of fatigue intensity.
Janssen-Cilag also noted that an improvement in
fatigue intensity often causes patients to say they
have ‘more energy’.
Janssen-Cilag contended that the claim “More
energy” and the qualifying statement are adequately
supported by the Sternberg et al (2013) study.
Further, Janssen-Cilag contended that the claim
“More energy” is not about how the result is
achieved physiologically; the claim isn’t about the
composition of Zytiga and whether it contains a
specific ingredient that creates energy. It concerns
what patients feel and they reported feeling less
fatigued during treatment.
Janssen-Cilag commended the statement supplied
from a specialist oncologist dated 22 December
2015 (Dr Siobhan Ng) to the Appeals Committee.
This statement supports Janssen-Cilag’s arguments
for how a specialist oncologist audience would read
the brochure and the claims in question. The
specialist oncologist stated in her letter that “the
term ‘fatigue’ is a recognised, recordable adverse
event in any clinical trial. It is the only term to
describe this feeling that is on the National Cancer
Institute Clinical Toxicology Criteria (NCI-CTC) list of
adverse events… Patients may express themselves
variously as having ‘tiredness’, ‘lacking in energy’,
‘useless’, ‘weak’ and sometimes ‘fatigued’. The
clinician then asks questions to determine if the
symptom the patient is describing fits into the NCICTC criteria definition of fatigue.” Janssen-Cilag
asked the Appeals Committee to note that in their
submission, the specialist oncologist had declared
that they are a participant in advisory boards for
both Janssen-Cilag and Astellas, as well as being
an investigator in clinical trials involving prostate
cancer treatments for both companies. JanssenCilag therefore rejected Astellas’ allegation, in its
response to the appeal, that the specialist oncologist
was biased in favour of Janssen-Cilag.
An Appeals Committee member sought clarification
on fatigue as a recognised adverse event in the
NCI-CTC, noting that the rating scale used in the
NCI-CTC is different to that used in the Sternberg et
al (2013) study. Further, the Appeals Committee
member noted that the baseline rates of fatigue
were high in the Sternberg et al (2013) study, but
there appeared to be tension between the reporting
of reduced fatigue and emergent fatigue. JanssenCilag responded noting that it is important to go
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back to the way fatigue was mentioned, and noted
that the NCI-CTC is brief in its definition. JanssenCilag noted that the Brief Fatigue Inventory (BFI)
instrument had been used because there wasn’t a
great deal of a difference in the reported incidence
of fatigue between the arms of the study.
Importantly, Janssen-Cilag noted that this
assessment had been identified in the exploratory
analysis for the study and had been implemented as
part of the original study design – it was not a
retrospective analysis. Janssen-Cilag also noted
that Sternberg et al (2013) had found a difference in
fatigue intensity between abiraterone (Zytiga) and
placebo which showed that patients taking the study
drug had improved fatigue intensity.
Janssen-Cilag asserted to the Appeals Committee
that the claim “More energy” relates simply to the
patient reported feeling of fatigue, and that it is
qualified appropriately and well supported by the
Sternberg et al (2013) study. Janssen-Cilag
reiterated that the claim does not imply that Zytiga
creates energy and believed it would be surprising
for a clinical oncologist in this area would be misled
by the statement.
Claim: “More to live for”
Janssen-Cilag reiterated its view that the Code
Committee had erred in its decision making process
in relation to the claim “More to live for”. JanssenCilag’s argued that the intended audience would
take the statement on its face value and would apply
their knowledge and expertise to its interpretation.
Further, Janssen-Cilag contended that when read in
conjunction with the qualifying statement appearing
immediately below the claim, “Increased median
overall survival vs placebo with maintained quality of
life; each in combination with prednisone”, a
specialist oncologist would have the knowledge to
understand that statement. Janssen-Cilag
submitted that the Code Committee’s error was
revealed in its reasons for decision which denoted
that “The [Code] Committee considered that an
improvement in fatigue symptoms and increased
median overall survival may not necessarily give a
patient ‘more to live for’”. Janssen-Cilag believed
that the Code Committee’s interpretation was giving
a meaning to the words that went beyond the
meaning explained in the brochure. Janssen-Cilag
was not representing to oncologists that it
guaranteed that the patient had generally more to
live for. By common sense the claim is limited by
the realities of the drug itself.
Janssen-Cilag emphasised that the statement was
substantiated adequately by the Sternberg et al
(2013) and Harland et al (2013) studies. These
studies demonstrated that treatment with medication
provided an improvement in patient quality of life,
and that Zytiga is a drug that delivers real and
meaningful benefits to patients. Janssen-Cilag
considers that the matters of quality of life and
survival are sensibly summarised by the notion of
“More to live for” and that notion is explained in the
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brochure itself. The quality of life of patients who
are at this stage of cancer is deteriorating over the
course of treatment, and Zytiga counters this
deterioration and helps maintain the quality of life
that would ordinarily be reduced. Further, JanssenCilag asserted that the comparison made is between
Zytiga and placebo, and not to any competitor
product.
Sanctions
Janssen-Cilag concluded its presentation stating
that it hoped that the Appeals Committee would find
Janssen-Cilag’s observations and arguments
persuasive and find that neither aspect of the
brochure is misleading. Janssen-Cilag asked the
Appeals Committee to take into account the views
expressed and be satisfied that Janssen-Cilag had
not deliberately or recklessly acted to mislead and
that it holds firm the genuine belief that the
behaviour is appropriate. Janssen-Cilag asked the
Appeals Committee to review the size of the fine
imposed by the Code Committee, requesting that
should the appeal not be upheld, that the size of the
fine be reduced.
At the conclusion of Janssen-Cilag’s presentation,
the Appeals Committee sought some clarifications.
The Appeals Committee sought further explanation
of how the ‘energy’ terms are used in the referenced
studies and their understanding by the target
audience. Janssen-Cilag responded that the terms
‘fatigue’, ‘lack of energy’, ‘tired’ and other energy
synonyms are used interchangeably by patients in
this community and by healthcare professionals
treating these patients. Specialist oncologists don’t
see the word in isolation, but in context of the
patient’s treatment. It was further clarified that the
statement is to be taken to mean that Zytiga doesn’t
give patient’s energy, but that it reduces fatigue and
that the reduction in fatigue is often described by
patients as ‘more energy’.
The Appeals Committee Chairman requested
clarification of Janssen-Cilag’s concerns relating to
the lack of a clinical oncologist on the Code
Committee. The Chairman noted that the
membership of the Code Committee is set out in the
Code of Conduct, which does not include a clinical
specialist for matters to be heard. The inclusion of a
specialist is a requirement for an Appeals
Committee only. Janssen-Cilag responded that it
was not challenging the composition of the Code
Committee but there not being a specialist
oncologist on the Code Committee made it more
difficult for the Committee to interpret the brochure
from the perspective of its intended audience.
An Appeals Committee member queried the reach
of the distribution of the brochure and the claims
subject to complaint. Janssen-Cilag responded that
the brochure had been developed for interactions
with a small specialised audience in a limited print
run. The brochures were used at congresses with a
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largely specialist oncologist audience. JanssenCilag relied on the advice of the ANZUP congress
organisers in relation to the make-up of the
delegates, but accepted that there would have been
registrars, doctors in training, other interns and nonspecialised healthcare professionals in attendance.
The Chairman then invited Astellas to make its
presentation in response to the appeal.
Astellas thanked the Appeals Committee for the
opportunity to reinforce its complaint and reiterate
the ongoing concerns first raised with Janssen-Cilag
in July 2015. Astellas commenced its presentation
by referring to the medical definition of ‘energy’,
citing the following definitions:
 McGraw-Hill Concise Dictionary of Modern
Medicine
- “The capacity to do work, measured in
joules. Types Potential/stored energy,
kinetic/in motion energy.”
 Mosby's Medical Dictionary
- “The capacity to do work or to perform
vigorous activity. Energy may occur in the
form of heat, light, movement, sound, or
radiation. Human energy is usually
expressed as muscle contractions and heat
production, made possible by the
metabolism of food that originally acquired
the energy from sunlight. Chemical energy
is that released as a result of a chemical
reaction, as in the metabolism of food.”
 Dictionary of Sport and Exercise Science and
Medicine by Churchill Livingstone
- “The capacity to do work. Includes kinetic,
gravitational, potential, elastic potential,
heat, sound, chemical, nuclear.
Measured in joules or calories.”
Astellas contended that these definitions are very
consistent, and urged the Appeals Committee to
keep in mind that a healthcare professional
audience would take “more energy” to be
understood in that context. Astellas also asserted
that it agreed that the qualifying statement was
acceptable and had been referenced to a reputable
journal. It is Astellas’ complaint, however, that there
is a disconnection between the headline claim “More
energy” and the qualifier.
Astellas noted that the Sternberg et al (2013) study
used the Brief Fatigue Intensity Questionnaire
(BFIQ), in which the outcome is based on a single
question around a subjective patient response at
baseline and at time points thereafter. Astellas
emphasised that it was not challenging the validity of
the BFIQ. However, in the context of the fatigue
intensity improvement assessment, a change in
capacity to do work was not measured, nor was a
change in joules/calories. Therefore Astellas’
asserted that a change in “energy” was not
measured by Sternberg et al (2013).
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Astellas recapped its original complaint for the
Appeals Committee:
• An accelerated improvement in fatigue intensity
is not sufficient evidence to support the “more
energy” claim.
• Patient reported outcomes (BFI) were
insufficient to support “more energy” as
changes in energy were not measured.
• Cancer related fatigue has a complex aetiology
• “More Energy” is an inaccurate extrapolation of
fatigue intensity; is not unequivocal; is not
supported by the literature; and is misleading.
• Astellas continues to believe this claim
breaches Sections 1.2.2 and 1.3 of the Code
Astellas discussed Janssen-Cilag’s reference in its
appeal to a case heard by the Federal Court
between Novartis Pharmaceuticals and Bayer
Australia. Astellas argued that this case, which
related to the understanding of a dominant message
by a target audience, was not relevant to Astellas’
complaint against Janssen-Cilag, which concerned
the use of appropriately substantiated claims as
related to the referenced data. Nevertheless,
Justice Robertson had ruled that regardless of the
specialised nature of the intended audience, they
are not immune to advertising.
Astellas then discussed Cancer Related Fatigue
(CRF) which is one of the most common problems
experienced by cancer patients. CRF is defined as
a distressing, persistent, subjective sense of
physical, emotional, and/or cognitive tiredness or
exhaustion related to cancer or cancer treatment
that is not proportional to recent activity and that
interferes with usual functioning. It is widely
accepted that the aetiology of CRF is complex and
has a variable pattern of clinical expression driven
by a multi-dimensional interaction of somatic,
emotional, cognitive, and psychosocial factors.
Astellas referred to an article by Dimeo, F. C.
(2001), which had been provided by Janssen-Cilag
in its response to the original complaint. This article
stated that patients may describe fatigue in different
ways, including mental fatigue, volitional fatigue and
physical fatigue. The Dimeo article stated that whilst
a subjective feeling of tiredness, weakness or lack of
energy might be used to describe fatigue,
physiologically (as opposed to perception) there are
many factors such as depression, anxiety, sleep
disruption, among others that contribute to fatigue.
Astellas asserted that it is fundamentally incorrect to
extrapolate that an improvement in fatigue intensity
is a result of “More energy” provided by Zytiga.
Astellas further noted that the Sternberg et al (2013)
commentary conflicts with the claim of “More
energy” as at no stage do the authors state that the
observed improvements in fatigue are in any way
related to “energy”. Astellas contended that the
Sternberg et al (2013) study found that “The benefits
of abiraterone acetate to patient-reported fatigue
could be the result of amelioration in tumour burden
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and/or disease progression. However, this
hypothesis requires additional study…”. Astellas
contends that the fatigue outcomes were not well
correlated and showed insufficient evidence to be
conclusive. Further, the Sternberg et al (2013)
study noted that “…we did not attempt to determine
the mechanism underlying fatigue improvement.
Cancer-related fatigue, as a consequence of both
the disease and its treatment, is a complex
phenomenon influenced by numerous physiological
factors.” Therefore, Astellas argued, Janssen-Cilag
had oversimplified a complex issue by using an
inaccurate and misleading extrapolation. Finally, in
its conclusion, Sternberg et al (2013) noted that “it is
not surprising that an agent shown to improve pain,
and physical and emotional wellbeing also improves
fatigue”. Astellas contended that this highlights that
fatigue intensity is not a surrogate for energy.
Astellas maintained its view that the claim “More
energy” in association with Zytiga was neither
appropriately substantiated, balanced, accurate,
correct nor supported by the referenced study.
Therefore, Astellas confirmed its position that the
claim was in breach of Sections 1.2.2 and 1.3 of the
Code.
In addressing the claim “More to live for”, Astellas
reiterated that the claim was misleading and was not
supported by the qualifying statement. Astellas
asserted that patients’ quality of life was maintained
and not enhanced and that using a quality of life
measure seeks to quantify the wellbeing of an
individual’s life. Astellas contended that JanssenCilag could assert that an individual has a greater
purpose or reason to live, such as the claim “More to
live for”. The converse of such a claim is that those
patients who do not take Zytiga would have less to
live for, which Astellas also considered to be
incorrect. Astellas stated that the quality of life data
is not in question in this case, but contend that there
is a disconnection between the headline and the
qualifying statement. Astellas argued that Section
1.2.2 of the Code requires that “evidence to support
any claim that will have a significant impact on the
prescribing of a product must be unequivocal and
the highest quality” and contended that a subjective
state of mind response does not meet that standard.
Astellas turned to the supporting evidence supplied
by Janssen-Cilag from specialist oncologists and
expressed the view that Janssen-Cilag would align
only with healthcare professionals whose opinion
reflects with their own. Therefore the opinions can
only be viewed as being biased. Astellas rejected
the interpretations put forward in these statements
that a claim can mean something other than what is
written. Further, Astellas pointed out that in one of
the supporting letters, one healthcare professional
had misinterpreted the statement “more to live for”
as suggesting an improved quality of life rather than
the maintenance of quality of life, as was stated in
the qualifying statement. Astellas suggested that
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this was further evidence that the audience could be
misled by the claims.
Astellas rejected Janssen-Cilag’s assertion that the
brochure containing the claims was shown to a
limited audience and detailed that it had been used
in the following conferences and publications:
 Conferences/Congresses: ANZUP 2015,
PCWC 2015, SIU 2015.
- Satchel inserts / handouts
- Trade display stand panels
 Publication – claims contained in an
advertisement in:
- Prostate Cancer Research Review, 2014


Wide Audience:
- Oncologists and urologists of varying
degrees of clinical experience
- Conference delegates (wide-range of allied
HCPs)
- All those with on-line access to Research
Review

Astellas concluded that the Code Committee had
not erred in its original decisions.
The Appeals Committee did not seek further
clarification from Astellas on its presentation. The
Chairman then invited Janssen-Cilag to make its
closing remarks.
Janssen-Cilag responded that the fundamental
defect in Astellas’ position is the repeated reference
to the disconnection between one part of the
brochure and another. Janssen-Cilag contended
that to do so treats the qualifier as though it doesn’t
provide an explanation for the words that appear
immediately above it. Rather than recognising the
relationship between the words “More energy” on
one hand and the words that follow it, Janssen-Cilag
asserted that Astellas seek to look outside the
document and apply layman or other medical
definitions to the terminology. The definition of
“More energy” can be found immediately below the
claim in the qualifying statement.
Astellas had referred to a previous Code of Conduct
complaint in which the words “more energy” had
been found in breach of the Code. Janssen-Cilag
responded that this case should be read in its
entirety, which reveals that the claim was to the
public at large and related to an entirely different
product. Therefore this other complaint is of no
assistance to the Appeals Committee.
Janssen-Cilag addressed the criticisms of the
specialist oncologist’s statement, noting that the
individual in question accepted that if the brochure
was intended to be read by those outside the target
audience, such as laypersons or those without
context, it is liable to be misinterpreted by those
individuals. Janssen-Cilag asserted that this is not
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controversial; but it is irrelevant to the Appeals
Committee in deliberating on this matter.

energy” misrepresents what follows in the qualifier
and the supporting references.

Finally, Janssen-Cilag advised that the only people
that can prescribe this product are specialist
oncologists. These specialists have been the sole
target for this promotional material in the context of
conferences. However, Janssen-Cilag cannot
exclude the possibility that this claim has been
visible to others through a variety of mechanisms as
pointed out by Astellas. It is Janssen-Cilag’s belief
that this is inconsequential as those individuals are
unable to prescribe the product, and were not the
target audience for the promotional claims.

The Appeals Committee considered that Astellas’
reference to medical dictionary definitions for energy
as relating to joules/calories was spurious and
dismissed this argument.

The Chairman thanked the representatives from
Janssen-Cilag and Astellas for their presentations
and excused them from the meeting to allow the
Appeals Committee to deliberate on the appeal.

The Appeals Committee acknowledged that a
clinician may speak with patients in layperson terms.
However, the Appeals Committee considered that
because the audience for the brochure and the
claims is a specialist one, and that fatigue is a
complex syndrome in cancer treatment, the use of
the claim “More energy” in promotion to that group is
only acceptable if it can be supported by relevant
evidence. The Appeals Committee noted that
Janssen-Cilag had emphasised the specialist
audience in its appeal, drawing attention to their
medical and technical expertise. Therefore the
terms used in promotional materials should not be
open to varying interpretations but should concisely
and consistently reflect the supporting evidence.
The Appeals Committee also considered that, as
there are numerous components to cancer related
fatigue, it is too simplistic to describe it as “More
energy”.

The Appeals Committee discussed the audience for
the Zytiga brochure that contained the claims
subject to complaint, noting that while it is true that
this product is typically prescribed by a specialist
oncologist, there is also a small group of urologists
who treat patients with advanced metastatic prostate
cancer. The Appeals Committee accepted that
whilst the audience at congresses such as the
Australian and New Zealand Urogenital and
Prostate (ANZUP) Cancer Trials Group Annual
Scientific Meeting, where the brochure was used, is
intended to be specialists, there is often attendance
by others such as medical students, registrars,
general practitioners and nurses. Whilst JanssenCilag’s intended audience for the brochure was the
specialist oncologists and urologists who may
prescribe Zytiga, it is difficult in today’s environment
to restrict advertising to a single audience.

One Appeals Committee Member was of the
opinion, however, that whilst agreeing that cancer
related fatigue is complex, and that energy is also
complex, the result of having less fatigue is more
energy. This Appeals Committee Member was of
the opinion that the use of the claim “More energy”
captured the attention of the reader and had been
appropriately qualified. This Appeals Committee
member considered that the term ‘more energy’ is
synonymous with ‘less fatigue’. It was this
member’s opinion that the use of the global term
‘energy’ satisfactorily captured the overall patient
reported outcome noted in the BFIQ. The Appeals
Committee Member remained unconvinced that the
claim could mean anything other than less fatigue
equals more energy. This Appeals Committee
Member agreed that the qualifier was necessary and
without it the claim would be misleading.

The Appeals Committee discussed the proper use of
a headline claim and qualifying statement
associated with that claim. The Appeals Committee
agreed that it is legitimate to use a headline to grab
the reader’s attention and to convey further
explanatory information from a report or study on the
same page such as in a qualifying statement. The
underlying question in this case is how the specialist
audience would read and interpret the headline
claim.
The Appeals Committee considered that it would not
be consistent with the Code to select particular
words as a headline claim that may not specifically
reflect the supporting reference, and then seek to
limit or explain the claim’s meaning through a
qualifier. The Appeals Committee agreed that the
central issue is whether the headline claim “More

The majority of the Appeals Committee disagreed
that improved fatigue intensity, as demonstrated by
the cited reference, equates to “More energy”.
Therefore the Appeals Committee agreed by
majority decision with the Code Committee’s
decision that the claim “More energy” was in breach
of Section 1.2.2 of the Code of Conduct as it could
not be adequately supported by the cited reference.
The Appeals Committee also agreed by majority
with the decision of the Code Committee that the
claim was in breach of Section 1.3 of the Code of
Conduct as it was misleading.

Janssen-Cilag concluded its argument by reaffirming
that the definition of the claims can be found in the
document itself. The Appeals Committee should
take into account the specialised context in which
the brochure will be read and invited the Appeals
Committee to bring that context to bear in its
deliberations.
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The Appeals Committee then discussed the claim
“More to live for” and agreed that many of the
arguments it had discussed in relation to the
“energy” claim also applied to this claim. The
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Appeals Committee noted that the specialist
oncologist’s submission provided by Janssen-Cilag
showed that they were initially also misled by the
claim, which the specialist had interpreted as
relating to a wide therapeutic window and improving
(not maintaining) quality of life. The Appeals
Committee noted that the qualifying statement for
“More to live for” stated that quality of life was
maintained rather than improved. Therefore, the
claim “More to live for” was not consistent with the
qualifying statement or the supporting reference.
However, one Appeals Committee Member
contended that, similarly to the “energy” claim, the
intended audience would understand that it was not
an absolute statement of claim and, in the context of
the treatment of patients with advanced prostate
cancer, a longer life would not necessarily mean a
better life. The Committee accepted that an
oncologist may discuss with an individual patient the
trade-off between quantity (duration) and quality of
life.

SPRYCEL PROMOTIONAL
ACTIVITIES – 1135
Subject Company:

Bristol-Myers Squibb Australia
Pty Ltd (BMSA)

Complainant:

Novartis Australia Pty Ltd

Product:

Sprycel

Complaint

Novartis alleged that in two promotional items,
BMSA had focussed on efficacy and downplayed
the safety aspects and overall management of
patients experiencing pleural effusion while on
Sprycel treatment.

The Appeals Committee in the majority agreed with
the Code Committee’s reasoning that improved
survival and maintenance of quality of life, as
supported by the cited references, does not mean
that a patient will have more purpose or reason for
living or “More to live for”. The Appeals Committee
agreed by majority with the decision of the Code
Committee that the claim “More to live for” was
misleading and in breach of Section 1.3 of the Code
of Conduct.

Novartis alleged that claims concerning response
rates to Sprycel in patients with pleural effusions did
not adequately explain the complexity of dose
reductions, treatment interruptions and interventions
required to manage pleural effusions, which was
misleading. In addition, a flow chart describing the
management of patients with pleural effusions
misrepresented the recommendations for managing
this adverse event described in the Sprycel Product
Information, which was therefore misleading.
Further, Novartis alleged that BMSA had selectively
presented data in a forest plot of adverse events by
omitting an odds ratio for pleural effusion in Sprycel
patients. Novartis contended that the omission of
pleural effusion was misleading.

Sanction

Sections of the Code

As the appeal was not upheld, the Appeals
Committee considered whether there was any
reason that the sanction should be varied. Although
Janssen-Cilag had asked the Appeals Committee to
take into account the resolutions achieved during
intercompany dialogue with Astellas, this is not a
reason to reduce the fine as it is required by the
Code of Conduct. The Committee noted that the
maximum fine for a moderate breach of the Code is
$150,000. The fine of $100,000 is therefore not at
the upper end of the scale. The scope of the
corrective action required was not such that the
Appeals Committee considered there should be any
reduction in the monetary fine. The Committee
agreed by majority decision that it had not been
persuaded there was any reason to vary the
sanction and confirmed that the fine of $100,000
imposed by the Code Committee should remain.
Further, as the appeal had not been upheld, the
Appeals Committee agreed unanimously that the
appeal bond of $20,000 should be retained by
Medicines Australia.

The promotional materials were alleged to be in
breach of the following Sections of Edition 18 of the
Code:

4 0

•

M E D I C I N E S

A U S T R A L I A

C O D E

O F

1.3

False or Misleading Claims

Response

BMSA denied that it had misrepresented information
about pleural effusions in the promotional pieces
and denied that the promotional material was in
breach of the Code.
BMSA asserted that the management of pleural
effusion had been adequately represented, noting
that the promotional piece was designed specifically
to discuss the treatment of pleural effusion. BMSA
strongly rejected that the flow diagram oversimplified
the management of pleural effusion, as it
incorporated all the common and typical
management strategies as stated in the Sprycel
approved Product Information.
BMSA also denied that the forest plot was
misleading because the incidence of pleural effusion
had been clearly stated below the plot. BMSA
further argued that the odds ratio for pleural
effusions had not been calculated in the referenced
article and that it would not be appropriate to

C O N D U C T

A N N U A L

R E P O R T

2 0 1 4

–

2 0 1 5

calculate it post analysis and include it in the forest
plot.
BMSA expressed concern to the Committee of the
frequency, nature and timing of Novartis’ complaints.
Specifically, BMSA noted that this is the third
consecutive year that a complaint had been made in
the weeks leading up to the annual HAA meeting
and alleged that Novartis had specifically timed the
complaints to create maximum disruption. BMSA
advised that the material containing the forest plot
had not been in use since February 2015.
Code of Conduct Committee decision

 The claim “in first-line CP-CML, pleural effusions
did not impair the ability of patients to achieve a
response” was found by majority decision to be
in breach of Section 1.3 of the Code.
 The flow chart describing management of
patients who experienced pleural effusion was
found by majority decision not to be in breach of
Section 1.3 the Code.
 The forest plot detailing adverse events was
found by unanimous decision to be in breach of
Section 1.3 of the Code.
Sanction

The Committee agreed by majority decision that the
promotional materials must be withdrawn from use
and the content found in breach must not be used
again in the same or similar form. The Committee
also agreed by majority decision to impose a fine of
$50,000
Consideration of the complaint

The Committee noted that the complaint was difficult
to navigate, as some issues had been resolved
during intercompany dialogue whilst others had not.
The complaint described two issues being subject to
complaint, whereas one issue included two separate
matters. The Committee determined that there were
three matters that remained unresolved following
intercompany dialogue
:
1) Whether the claim “In first line CP-CML, pleural
effusions did not impair the ability of patients to
achieve a response” and associated data on
response rates and pleural effusion by year of
treatment were imbalanced and therefore
misleading. This claim and data appeared in
two promotional items SPR/0121/10-14 and
SPR/0372/07-15;
2) Whether the flow chart Managing pleural
effusion, which appeared in promotional item
SPR/0121/10-14, was misleading; and
3) Whether the omission of a pleural effusion odds
ratio from the forest plot titled “Adverse events
in ≥ 10% of patients at 5 years (no Grade 5)”,
which appeared in promotional item
SPR/0121/10-14, was misleading.
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Issue 1: “In first line CP-CML, pleural effusions did
not impair the ability of patients to achieve a
response”
Novartis had alleged in its complaint that this claim
and the associated data on different measures of
response rates (confirmed complete cytogenetic
response [cCCyR], major molecular response
[MMR] and molecular response [MR]) was
imbalanced and had the potential to mislead
prescribers. Specifically, the complexity of dosing
adjustments and interruptions required in patients
with pleural effusions, although ultimately achieving
these efficiency results, is omitted from the
promotional pieces where the claim appeared. This
dosage adjustment information is described in the
supporting reference (Cortes J., et al 2014) and is
supported by the Sprycel Product Information.
The Committee agreed with the complainant that the
claim that pleural effusions “did not impair” achieving
a response and the associated response rate
information was misleading due to its emphasis on
efficacy (response rates) and the omission of
contextual information on the requirement in the
study for Sprycel dosage adjustments. The words
“did not impair” suggests that there was no
relationship between pleural effusion and achieving
a response, whereas the response rates were only
achieved following adjustments to Sprycel
treatment. The Committee considered that claim
emphasised response rates to Sprycel and
downplayed the effects of the common, serious
adverse effect of pleural effusion, which was not
appropriate and was misleading. In a majority
decision the Committee found the claim “In first line
CP-CML, pleural effusions did not impair the ability
of patients to achieve a response” was in breach of
Section 1.3 of the Code of Conduct.
Issue 2: Flow diagram titled “Managing pleural
effusion”
The Committee noted that this complaint had been
raised during intercompany dialogue in relation to
issue one. The Committee further noted that during
intercompany dialogue BMSA had agreed to include
additional information in “Consider additional
measures” box of the flow chart.
A majority of the Committee considered that the flow
chart sufficiently covered the management of pleural
effusion. Whilst it was presented as a simple flow
chart, the steps covered how pleural effusion is
managed by physicians. The Committee noted that
the flow chart was adapted from NCCN guidelines
and was consistent with the Sprycel Product
Information guidance on managing this adverse
effect.
A minority of the Committee were of the opinion that
the flow chart was inadequate and therefore was
misleading. These Committee members considered
that there are a significant number of people who
experience a pleural effusion while on Sprycel
treatment and a significant number of these require
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more than a dose reduction and treatment with
diuretics and steroids. These Committee members
considered that the flow chart was overly simplistic
and minimised the seriousness of the adverse event
and the interventions that may be required to treat it.
The Committee agreed by majority decision that the
flow chart was not in breach of Section 1.3 of the
Code of Conduct. Whilst not finding the flow chart in
breach of the Code, the Committee encouraged
BMSA to proceed to make the amendments agreed
during intercompany dialogue.
Issue 3: Forest plot titled “Adverse events in ≤ 10%
of patients at 5 years (no Grade 5)
The Committee considered the alleged breach
because the forest plot did not include an odds ratio
for the prevalence of the adverse event pleural
effusion. An asterisked statement linked to the
heading appeared in smaller type size below the
forest plot: “Pleural effusion (28%) is not shown to
allow adequate representation of other events”. The
Committee noted that, below the forest plot, data on
pleural effusion by year of treatment were provided,
however that these data were separated from the
forest plot. The Committee was of the opinion that
by separating the information on pleural effusion
from the forest plot the effect was to minimise or
reduce focus on the higher prevalence of pleural
effusion in patients treated with Sprycel compared
with imatinib and maximise attention on adverse
effects where the odds ratios favoured Sprycel over
imatinib. The Committee considered that this would
make it more difficult for a prescriber to evaluate the
overall adverse event profile for Sprycel. The
Committee were concerned that the presentation of
the data on pleural effusion and omission of the
odds ratio for pleural effusion from the forest plot
would have the effect of downplaying the higher
prevalence of pleural effusion in patients treated
with Sprycel compared with those treated with
imatinib.
The Committee discussed BMSA’s argument that
the odds ratio had been omitted from the referenced
source for the forest plot and that the company
should not calculate the odds ratio itself post hoc.
The Code Committee considered that the BMSA
would have been able to calculate the odds ratio
based on the data available to the company and
could have included this in the forest plot. The
Committee also noted that pleural effusion had been
included in the bar graph on page 1 of the piece,
although this had been referenced to a different
source.
The Committee noted that the forest plot was
referenced to an oral presentation at the American
Society of Hematology (ASH) 2014 annual meeting,
not to published data. This issue had not been
raised by Novartis in its complaint. The Committee
considered that an alternative source or sources for
the adverse events odds ratios could have been
available to BMSA.
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Some members of the Committee noted that the
promotional material had been directed to a very
specialised sub-set of prescribers, specialist
oncologists, who would be familiar with critically
interpreting these data. These Committee members
also noted that there had been a focus on pleural
effusion throughout the promotional piece. These
Committee members’ considered that BMSA had
not sought to minimise the incidence or seriousness
of pleural effusion, however they agreed with the
rest of the Committee that it could have been
presented and communicated more clearly and was
therefore misleading.
The Committee agreed unanimously that the forest
plot was misleading due to the omission of pleural
effusion from it and therefore was in breach of
Section 1.3 of the Code.
Abuse of the Code
The Committee discussed BMSA’s allegation of
abuse of the Code of Conduct by Novartis. In its
response to the complaint, BMSA alleged that
Novartis had strategically withheld its complaint until
the time of the year when it would be the most
disruptive, in the lead up to a large annual clinical
conference. BMSA stated that this was the second
consecutive year when Novartis had made a
complaint against BMSA at the same time.
The Committee had been provided with the reasons
for decision for complaint 1126, Sprycel promotional
material, which was considered in January 2015.
The Committee reviewed the reasons for the
decision and noted that the Committee had
commented that the previous complaint had lacked
detail and that intercompany dialogue could have
been more constructive. Some breaches of the
Code had been found for this complaint. The
Committee agreed that Novartis’ complaint
submission for the current complaint demonstrated
improvement, although its complaints could have
been more clearly presented.
The Committee unanimously agreed, however, that
it did not consider Novartis’ conduct in bringing a
further complaint, where breaches of the Code had
been found, rose to the level of being frivolous or
vexatious.
Sanction

Having found breaches of the Code of Conduct, the
Code Committee discussed the severity of these
breaches. The Code Committee agreed by
unanimous decision that the breaches were
moderate as defined in the Code of Conduct. The
Committee considered that the promotional
materials were misleading and had the potential to
alter the way oncologists prescribe the product.
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The Committee agreed unanimously that
 The promotional materials must be
withdrawn from use and the claims and
forest plot found in breach of the Code must
not be used again in the same or similar
form;
 All promotional materials and/or
advertisements containing the claims and/or
forest plot found in breach must be
withdrawn from use and not used again in
the same or similar form.
The Committee also agreed by majority decision
that BMSA must pay a fine of $50,000.

NIVOLUMAB PROMOTIONAL
ACTIVITIES – 1136
Subject Company:

Bristol-Myers Squibb Australia
Pty Ltd (BMSA)

Complainant:

Merck Sharp & Dohme (Australia
Pty Ltd (MSDA)

Product:

Nivolumab

Complaint subject to Appeal
Complaint

MSDA alleged that BMSA had conducted several
activities promoting nivolumab prior to its
registration. MSD alleged that BMSA had promoted
nivolumab prior to registration at three company
organised educational meetings, in an article
published in Research Review and during sales
calls with doctors

With regard to the alleged promotion during sales
calls, BMSA denied that any of its sales
representatives had promoted nivolumab prior to
registration and stated that the data used by MSDA
to support its allegation could not be relied upon to
demonstrate such that promotion had occurred.
Code of Conduct Committee Decision

The Committee addressed each alleged breach of
the Code separately as follows:
Educational Events
 MOGA event: The Committee found by majority
decision a breach of Section 1.4 and by majority
decision no breach of Section 9.5 of the Code
 WACOG event: The Committee found by
majority decision a breach of Section 1.4 and by
majority decision no breach of Section 9.5 of the
Code
 COSA event: The Committee found by majority
decision no breach of Sections 1.4 and 9.5 of the
Code
Educational Item (Research Review article)
The Committee found no breach of sections 1.4 and
5.1 by unanimous decisions, but found by majority
decision that the article was in breach of Section
2.1.1.4 of the Code.
Sales Activity
The Committee found by a unanimous decision no
breach of Section 5.1 of the Code.

Sections of the Code

Widespread Promotion
The Committee found by majority decision that there
had been a breach of Section 1.1 of the Code and
by majority decision no breach of Section 39 of the
Code.

The promotional claims were alleged to be in breach
of the following Sections of Edition 18 of the Code:

Sanction






1.1
1.4
2.1.1.4
5.1

 9.5
 39

Responsibility
Unapproved Products and Indications
Company Commissioned Articles
Company Representative Roles and
Ethical Conduct
Sponsored Educational Events
Company Compliance Procedures

Response

BMSA strongly denied that it had promoted
nivolumab prior to its registration. BMSA stated that
at the three educational events the speakers had
been selected by independent organisers of the
meetings or by a steering committee. All speakers
were thoroughly briefed by BMSA on their
obligations under the Code of Conduct.
With regard to the Research Review article, whilst
the article had been sponsored by BMSA, the
content had been determined independently by the
publisher.
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The Committee agreed by majority decision to
impose a $10,000 fine.
Consideration of the Complaint

The Code Committee found that the MSDA
complaint was very difficult to follow which made the
adjudication of the complaint challenging. The
Committee noted that throughout the complaint,
MSDA had referred to both “off label promotion” and
“promotion of an unregistered product”, when
referring to the same activity. For the purpose of
adjudicating on the complaint, the Committee
understood that MSDA alleged that BMSA had
undertaken promotional activities for nivolumab prior
to its registration. The complaint was also very
poorly collated with confusing labelling of
appendices and indexes, which did not assist the
Committee.
Educational Events
The Code Committee noted that MSDA had alleged
that presentations at three educational meetings had
included promotional messages for nivolumab,
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which at the time was not registered in Australia.
MSDA had alleged that because BMSA had a role in
the selection of the speakers, these activities were
in breach of Sections 1.4 and 9.5 of the Code.

The Committee noted that while one healthcare
professional speaker was perhaps the most
appropriate speaker for this event due to his
involvement in the development of nivolumab, the
fact that he is now a BMS (global) employee could
give rise to a potential breach of the Code arising
from his presentation content. The Committee
reviewed the presentation slides provided. The
Committee noted that whilst only 3 out of 50 of the
BMS (global) employee’s slides mentioned
nivolumab, one did contain a promotional claim –
“Rapid and durable changes in target lesions”.

The Committee noted that in its complaint MSDA
had referred to the three educational meetings as
“BMS organised”. However on review of the
materials the Committee noted that two of these
events (MOGA and WACOG educational events)
were third party initiated events, and the third
(COSA breakfast symposium) was a BMSA
organised symposium held during the COSA
meeting. The Committee determined that as
different Code requirements potentially applied to
these different meetings, it would review each
meeting separately.
Medical Oncology Group of Australia ImmunoOncology Dinner Symposium titled “ImmunoOncology Forum: Insights and Advances” October
2015 (MOGA)
This dinner symposium was held as part of the
MOGA I-O meeting in Melbourne in October 2015.
As a platinum sponsor of the meeting, BMSA had
been offered the opportunity to host a dinner
symposium. BMSA had argued in its response to the
complaint that although there had not been a
specific independent steering committee convened
for the dinner symposium, the independent steering
committee for the overall MOGA I-O meeting had
oversight of the dinner symposium and had selected
the speakers.
The Committee reviewed the supporting
documentation supplied by BMSA, which indicated
that the selection of the speakers for the event had
been made by the MOGA I-O steering committee.
The Committee also noted, however, that input on
the selection of speakers had been provided by a
BMSA employee, who had attended the
independent steering committee meetings.
The Committee discussed at length what constitutes
independence of speaker selection in relation to
these types of educational meetings. Some
academic and healthcare professional members of
the Code Committee noted that the role played by
industry representatives in these steering
committees is often that of secretariat and logistical
assistance. For these types of events, in order to
attract international speakers, honoraria and travel
support need to be provided. It was the Code
Committee’s opinion that the attendance of an
industry representative at a steering committee
meeting does not necessarily compromise its
independence. The Committee agreed, however,
that supporting evidence and documentation that
outlines the steering committee’s decision making
processes needs to be comprehensive to provide
evidence of its independence.
In relation to the MOGA I-O dinner symposium, the
Code Committee agreed by majority decision that
4 4
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the final selection of the speakers had been made
by the independent steering committee, with some
recommendations from the BMSA employee.

On the basis of this single claim in one slide of the
BMS (global) employee’s presentation, the
Committee found by majority decision that this
presentation was in breach of Section 1.4 of the
Code of Conduct as it had promoted an unregistered
product.
The Committee agreed by majority decision that,
while BMSA’s involvement in the steering committee
and its decisions could have been better
documented to better demonstrate its
independence, the activity was not in breach of
Section 9.5 of the Code of Conduct.
Western Australia Clinical Oncology Group
(WACOG) BMS sponsored dinner titled “New
Immunotherapy Developments in the Treatment in
Advanced Melanoma” – October 2015
The Committee noted that evidence provided by
BMSA showed that WACOG had approached BMSA
to sponsor a WACOG dinner. WACOG wished to
provide the opportunity for WA specialist
practitioners to hear the speakers presenting at the
MOGA I-O meeting and requested that they also
present at a specially convened WACOG event. The
Committee noted that there had been no steering
committee formed for this event and that it had been
organised by WACOG. The Committee reiterated
that BMSA’s documentation for this event could
have been clearer to demonstrate the independence
of the event’s organisation. The Committee agreed
by majority decision that this activity was not in
breach of Section 9.5 of the Code of Conduct.
The Committee noted that the BMS (global)
employee had given the same presentation at the
WACOG event as the MOGA I-O event, without
modification. The Code Committee had previously
noted that the BMS (global) employee’s presentation
contained a single slide with a promotional claim for
an unregistered product. Therefore, the Committee
agreed by majority decision that this activity was in
breach of Section 1.4 of the Code of Conduct.
Clinical Oncology Society of Australia (COSA)
Breakfast Symposium titled “The Immuno-oncology
Revolution and Cancer Therapy” – November 2015
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The Committee noted that this event had been held
as part of the annual COSA meeting and was
available to BMSA through their sponsorship of the
overall event. The symposium had been included on
the COSA meeting agenda and BMSA’s
sponsorship of the symposium had been disclosed.
The Committee unanimously agreed that this was a
BMSA organised event.
BMSA had convened an independent steering
committee to determine the symposium content and
speakers. The Committee noted that the BMS
(global) employee had not been a speaker at this
symposium. The two members of the steering
committee had chaired and spoken at the
symposium.
The Code Committee accepted that the COSA
breakfast symposium content and speakers had
been selected by the independent steering
committee. The Committee noted that record
keeping in order to provide evidence of the steering
committee’s independence could have been clearer
and more robust. The Committee did not agree that
promotion of nivolumab had occurred at this event.
The Committee agreed by majority decision that the
activity was not in breach Sections 1.4 and 9.5 of
the Code of Conduct.
Educational Item (Research Review)
The Committee noted that the item subject to
complaint is an article titled “Immune Checkpoint
Blockade in the Treatment of Cancer” that appeared
in Research Review’s Educational series in October
2015. It was further noted that when the article was
published, acknowledgment of BMSA’s sponsorship
had been omitted. Once this error had been
identified, it had been rectified in the online version
of the article.
The Committee discussed Research Review and
accepted that while there is industry sponsorship for
particular articles, the sponsoring company has very
little input into the articles’ subject or content. The
company’s final review of the article is expected to
pick up significant omissions or errors of fact, but the
company is not able to influence the overall content
of the article. The Committee discussed whether
sponsorship interferes with the independence of an
activity and agreed unanimously that sponsorship of
an article does not make it a company
commissioned article as MSDA had alleged. The
overall editorial responsibility remains the
publisher’s.
The Committee agreed unanimously that the
Research Review article was not in breach of
Sections 1.4 and 5.1 of the Code of Conduct. The
Committee also agreed unanimously that the
omission of the sponsorship acknowledgement
should have been picked up by BMSA in its review
of the article. The Committee determined that this
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omission was a technical breach of Section 2.1.1.4
of the Code of Conduct.
Sales Activity
The Committee noted MSDA’s allegation that
BMSA’s sales representatives had started to
promote nivolumab prior to its registration. MSDA
had cited IMS Health data as evidence to support
this allegation. In its response to the complaint,
BMSA stated that no promotional material had been
developed for use by its sales representatives at the
time the IMS Health data had been collected;
materials had not been developed at that time. In
addition BMSA had provided evidence that its sales
representatives had been specifically instructed not
to discuss nivolumab prior to its registration.
The Committee reviewed the IMS Health data
provided by MSDA and noted that there was a small
increase in healthcare professional reporting of
interactions discussing nivolumab. The Committee
noted that it had been a small increase in reporting
and that IMS Health data reports subjective, selfreported recollections by healthcare professionals.
These data cannot be differentiated into whether a
BMSA sales representative had initiated a
discussion, or had reactively responded to
healthcare professionals’ questions.
The Committee agreed unanimously that the IMS
Health data did not provide sufficient evidence to
substantiate that BMSA sales representatives had
promoted nivolumab prior to its registration. The
Committee agreed unanimously that there had been
no breach of Section 5.1 of the Code of Conduct.
Widespread Promotion
The Committee discussed the overarching
allegations made by MSDA that BMSA had engaged
in widespread promotion of nivolumab prior to its
registration, which was alleged to be in breach of
Sections 1.1 and 39 of the Code.
The Committee agreed by majority decision that the
breach of Section 1.4 of the Code in relation to the
BMS (global) employee’s presentation and the
breach of Section 2.1.1.4 of the Code in relation to
the omission of the sponsorship acknowledgement
in the Research Review article, BMSA had not met
its responsibilities as required by the Code of
Conduct. The Code Committee determined by
majority decision to find a breach of Section 1.1 of
the Code.
It had also been alleged that BMSA did not have
adequate compliance procedures and processes
and was therefore in breach of Section 39 of the
Code of Conduct. The Committee did not find any
evidence from MSDA to support its allegations;
rather BMSA had provided evidence to demonstrate
its procedures to ensure compliance with the Code.
The Committee agreed by majority decision that
although these procedures could be reviewed and
BMSA’s documentation of its arrangements to
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ensure independence of steering committees
associated with educational meetings could be
improved, there had been no breach of Section 39
of the Code of Conduct.

Appeal Response

Sanction

Having found breaches of the Code of Conduct, the
Code Committee discussed the severity of these
breaches. The Code Committee agreed by majority
decision that the breaches of Sections 1.1 and 1.4
were minor as described by the Code of Conduct.
The Committee agreed that BMSA’s involvement in
the MOGA and WACOG events had been
appropriate. However, documentation of the
company’s involvement with the independent
steering committees when supporting this valuable
exchange of information could be improved. The
Committee did not want the Code to impede the
robust scientific exchange of information when
conducted in an appropriate, non-promotional
manner. The Committee’s decision that the MOGA IO and WACOG educational events were in breach
of the Code related only to one slide that contained
a promotional claim.

BMSA rejected MSDA’s assertions that the activities
were more widespread or that they constituted a
more serious breach of the Code than determined
by the Code Committee. BMSA contended that
MSDA has been unable to identify any error in the
Code Committee’s decisions and had vexatiously
sought to re-agitate the issues it raised before the
Code Committee. BMSA stated that it had accepted
the decisions of the Code Committee and had
already acted to bolster the documentation of its
compliance processes. BMSA urged the Appeals
Committee to dismiss the appeal.
Appeals Committee decision

The Appeals Committee was not persuaded that the
decisions of the Code of Conduct Committee or the
sanction imposed by it in relation to this complaint
involved any error that required the decisions or
sanction to be altered or set aside. The decisions
and sanction imposed by the Code Committee were
confirmed. The Appeals Committee agreed by
unanimous decision to not uphold the appeal.
Sanction

The Committee agreed by majority decision that the
breach of Section 2.1.1.4 was technical as
described by the Code of Conduct. The Committee
had determined that the omission of the
acknowledgement of BMSA’s sponsorship should
have been picked up by BMSA in its review of the
article. However this omission was promptly
corrected by the publisher once identified.
The Committee agreed by majority decision that
BMSA must pay a fine of $10,000.
Appeal

MSDA also appealed the level of sanction imposed.
MSDA argued that the low level of fine signals that
the Code Committee found the breach to be minor,
whereas MSDA contends that promotion of an
unregistered product should be considered a serious
breach. MSDA argued that promotion of a product
prior to its registration is contrary to a key tenet of
the Code. MSDA also alleged that the activities were
more widespread than initially identified. It
requested that the Appeals Committee extend the
findings of breach to include those where the Code
Committee found no breach of the Code, to
reassess the seriousness of the breaches found,
and to substantially increase the sanction imposed.
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Consideration of the Appeal

The Chairman explained the process for
consideration of an appeal. The Appeals Committee
must be persuaded that the findings of the Code of
Conduct Committee (Code Committee) involved an
error on the basis of which the decisions of the Code
Committee should be set aside or varied.
The Chairman invited the MSDA representatives to
give their appeal presentation. The following
summarises that presentation and discussion with
the Appeals Committee.

MSDA appealed the following Code of Conduct
Committee decisions:
 The finding of no breach of Section 9.5 for any
of the three events
 The finding of no breach of Section 1.4 in
relation to the COSA event
 The finding of no breach of Section 1.4 in
relation to the Research Review article
 The finding of no breach of Section 39 in
relation to the alleged widespread promotion.

4 6

The Appeals Committee agreed by unanimous
decision that the fine of $10,000 imposed by the
Code of Conduct Committee should not be varied.

MSDA stated that it had appealed the Code
Committee’s decisions and sanction because it
considers that the breaches were severe and
widespread and that BMSA is also responsible for
breaching Section 9.5 (in relation to the COSA
event) and Section 39 (Company Compliance
Procedures) of the Code. MSDA also appealed the
sanction, as it considers that the penalty of $10,000
signals that the breaches were minor.
MSDA argued that there was insufficient evidence to
show that the BMSA sponsored meetings were
independent; that a significant proportion of slides
presented at the meetings were promotional of an
unregistered product and therefore the promotion
was widespread; and that the Research Review
article was not independent of BMSA and was
unbalanced.
MSDA argued that BMSA had not provided
evidence to demonstrate that the educational
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meetings were independent of BMSA. If
independence cannot be demonstrated, BMSA was
responsible for the meeting content. If an
independent steering committee was formed, BMSA
should provide evidence that it had briefed the
steering committee on the company’s obligations
under the Code, including that any promotion can
only be for a registered product.
MSDA considered that there should not have been a
company representative on the steering committee
for the COSA meeting if it is to be considered
independent and free from company influence on
speakers and content. In addition, MSDA
considered it was not appropriate for BMSA medical
or commercial employees to give a presentation at
such meetings because this compromises the
independence of the content. A speaker
recommended by a sponsoring company may not
promote unregistered products at a meeting just
because the steering committee had endorsed the
speaker.
MSDA discussed the MOGA Immuno-oncology (IO)
meeting and the WACOG dinner meeting. BMSA
had stated that it had recommended two of the three
speakers. A member of the MOGA steering
committee had been asked to approve the two
speakers put forward by BMSA, but BMSA had not
provided any evidence of any steering group
discussion about their proposed speakers. One of
the speakers is a BMS (global) employee. While he
is a leading scientist, he cannot be considered
independent. BMSA paid all speaker travel and
honorariums associated with the meeting directly to
the speakers. BMSA had stated that it had briefed
the speakers and reviewed their slides prior to the
meeting, however MSDA considers that the slides
contained numerous promotional claims for an
unregistered product.
MSDA argued that the evidence provided by BMS
had not demonstrated beyond reasonable doubt that
these meetings were organised independently of
BMSA. MSDA contended that all three events
breached Sections 1.1, 1.4 and 9.5 of the Code.
MSDA noted that the Code Committee had
determined that only one slide from the BMS
speaker’s presentation was in breach of the Code.
MSDA highlighted the definition of promotion in the
Code glossary. MSDA argued that 33 of the 157
slides presented by the three speakers at the
MOGA-IO and WACOG meetings were promotional
for nivolumab, which was not registered at the time.
MSDA referred to the BMSA COSA breakfast
symposium held in November 2015, which the Code
Committee had found was not in breach of the
Code. MSDA argued that because a BMS medical
employee was on the steering committee for this
educational meeting, it was difficult to assert that
BMS had not exerted undue influence on speaker
selection and topics. Therefore, the speaker
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selection and content was not independent of
BMSA. Although BMSA stated that it had briefed
the steering committee and speakers to not discuss
off label indications and had requested the
speakers’ slides for review, nevertheless 30 of the
120 slides presented contained promotional
information about the positive attributes or the rate
of adverse effects of an unregistered product, and
were therefore promotional.
MSDA contended that the evidence provided by
BMSA did not support that the three educational
meetings were independent. At least one fifth of the
slides presented across the three meetings were
promotional of an unregistered product. The BMS
employee had presented 6 promotional slides for
nivolumab, not just one slide as determined by the
Code Committee. MSDA argued that in addition to
breaching sections 1.1 and 1.4 of the Code, all three
of the meetings also breached Code Section 9.5.
In relation to the Research Review article “Immune
Checkpoint Blockade in the Treatment of Cancer”,
BMSA had stated in its correspondence to MSDA
that the company had suggested the title for the
article, had funded it and had the right of final
review. MSDA considered that the article was not
balanced because in the “Clinical efficacy of PD1/PD-L1 inhibitor” section only efficacy for nivolumab
was included and not other immuno-oncology
agents as would be expected from the article’s title.
Nivolumab was unregistered at the time the article
was published. Due to the involvement by BMSA in
suggesting the title, funding and final review of the
article, MSDA considered that the article was not
independent and was a Company Commissioned
Article under Section 2.1.1.4 of the Code and should
have been identified as an advertorial. MSDA
appealed the Code Committee finding and argued
that the Research Review article should be found in
breach of both Sections 2.1.1.4 and 1.4 of the Code.
A member of the Appeals Committee noted that the
publisher of Research Review had provided a
statement that the article had been produced
independently of BMSA. The Committee member
asked whether MSDA had also sponsored articles in
this publication. MSDA responded that it had
rejected some offers to sponsor articles, but had
sponsored a couple of articles in Research Review.
MSDA concluded its appeal presentation by asking
the Appeals Committee to consider the evidence
that BMSA had engaged in widespread promotion of
an unregistered product at three educational
meetings and in an unbalanced educational item.
MSDA argued that there were at least 63 slides
presented at the educational meetings which
promoted an unregistered product. The content of
these meetings and the Research article was not
independent of BMSA and therefore it is responsible
for this conduct.
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MSDA asked the Appeals Committee to review the
Code Committee findings that there had been minor
breaches of sections 1.1, 1.4 and 2.1.1.4 of the
Code. MSDA argued that promoting an
unregistered product fundamentally undermines the
Code and should be considered serious breaches
and attract a higher fine than $10,000. MSDA
argued that the promotion of an unregistered
product was widespread and that BMSA should also
be found in breach of Sections 9.5 and 39 of the
Code.
At the conclusion of MSDA’s presentation, the
Appeals Committee sought some clarifications.
A member of the Committee asked about MSDA’s
position on BMSA’s proposal, made during the intercompany dialogue, to send a clarification letter to
healthcare professionals who had attended the three
educational meetings. BMSA had stated in its
response to the complaint that MSDA had rejected
this proposal. MSDA responded that it had not been
able to reach agreement with BMSA on the content
of the corrective letter as BMSA had been unwilling
to admit that it had breached the Code. MSDA
asked that the Appeals Committee reconsider the
fine imposed, which is too low for having promoted
an unregistered product.
A member of the Committee asked MSDA if it
accepted that, if it was determined that all of the
educational meetings were independent of BMSA,
all of the material presented by the speakers was
independent of the company and could not be found
to have been promoting an unregistered product.
MSDA responded that it would expect more balance
in the presentations, but accepted that if the
meetings were truly independent then the selection
of speakers and content presented is the
responsibility of the organising committee.
The Chairman then invited BMSA to give its
presentation in response to the appeal.
BMSA opened its presentation noting that BMS has
a strong global position on compliance and ethical
conduct and has a robust compliance program in
Australia and globally. BMSA’s compliance rules
are stronger than the Code and the company has a
good record of Code compliance. Whatever the
level of breach that is found against BMSA, it has
implications for the local and global company. BMS
takes any breach seriously in Australia and globally
to make sure that it is not repeated. BMSA has
accepted the Code Committee’s decision and has
put in place actions to avoid similar breaches.
BMSA noted that in its presentation MSDA had
omitted from the definition of promotion in the Code
that it includes “… for the purpose of encouraging
usage of that product”.
BMSA highlighted that the context for the three
educational meetings was recent advances in
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treating cancers that previously had few therapeutic
options. Immuno-oncology is a significant advance
in cancer treatment for which there is a great
demand for more information. BMSA takes
seriously the need to educate physicians whilst
maintaining compliance with the Code of Conduct.
BMSA referred to Section 29.1 of the Code, which
states: “The Appeals Committee shall not uphold an
appeal unless it is persuaded that the findings of the
Code Committee or the sanction imposed by it,
involved an error on the basis of which they should
be set aside or varied.” BMSA asserted that MSDA
had not presented any evidence that the Code
Committee had made an error. MSDA had only reasserted its original complaint in its appeal. BMSA
considered that MSDA’s appeal sought to discredit
the Code Committee.
BMSA asserted that the three educational meetings
were independent of the company. MSDA had not
provided any evidence of the lack of independence
of these events. A steering committee had
determined the speakers and content of the BMSAsponsored MOGA-IO event, which was repeated for
WACOG at their request. The COSA breakfast
symposium was sponsored by BMSA, with an
independent steering committee. All three events
were run in accordance with the Code. Code
Section 9.5 allows a company to suggest possible
speakers, but the final selection remains the
responsibility of the steering committee. All
speakers had been briefed by BMSA in relation to
avoiding promotion of an unregistered product or
unlicensed use of a product and evidence of these
briefings had been provided to the Code Committee.
BMSA noted that it had provided testimonials from
the speakers at the MOGA, WACOG and COSA
meetings stating that they had received these
briefings. BMSA accepted that it could improve the
documentation of the steering committee’s decisions
about speakers and meeting content.
BMSA argued that the presentations at the three
events were intended to facilitate the exchange of
important knowledge for the benefit of medical
science and patients. Attending clinicians expect to
receive information about clinical trial results. The
percentage of slides in each presentation that
mentioned nivolumab was very small – 15 percent of
381 slides. The presentations also included data on
non-BMS products – 7 percent of the slides referred
to MSDA’s product pembrolizumab. 70 percent of
the slides did not mention any product. There had
been no brand names or scheming that identified
specific products. Any meetings with the speakers
involved BMSA medical staff and not staff with
commercial functions.
BMSA asserted that the evidence it had provided of
having appropriately briefing the speakers, of the
independent control of the meetings’ content and the
testimonials from speakers declaring their
independence supported the independence of the
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three educational events from BMSA. BMSA argued
that the payment of speakers’ honoraria and
organisation of their travel does not affect the
speakers’ independence and ensures compliance
with the Code.
BMSA argued that as it is a global leader in cancer
medicines it is often asked for advice about potential
speakers. The email in which the chairman of the
steering committee for the MOGA event was asked
to approve the proposed speakers was the
culmination of a dialogue about speakers where the
final decisions were made by the independent
committee. A BMSA medical department staff
member had attended the steering committee
meetings for the COSA event to assist with the
logistics for the event, which is consistent with
BMSA company policy.
In relation to the Research Review article, BMSA
stated that this is an independent publication.
Companies have no say in the content of articles
they sponsor, but have the opportunity to identify
errors or omissions prior to publication. The original
publication should have disclosed BMSA’s
sponsorship, which the publisher has acknowledged
was its error. As soon as this omission was
identified, it was corrected by the publisher. BMSA
has accepted the Code Committee’s decision to find
BMSA in breach of the Code in relation to this
omission.
BMSA expressed its disappointment that MSDA had
criticised the Code Committee, which had reviewed
all the slides identified by MSD and determined that
only one slide presented by the BMS global
employee was promotional. BMSA referred to the
Code Guidelines for determining sanctions and
argued that the Code Committee had taken all
relevant criteria into account and imposed a
sanction that was appropriate to the breaches found.
BMSA noted that MSDA had argued that the Code
Committee had found that the COSA meeting was
not in breach of the Code solely because the BMS
global speaker had not also presented at that
meeting. However, the Code Committee had also
accepted the independence of the steering
committee for the COSA event.
BMSA gave a closing summary of its response to
the appeal. It argued that MSDA had not presented
any new information or reasoning to suggest that the
Code Committee had erred. BMSA acted properly
and in accordance with the Code by maintaining the
independence of the speakers and the organisation
of the three educational events. Payment of
honoraria directly to speakers and arranging their
travel ensures Code compliance and is standard
industry practice.
An Appeals Committee member asked BMSA to
explain why it considers that direct payment of
speakers’ honoraria and arrangement of their travel
is consistent with Section 9.5.1, which requires that
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sponsorship of an independent educational event
must not be paid to an individual healthcare
professional. The Committee member noted that
there is no definition of ‘sponsorship’ in the Code.
BMSA responded that it had sponsored the MOGA
and COSA events; this sponsorship was paid to the
event organisers, not to an individual healthcare
professional. Speaker honoraria are paid directly to
the speakers by the company, which also arranges
their travel. As previously stated, this ensures Code
compliance.
BMSA concluded its presentation, starting that it
accepts that it should improve its documentation to
demonstrate the independence of steering
committees it establishes. BMSA also accepts
responsibility for not picking up the error of omission
in Research Review.
The Chairman then invited MSDA to make its
closing remarks.
MSDA rejected BMSA’s comments that MSDA
sought to discredit the Code Committee. These
comments were inflammatory and unfounded.
MSDA has internal company standards to ensure
the presentation of balanced and fair information at
independent scientific meetings that it sponsors.
MSDA argued that BMSA appears to apply a
different standard. BMSA had admitted that there
was no steering committee for the MOGA-IO dinner
meeting or WACOG meeting. Therefore BMSA is
ultimately responsible for the content presented at
the meetings which it sponsored. MSDA considers
that the presentations at the three events were not
fair and balanced and the company-sponsored
events could not be described as true scientific
exchange.
The Chairman thanked the representatives from
MSDA and BMSA for their presentations and
excused them from the meeting to allow the Appeals
Committee to deliberate on the appeal.
The Appeals Committee acknowledged the high
level of interest amongst Australian clinicians in
receiving information about clinical research for
which outcomes have been presented at overseas
meetings. The educational events subject to this
complaint had provided the opportunity for
Australian clinicians to hear from international
experts. However, the Committee also noted that
context and timing of meetings is an important
consideration. At the time these events were held,
nivolumab was about to be approved in Australia.
There would have been considerable interest within
the oncology clinician community about this and
other immuno-oncology products.
The Appeals Committee considered the
independence of the speaker selection and content
for the three meetings.
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The Appeals Committee discussed whether having
a medical person from a company attend steering
committee meetings compromised the
independence of the committee. It was accepted
that it can be important for a company
representative to be present, from the medical
function, to ensure that the content of the meeting
that a company has agreed to sponsor remains
within the agreed therapeutic scope. There had
been no evidence provided to the Committee that
suggested that the BMSA staff member had any
influence on the final speaker selection or content of
presentations.
The Appeals Committee discussed the selection of
the BMS global employee as a speaker at the
MOGA-IO and WACOG meetings. Company
representatives on the Committee advised that they
would be very cautious about approving a company
staff member giving a presentation at an educational
meeting that is intended to be independent. This is
particularly critical if the educational meeting is held
immediately prior to the registration of a new product
that might be discussed at the meeting. The
inclusion of a company speaker could create the
impression that the company was taking the
opportunity to encourage interest in the product prelaunch. However, in this instance the particular
speaker is a recognised world expert in the field of
immuno-oncology who works in the development of
new molecules in BMS’s biologics discovery centre.
The Committee accepted that the MOGA steering
committee had approved the speaker’s inclusion in
the program due to his credentials and background.
The speaker’s affiliation with BMS was clear in his
presentation slides. The Appeals Committee agreed
that the inclusion of a company speaker in the
program for an independent scientific meeting would
be an exception rather than a general rule and
should only occur if endorsed by the independent
steering committee for the meeting.
The Appeals Committee concluded that it had not
been persuaded by MSDA’s appeal. The Appeals
Committee considered that the three educational
events were sufficiently independent of BMSA,
through the involvement of independent steering
committees. The Code Committee appeared to
have given appropriate consideration to all the
material presented to it and made a reasonable
judgement about the independence of the
arrangements for the three educational events.
MSDA had not provided any evidence that the Code
Committee had made an error in reaching its
decisions.
The Appeals Committee discussed the content of
the presentations at the three events. It was noted
that speakers had presented information about
adverse effects from the medicines, not just
information about effectiveness. The Committee
noted that BMSA had acknowledged that it had the
opportunity to review the speakers’ slides.
However, there was no evidence that BMSA had
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influenced the speakers to present information about
nivolumab. Indeed, the speakers had provided
testimonials asserting that they had developed their
presentations independently. The content of the
presentations given at each of the three educational
events appeared to have been developed
independently by the speakers.
The Appeals Committee concurred with the Code
Committee that one slide presented by the BMS
employee included a promotional claim for
nivolumab, which was not registered at the time, but
did not agree with MSDA’s assertion that other
slides presented by this or other speakers were also
promotional in the context in which they were
presented. The Appeals Committee was not
persuaded that the Code Committee had made an
error in finding the MOGA-IO and WACOG meetings
in breach of Section 1.4 of the Code and not in
breach of Section 9.5. The Appeals Committee was
also not persuaded that the Code Committee had
made an error in finding the COSA breakfast
meeting was not in breach of the Code.
The Appeals Committee discussed MSDA’s appeal
that the Research Review article was not
independent of influence from BMSA. The
Committee noted that the publisher had provided a
definitive statement that it appoints an independent
clinical expert in each therapeutic area to select
clinical papers and provide a commentary on their
relevance to Australian clinicians. Whilst the
publication is supported by pharmaceutical company
sponsorship, companies have no influence on
content. The Committee concluded that MSDA had
not provided any evidence to refute the
independence of the Research Review article.
The Appeals Committee noted that the Code
recognises that there is a degree of tension between
purely promotional events and those that are
educational. Section 9.5 of the Code deals with
when educational events may be sponsored by
companies and what requirements should be
imposed on sponsoring companies. Section 1.4
must be read in light of the requirements in Section
9.5, as well as the definition of ‘promotion’ in the
Code. The Appeals Committee noted that when
dealing with statements about the positive attributes
of a product, there needs to be a purposive element
of encouraging the usage of the product.
The Appeals Committee noted that MSDA had put
forward a number of propositions in its appeal letter
with regard to its interpretation of the Code and its
internal company standards. The Appeals
Committee thought that MSDA appeared to be
suggesting imposing standards that went beyond
the requirements of Section 1.4 and 9.5 which do
not seem to be justified, although companies may
choose to observe higher standards.
The Appeals Committee was not persuaded that the
decisions of the Code of Conduct Committee or the
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sanction imposed by it in relation to this complaint
involved any error that required the decisions or
sanction to be altered or set aside. The decisions
and sanction imposed by the Code Committee were
confirmed. The Appeals Committee agreed by
unanimous decision to not uphold the appeal.
The Appeals Committee noted that the educational
events and review article subject to this complaint
were considered on their merits and the specific
arrangements and context for the conduct. The
Code of Conduct Committee’s decisions and the
Appeals Committee’s decision to not uphold
MSDA’s appeal should not be taken as establishing
a general precedent from which companies may
model their conduct.
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Sanction

As the appeal was not upheld, the Appeals
Committee considered whether there was any
reason that the sanction should be varied. The
Committee agreed by unanimous decision that it
had not been persuaded there was any reason to
vary the sanction and confirmed that the fine of
$10,000 imposed on BMSA by the Code Committee
should remain.
Further, as the appeal had not been upheld, the
Appeals Committee agreed unanimously that the
appeal bond of $20,000 should be retained by
Medicines Australia.
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Monitoring

Committee
Report

The aims of the Monitoring Committee are to encourage compliance with the
Code, provide advice on compliance where necessary, obtain and publish
statistical data on the degree of compliance and to provide an ongoing mechanism
for the identification of potential future amendments to the Code.

The Monitoring Committee may review materials across a range of therapeutic
areas and types of activities. If the Committee has concerns about an activity or
material, or wishes to seek further information, Committee members must direct the Secretariat to write to the
company identifying the issues of concern and what additional information should be provided to the Committee.
After the review of this additional information, if the Committee still has significant concerns, a formal complaint
may be lodged with the Code Committee for a determination. The Monitoring Committee cannot find a company
in breach of the Code.
The therapeutic classes for the Monitoring Committee reviews are derived from the Therapeutic Class Index used
by MIMS Australia:


Alimentary System



Genitourinary System



Analgesia



Immunology



Cardiovascular System



Infections and Infestations



Central Nervous System



Musculoskeletal System



Contraceptive Agents



Neoplastic Disorders



Ear, Nose and Oropharynx



Respiratory System



Endocrine and Metabolic Disorders



Skin



Eye



Surgical Preparations

In each financial year the Monitoring Committee reviews at least three types of promotional material (for example
advertisements, printed promotional material, brand name reminders) across three different therapeutic classes
(for example alimentary system, eye and contraceptive agents); and three different types of conduct covered by
the Code across all therapeutic classes (for example websites, media releases and starter packs). This is in
addition to the Committee’s review of educational event reports.
Table 9 provides a summary of the Monitoring Committee reviews of materials and activities over the past five
years. Table 10 provides a snapshot of the materials and activities reviewed by the Monitoring Committee in
2015-2016.

Educational Event Reports
Educational Event Reports for the period April 2015 – September 2015 were published on 18 December 2015.
Individual Member Company reports can be accessed on the Medicines Australia website.
In accordance with Section 31.2.2 of Edition 18 of the Code of Conduct, the Monitoring Committee conducts a
review of educational events on an annual basis. Three months are randomly selected from the preceding
12 month review period and the Committee is then provided with those three months’ event reports in a deidentified format.

Review of Educational Events 2014-2015
For the 2014-2015 review, the Chairman selected at random the months of June 2014, August 2014 and
November 2014. The Monitoring Committee commenced its review in July 2015 with subsequent meetings held
in August and September 2015 to review responses from companies to any requests for further information. This
review included close to 8,000 events from 36 companies. As a result of its review of the three months of events,
the Monitoring Committee sought further information from 14 companies. The Monitoring Committee completed
this review at the end of September 2015, with 4 events being referred to the Code of Conduct Committee for its
adjudication (Complaints 1130-1134). The outcomes of these complaints are reported earlier in this report.
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Table 9: Summary of materials and activities reviewed by the Monitoring Committee 2011 – 2016
2011-2012

2012-2013

2013-2014

2014-2015

2015-2016

Patient Education
and Patient Support
Programs
Company websites
for healthcare
professionals
Disease Education
Activities

Educational
Event Reports
Corporate
Websites

Educational
Event Reports
HCO Support
Reports

Educational
Event Reports
HCO Support
and HCP
Consultancy
Reports
Medical
Education for
HCPs
Media
releases to the
general public

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

Product Specific
media releases in
the lay press
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Market
Research
Media Releases
(HCP)
CEP Audit
Starter Packs
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Educational Event
Reports
HCO Support
Reports
Product
Familiarisation
Program Consent
Forms
Market Research
for HCPs
Procedures for
providing
Hospitality at
educational
events
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Table 10: Summary of materials and activities reviewed by the Monitoring Committee in 2015-2016
(excluding Educational Event Reports)
Therapeutic Class

Types of material or activity subject
to review

Number of
companies

Number of
items

Number of
meetings to
undertake
review

Genitourinary & Contraceptive
classes

Websites for the general public

4

6

1

All therapeutic classes

Product Familiarisation Program
Consent Forms

5

5

1

Endocrine & Metabolic Disorders
therapeutic class

Patient Support Materials

18

134

2

All therapeutic classes

Market Research with HCPs

31

31

1

All therapeutic classes

Hospitality Procedures

36

36

1

All therapeutic classes

HCO Support Reports

33

411

1

127

623

7

TOTAL

Referrals to the Code of Conduct Committee
The Monitoring Committee may refer any material or activity to the Code of Conduct Committee for review if it
considers there is a potential breach of the Code of Conduct. From its reviews of materials and activities in 20152016 the Monitoring Committee did not refer any materials or activities to the Code of Conduct Committee for
adjudication.

Submissions to the Monitoring Committee
A key change to the activities of the Monitoring Committee made in Edition 18 of the Code was the
implementation of a limit on the number of submissions each company is required to make in a calendar year.
The Code of Conduct sets out that companies will only be required to provide promotional materials or
information associated with other activities for review by the Monitoring Committee on no more than three
occasions in a calendar year. This provision came into effect on 1 January 2016, and to 30 June 2016 18
companies had reached this milestone.

Outcomes of the Monitoring Committee review of materials and activities
from 2015-2016
Company Websites
The Monitoring Committee reviewed all Member Company websites available to the general public in the
Genitourinary System and Contraceptive Agents therapeutic classes that meet the requirements as described
under Section 13.9 of Edition 18 of the Code of Conduct. There were 6 websites submitted to the Committee.
Materials were provided by the following 4 companies for review:


Bayer Australia



Novo Nordisk Pharmaceuticals



Merck Sharp and Dohme (Australia)



Pfizer Australia

The Monitoring Committee did not identify any general issues in relation to the reviewed websites, but
commended companies on providing relevant and valuable information in a clear and concise manner.
The Monitoring Committee provided comments and feedback to Bayer, Merck Sharp and Dohme (Australia), and
Pfizer in relation to their websites. The matters raised with the individual companies included
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Recommending the inclusion of references or links to mental health services in conjunction with the
information contained on the site
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Ensuring that statements were adequately referenced, and the location of those references were
easily identifiable
Ensuring that content on the site is up to date

Following this review, the Monitoring Committee did not refer any matters to the Code of Conduct Committee.

Product Familiarisation Programs
The Monitoring Committee reviewed consent forms used in Product Familiarisation Programs in any therapeutic
class that were active during July to September 2015.
Materials were provided by the following 5 companies for review:


Alcon Laboratories



Pfizer Australia



Celgene



Sanofi-aventis Australia



Novartis Pharmaceuticals

The Monitoring Committee reviewed consent forms associated with Product Familiarisation Programs, and
therefore submissions did not include all materials provided by companies in association with these programs.
The Committee, however, agreed that there were a number of items that should appear on a patient consent for
these programs should include reference to:


receipt of the program materials



confirmation that the program and product have been discussed with the patient



receipt of a CMI for the product



the length of the program



the cost and/or availability of product at the expiry of the program should PBS reimbursement not be
achieved. The Committee agreed that the inclusion of an end-date for the program is not sufficient
information for patients to make an informed decision, and that the inclusion of a statement that the
product may only be available on private prescription at the cessation of the program would be clearer.

The Monitoring Committee provided feedback to four companies regarding:


ensuring consistency of terminology used in referring to medical professionals



ensuring clarity of ensuring that forms are not returned to the company, but retained by the healthcare
professional

Following this review, the Monitoring Committee did not refer any matters to the Code of Conduct Committee.

Patient Support Materials
The Monitoring Committee reviewed Patient Support Materials under Section 13.7 of the Code in the Endocrine
and Metabolic Disorders therapeutic class in use during the period October to December 2015. This review was
conducted over two meetings with 134 items submitted for review.
Materials were provided by the following 18 companies for review:


AbbVie



Ipsen



Amgen Australia



Merck Sharp & Dohme Australia



AstraZeneca



Novartis Pharmaceuticals



Bayer Australia



Novo Nordisk Pharmaceuticals



Besins Healthcare Australia



Pfizer Australia



Boehringer Ingelheim



Roche Products



Eli Lilly Australia



Sanofi-aventis Australia



Genzyme Australasia



Shire Australia



Merck Serono Australia



Vifor Pharma
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The Monitoring Committee commended those companies who included a reference to the Consumer Medicines
Information leaflet in their materials. While the Monitoring Committee agreed that it was not required in the Code,
they were of the opinion that it is best practice to do so.
The Monitoring Committee provided feedback to five companies regarding:


Following the review of the list of items provided in the patient support program as detailed in the
enrolment pack, the Committee queried the types of items and their relevance to the program and the
disease state.



Ensuring that the terminology when referencing healthcare professionals is clear and consistent
throughout the information provided.



Ensuring that the Australian Approved Name of any product is included at the most prominent
presentation of the name.

Following this review, the Monitoring Committee did not refer any matters to the Code of Conduct Committee.

Market Research
The Monitoring Committee reviewed 31 items of market research with Healthcare Professionals in all therapeutic
classes in use during the period July to December 2015. Companies were asked to submit their most recent
market research activity conducted during the specified period, meaning only one research activity was reviewed
per company.
Materials were provided by the following 31 companies for review:


A.Menarini Australia



iNova Pharmaceuticals



AbbVie



Ipsen



Actelion Pharmaceuticals



Janssen



Amgen Australia



Merck Sharp & Dohme Australia



Astellas Pharma Australia



Norgine



AstraZeneca



Novartis Pharmaceuticals



Bayer Australia



Novo Nordisk Pharmaceuticals



Besins Healthcare Australia



Pfizer Australia



Biogen Australia



Roche Products



Boehringer Ingelheim



Sanofi-aventis Australia



Bristol-Myers Squibb Australia



Servier Laboratories Australia



Celgene



Shire Australia



Eli Lilly Australia



Takeda Pharmaceuticals Australia



Genzyme Australasia



UCB Australia



Gilead Sciences



Vifor Pharma



GlaxoSmithKline Australia

The Monitoring Committee noted that market research were permitted under the Code and that they were able to
assess healthcare professional’s beliefs, opinions and knowledge about products while casting a wide ranging
net on those topics. The Committee noted that promotion of products was strictly prohibited and that the
information must be relevant and enhance the quality use of medicines.
The Monitoring Committee sought clarification from 5 companies relating to the following:


Explanation of remuneration provided to participants engaged for the activity



Understanding the rationale for the activity and the way it was conducted



Ensuring that Australian Privacy statements were included when market research was conducted as part
of a global research activity.

Following this review, the Monitoring Committee did not refer any matters to the Code of Conduct Committee.
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Company Procedures for providing Hospitality at educational events
The Monitoring Committee reviewed companies’ procedures for providing hospitality at educational meetings and
symposia under Sections 9.3, 9.4.3 and 9.7.7, which include both Australian and international educational events.
Materials were provided by the following 36 companies for review:


A.Menarini



iNova Pharmaceuticals



AbbVie



Ipsen



Actelion Pharmaceuticals



Janssen



Alcon Laboratories



Merck Serono



Amgen



Merck Sharp and Dohme (Australia)



Astellas Pharma



Mundipharma



AstraZeneca



Mylan EPD



Bayer Australia



Norgine



Besins Healthcare Australia



Novartis Pharmaceuticals Australia



Biogen Australia



Novo Nordisk Pharmaceuticals



Boehringer Ingelheim



Pfizer Australia



Bristol-Myers Squibb



Roche Products



Celgene



Sanofi-aventis



Eisai



Servier Laboratories (Australia)



Eli Lilly Australia



Shire



Genzyme



Takeda



Gilead Sciences



UCB Australia



GlaxoSmithKline Australia



Vifor Pharma

The Monitoring Committee sought member companies to provide a response that outlined; a description of the
policies and procedures in place; training; identification of appropriate venues; process for initiation and approval;
and monitoring compliance. It was noted that many companies provided detail in their procedures that specified a
different level for different types of hospitality – such as a lower limit for breakfast, lunch, and specifying when the
$120 cap would be appropriate. While the Code does not mandate this, the Committee recommends it would be
best practice for companies to consider implementing similar ranges in their own policies.
The Committee sought clarification from 5 companies on the following:


Ensuring that policies were relevant to an Australian market, rather than a straight implementation of
global policies



Queried training provided to employees by companies, and details of international event policies



Commendation to companies who included flow charts or screen shots of approval systems

Following this review, the Monitoring Committee did not refer any matters to the Code of Conduct Committee.

Health Consumer Organisation Support Reports
The Monitoring Committee reviewed Member Company reports of support provided to Health Consumer
Organisations (HCOs) including the monetary value of support provided. The reports covered activities
commenced on or after 1 January 2015 or ongoing on that date through to 31 December 2015, which comprised
411 activities conducted by companies with HCOs during the period.
Reports submitted by the following 33 companies were reviewed:


A.Menarini



AstraZeneca



AbbVie



Bayer Australia



Actelion Pharmaceuticals



Biogen Australia



Alcon Laboratories



Boehringer Ingelheim



Amgen



Bristol-Myers Squibb



Astellas Pharma



Celgene
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CSL Behring



Norgine



Eisai



Novartis Pharmaceuticals Australia



Eli Lilly Australia



Novo Nordisk Pharmaceuticals



Gilead Sciences



Pfizer Australia



GlaxoSmithKline Australia



Roche Products



Ipsen



Sanofi-aventis



Janssen



Seqirus Australia



Merck Serono



Shire



Merck Sharp and Dohme (Australia)



Takeda



Mundipharma



UCB Australia



Mylan EPD

When embarking on this review, the Chairman directed the Committee to the Code noting that Section 14
requires that the objective of relationships with Health Consumer Organisations (HCOs) should be to enhance
quality use of medicines and supporting better health outcomes for Australians. It was the Committees opinion
that the activities reported by member companies supported those objectives.
The Committee sought clarification from 8 companies or to provide clarification as to the appropriate reporting
location from some activities reported. Overall, the Committee were pleased with the submissions made by
member companies and thanked them for their thoroughness in these reports.
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