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REPORT FROM THE CHAIRMAN AND CHIEF EXECUTIVE 

 
As Chairman and Chief Executive of Medicines Australia we are very pleased by the achievements of Members 
and the Secretariat, who implement the ethical conduct program, over the last twelve months. An overview of 
these achievements is provided in this 2013 Code of Conduct Annual Report. 
 
The Medicines Australia Code of Conduct 17

th
 edition came into effect in January 2013, after a comprehensive 

review process. During 2012-2013 our members 
continued to demonstrate their consistent 
commitment to maintaining high standards of 
ethical conduct in their interactions with health 
professionals, consumers and other stakeholders.  
Members continue to embrace the principles of 
openness and transparency about these 
interactions.  This is demonstrated by their 
commitment to the further transparency measures  
that were implemented in the 17th Edition of the 
Code of Conduct, and our ongoing consideration of extending transparency in the future.  
 
 

HIGHLIGHTS 

CODE OF CONDUCT REVIEW 
Following a comprehensive review process, Edition 17 of the Code of Conduct was adopted by Members on 26 
June 2012. The primary purpose for each triennial review is to ensure that the provisions of the Code and its 
administration remain appropriate and relevant to the Australian and international environments, taking into 
consideration the interests of consumers, government, healthcare professionals and the industry. Through 
regular consultation with all interested stakeholders it is intended that the Code will keep pace with changing 
community standards and expectations.  
 
Edition 17 of the Code represents a significant advance towards greater transparency.  New provisions include 
additional transparency reporting, in aggregate, of financial relationships between companies and healthcare 
professionals, such as payments for health professional consulting services and for participation on Advisory 
Boards.  The further measures also include disclosure of the amount of financial support provided by 
companies to Health Consumer Organisations.  
 
Following its own consultation and review, the ACCC authorised Edition 17 on 20 December 2013.  Medicines 
Australia received authorisation for 2 years.  In its Final Determination, the ACCC urged the industry to 
consider further transparency measures about how companies interact with doctors, pharmacists and other 
healthcare professionals.  Prior to the ACCC Determination, Medicines Australia had established a broad-based 
Transparency Working Group to develop measures and policies that will further enhance transparency of 
payments and other transfers of value between healthcare professionals and the pharmaceutical industry.  
Further details about the membership and Terms of Reference of the Working Group are available on the 
Medicines Australia website. 
 
The Transparency Working Group identified a model for introducing greater transparency about payments and 
transfers of value between companies and healthcare professionals. The Working Group also developed 
Principles for Transparency to guide its development of a transparency model.  The Transparency Model 
Consultation and Discussion Paper was released on 21 June 2013, which signalled the commencement on the 
next Code Review, to produce Edition 18 of the Code. 
 

CONTINUING EDUCATION PROGRAM (CEP) 
The Medicines Australia Continuing Education Program (CEP) is designed to educate medical representatives 
to a recognised industry standard. It is also intended to educate other company personnel about the 
Medicines Australia Code of Conduct. 
 
 

In presenting the Code of Conduct Annual Report 
for 2012-2013 we are pleased to report that 

Medicines Australia members have continued to 
demonstrate their commitment to ethical and 

transparent relationships with healthcare 
professionals.  There continues to be a very high 

degree of compliance with the Code 
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The University of Tasmania continues to deliver the CEP through its online teaching portal. Through the 
University’s extensive quality assurance protocols, a number of the programs have been revised and updated 
during 2012-2013. This constant revision of the course will ensure it is current, up-to-date and reflective of 
modern teaching principles.  
 

PROMOTING INDUSTRY WIDE ETHICAL CONDUCT 
In May 2012, in response to the recommendations of the Working Group on the Promotion of Therapeutic 
Goods, the Labor Government allocated $1.4 million over four years “to assist the therapeutic goods industry 
to develop strong, consistent and enforceable codes of conduct based on a common framework of high level 
principles, better communication mechanisms and shared systems for complaints reporting.” In March 2013 
Dr Brendan Shaw joined representatives from across the sector to form the Codes of Conduct Advisory Group, 
chaired by Emeritus Professor Lloyd Sansom.  The Advisory Group has been tasked with implementing those 
Working Group recommendations that the Government had accepted.      
 
Ms Deborah Monk and Mrs Sophie Hibburd have contributed to the Advisory Group’s work through subgroups 
that are considering establishing a common complaints portal that is easily accessible by consumers, collecting 
industy-wide information and statistics on complaints and evaluating progress towards implementation of the 
Working Group on Promotion’s recommendations. 
 
The Codes of Conduct Advisory Group’s work is very important to “leveling the field” across the sector, 
particularly in light of the new transparency measures included in Edition 17 of the Code and further 
transparency measures under consideration.  
 

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 take this opportunity to thank them for their energy in pursuing these objectives 
and for their belief in and support for a first class industry Code of Conduct. 
 
We would also particularly like to acknowledge the work of Deborah Monk, Sophie Hibburd and Karen Patten 
in administering the Code of Conduct. It is a vital, complex and, at times, challenging exercise administering an 
industry self-regulatory code, but they each have shown exceptional professionalism, judgement and good 
humour all through the year. We acknowledge their diligence and hard work on behalf of the industry. 
 
  



 

Medicines Australia Code of Conduct Annual Report 2012 – 2013 9 

 EXECUTIVE SUMMARY 

 

ACHIEVEMENTS  

 
In 2012-2013 Member Companies continued to demonstrate their commitment to 
ethical conduct in their interactions with healthcare professionals and consumers. 
 
In 2012-2013, Medicines Australia received 18 new complaints.  This is an increase 
over each of the previous two years, where 12 and 14 complaints were received.  
The majority of complaints were submitted by Member Companies (12 
complaints) with the balance submitted by healthcare professionals (3 complaints) 
and the Monitoring Committee (3 complaints).  
 
Of the new complaints received in 2012-2013, 10 complaints were considered and 
finalised by the end of the financial year. One complaint was against a non-
member company.  The Subject Company declined to have the complaint heard by 
the Code of Conduct Committee; therefore, the Secretariat referred the complaint 

to the TGA.  Of the finalised complaints, four 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 only two appeals against the Code of Conduct Committee’s decisions during the year.  One appeal 
was upheld and the other not upheld.  Details of the complaints considered and finalised in 2012-2013 and the 
outcomes are reported in this Code of Conduct Annual Report, published on the Medicines Australia website. 
 
The Monitoring Committee undertook a substantial body of work during 2012-2013.  The Committee 
undertook two reviews of materials associated with particular therapeutic areas (Product Familiarisation 
Programs in the Central Nervous System area and printed promotional material in the infectious diseases 
area).  It also undertook five reviews across all therapeutic classes covering corporate websites, market 
research, media releases to the health professional media, company CEP policies and procedures and starter 
pack policies and procedures.  The review of company CEP policies and procedures was particularly extensive, 
taking two meetings of the Committee to complete its examination of materials and companies’ responses to 
questions raised by the Committee.  These reviews are in addition to the regular annual review of one quarter 
of all educational event reports submitted by Member Companies, for events held between 1 April 2012 and  
31 March 2013.  This review covered just over 10,000 events from 36 companies. 
 

TRANSPARENCY REPORTS 
Member companies continued to report all educational meetings and symposia that they organise or sponsor. 
Medicines Australia publishes these reports every six months on its website.  Companies have consistently 
demonstrated a high level of compliance with the Code during 2012-2013 and their ongoing commitment to 
improved transparency of interactions with healthcare professionals, which deliver and support valuable 
education about the treatments available to Australians. 
 
In December 2012 and June 2013 Medicines Australia published educational event reports for the periods April 
to September 2012 and October 2012 to March 2013 respectively.  There were over 18,000 events reported 
for April to September 2012 and over 13,000 events reported for October 2012 to March 2013.  The lower 
number of events in this period most likely reflects the fact that it includes the December-January holiday 
period. 
 
In June 2013, Medicines Australia published the first of the new reports required under Edition 17, the 
Advisory Boards report. These reports covered the period 11 January to 30 March 2013 which represents the 
first three months following implementation of Edition 17. There were 49 Advisory Board meetings held by 22 
Member Companies during that period. 
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OUR PEOPLE 
Successful implementation of the ethical conduct program cannot be achieved without committed and 
professional staff.  Code of Conduct Manager, Mrs Sophie Hibburd has continued to show her dedication to 
effective management of the Code of Conduct, Appeals and Monitoring Committees during the year.  Sophie 
tirelessly assists Members, other companies and service organisations to understand and implement the Code 
in their businesses, which is always particularly demanding following implementation of a new Code.  Sophie is 
also pivotal in ensuring the CEP is delivered to a high standard and that our relationship with the University of 
Tasmania is maintained in a professional and effective way. 
 
Sophie was ably supported during the year by Ms Zoe Morton who demonstrated aptitude for administrative 
work. Zoe left Medicines Australia to return to university, and we wish her success in her studies. Zoe was 
replaced by Mrs Karen Patten. Karen is an excellent administrator who has shown great skill and dedication to 
the Code of Conduct. Karen has brought new ideas and processes to the organisation which will see the 
administration of the Code of Conduct continually improve.  
 
I am very grateful to Sophie, Zoe and Karen for their efforts during the year.  Management of Code of Conduct 
complaints, appeals and monitoring activities whilst shepherding the Code through ACCC authorisation and 
supporting the Transparency Working Group in its development of the Australian Transparency Model for 
consultation could not have been achieved without their persistence and dedication. 
 

LOOKING AHEAD 
At the time of preparing this Report, the Code of Conduct Review to develop Edition 18 of the Code is 
underway.  During 2013-2014 wide consultation will be undertaken on the Australian Transparency Model.  
Commencing the next Code review so quickly after Edition 17 was implemented will be challenging for 
Members and the Secretariat.  However, moves towards greater transparency about our interactions with 
healthcare professionals are essential if we are to maintain the community’s trust and confidence. 
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GOVERNANCE 

 
Complaints received by Medicines Australia are considered by the Code of Conduct Committee and, when 
required, by the Appeals Committee. 
 
Neither the Medicines Australia Board nor the 
Secretariat staff 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 at:  
http://medicinesaustralia.com.au/code-of-conduct/committee-membership/ 
 

CONFLICT OF INTEREST 
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. 
 
  

The administration of the Code is overseen by 
the Code of Conduct Committee (the Code 

Committee), which is responsible to the 
Medicines Australia Board. 

http://medicinesaustralia.com.au/code-of-conduct/committee-membership/
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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 list of meeting dates is available from the Medicines Australia website at:  
http://medicinesaustralia.com.au/code-of-conduct/code-and-monitoring-meeting-dates/  
 

Table 1  
Code of Conduct Committee Members 

Organisation Nominee/s 

Full Members (Voting rights) 

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

Mr Michael Daniel, Resolve Legal  
Mr Alan Limbury, Strategic Resolution 
Mr Bernard O’Shea, Norton Rose 
Mr Ian Tonking SC 

Australian General Practice Network (AGPN) Dr Ruth Ratner 

Australian Medical Association (AMA) Associate Professor John Gullotta AM 

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

Professor Richard O Day AM 
Professor Paul Seale 
Professor John Miners  
Associate Professor Ken Williams 

Consumers Health Forum of Australia (CHF) 
(Two CHF representatives to participate in complaints where the 
activity is directed at the general public or patients) 

Ms Anne McKenzie  
Ms Sharon Caris (Alternate) 

Royal Australasian College of Physicians (RACP) 
(One RACP member selected from the panel of three members) 

Dr Avi Lemberg 
Dr Catherine Streeton 

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 

Observers (No voting rights) 

Therapeutic Goods Administration (TGA) 
(one TGA representative attends) 

Mr Mick O’Connor  
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 Dr Brendan Shaw  

Medicines Australia Officer responsible for Ethical Conduct Ms Deborah Monk 

The Code Committee held 7 meetings in 2012-2013. The attendance by permanent members of the Code 
Committee is shown in Figure 1. Two CHF representatives were in attendance at the January 2013 and June 
2013 Code Committee meetings because there were complaints relating to activities directed at the general 
public.  

http://medicinesaustralia.com.au/code-of-conduct/code-and-monitoring-meeting-dates/
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Figure 1 - Code of Conduct Committee Meeting Attendance 2010 - 2011 
 
 

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) 

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

Mr Michael Daniel, Resolve Legal   
Mr Alan Limbury, Strategic Resolution 
Mr Bernard O’Shea, Norton Rose 
Mr Ian Tonking SC 

One representative from: 
Australian General Practice Network (AGPN), or 
Australian Medical Association (AMA), or 
Royal Australian College of General Practitioners (RACGP) 
 

Dr Marcela Cox  
Dr Martine Walker 
Dr Brian Morton 

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

Professor Richard O Day AM 
Professor Paul Seale 
Professor John Miners  
Associate Professor Ken Williams 

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

Ms Judith Maher  
Ms Patti Warn (Alternate) 

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

Various, depending on complaints 
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Table 2  
Appeals Committee Members 

Organisation Nominee/s 

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 

Medicines Australia Advisors (No voting rights) 

Secretary, Code of Conduct Committee Mrs Sophie Hibburd  

Medicines Australia Chief Executive or delegate Dr Brendan Shaw  

Medicines Australia Officer responsible for Ethical Conduct Ms Deborah Monk 

 
The Appeals Committee held 2 meetings in 2012-2013 to consider 2 appeals.  As shown in Figure 2 all 
permanent members of the Appeals Committee attended the scheduled meetings.   
Figure 2 - - Appeals Committee Meeting Attendance 2011-2012 
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MONITORING COMMITTEE 

 
Monitoring Committee meetings are held regularly on the third Monday of each month. A list of meeting dates 
is available from the Medicines Australia website at: http://medicinesaustralia.com.au/code-of-conduct/code-
and-monitoring-meeting-dates/  
 

Table 3 
Monitoring Committee Members 

Organisation Nominee/s 

Full Members (Voting rights) 

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

Mr Russell Edwards 
Ms Helen Maxwell-Wright  
Mr Wayne Strong  

Australian Medical Association (AMA) Dr Robyn Napier 

Royal Australian College of General Practitioners (RACGP) Dr Sue Whicker 

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

Mr Barry Cahill (2012) 
Ms Patricia Greenway (Alternate) (to 
March 2013) 
Ms Helena Lake (Alternate) (2012) 
Ms Rigoula Roussakis (2013) 

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 

 
  

http://medicinesaustralia.com.au/code-of-conduct/code-and-monitoring-meeting-dates/
http://medicinesaustralia.com.au/code-of-conduct/code-and-monitoring-meeting-dates/
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The Committee held 10 meetings in 2012-2013. As shown in Figure 3, all permanent members of the 
Monitoring Committee attended the scheduled meetings. Two consumer representatives participated in the 
Committee’s reviews of activities directed at the general public.  
 

 
Figure 3 - Monitoring Committee Meeting Attendance 2011-2012 
 

CODE SECRETARIAT 
Medicines Australia, through the Code Secretariat, is responsible for: 
 

 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; 

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

CODE SECRETARIAT STAFF 
Ms Deborah Monk, Director Compliance 
Mrs Sophie Hibburd, Manager Code of Conduct 
Ms Zoe Morton, Code Administration Officer (to Sept 2012) 
Mrs Karen Patten, Code Administration Officer (from Oct 2012) 
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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 2012-2013 Code Secretariat staff conducted or participated 
in 34 events pertaining to communication about the Code, with a combined audience of 906. See Table 4 for 
details on these events. 
 
 

Table 4 
Communication with Stakeholders 

Type of Event No. of Events No. of Attendees 

Conferences - sessions on the code   

Member & non-member companies 6 288 

Businesses working with industry 2 117 

Stakeholders   

Other   

Presentations    

Member & non-member companies 6 205 

Businesses working with industry 15 165 

Stakeholders   

Other   

Workshops and meetings on the Code, including review updates, changes and/or amendments 

Member & non-member companies 4 130 

Businesses working with industry 1 1 

Stakeholders   

Other (e.g. TGA, DoHA, Government)   

TOTAL 34 906 
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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 17 of the Code). 
 
In addition to medical representatives the Medicines Australia Code of Conduct (Section 6.5 of Edition 17) 
states that the Medicines Australia Code of Conduct (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). 
 
Program 4: An Introduction to Pharmacology 
Pharmacokinetics and pharmacodynamics, how drugs are administered, 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 long self-directed program informs about the differences between the current and new edition of 
the Medicines Australia Code of Conduct. This program is for individuals who completed Program 1 under an 
earlier edition of the Code. 
 
For more information please visit the University of Tasmania’s CEP website. 

http://www.utas.edu.au/umore/assets/research/Health-Informatics/medicines-australia-continuing-education-program
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CEP ENROLMENTS IN 2012-2013 
Table 5 shows the number of enrolments in Semester 2, 2012 and Semester 1, 2013. Please note some 
candidates may be enrolled in more than one program in the semester, for example in both Programs 1 and 2.  
Further, when the CEP was transferred to be delivered by the University of Tasmania the former Program 
“Introduction to the Human Body” was revised and updated, reordered in the course sequence and renamed 
Program 3 “Human Anatomy and Physiology”.   
 

Table 5 
CEP Enrolments 

 Semester 2, 2012 Semester 1, 2013 

Program 1  334 325 

Program 2 153 135 

Program 3 113 87 

Program 4 186 112 

Program 5 167 136 

Program 6  158 136 

Code Update N/A* 986 

TOTAL 1111 1917 
* Please note, the update course was not offered through the University of Tasmania for 2012. A course was developed for the introduction 
of Edition 17 and was made available through the University of Tasmania in 2013.  

 

CEP EVALUATION 
As part of the program completion process for all CEP Programs, students are invited to participate in a non-
compulsory evaluation survey. The annual survey was emailed to students in November 2012. 160 students 
commenced the survey, and a total of 153 students completed it. Respondents rated their level of satisfaction 
on a scale of 1 to 5: with 1 representing ‘very satisfied’ through to 5 representing a ‘very unsatisfied’. The 
option ‘no answer’ was also recorded. Participants were posed with 4 quantitative questions as well as two 
additional open-ended qualitative questions 
 

 
Annual Student Survey: Overall Satisfaction (N = 160) 

During the last twelve months Program 1, the Code of Conduct Module was fully revised and updated, as were 
Program 2, The Pharmaceutical Industry; Program 4, Introduction to Pharmacology; Program 5, Understanding 
Product Information; and Program 6, Understanding Clinical Trials and Scientific Literature. 
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Annual Survey: Overall Satisfaction 
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CEP AWARDS 

 
Medicines Australia hosts an annual Awards Night 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 2012 were presented at an Awards Cocktail Function in March 2013. Guest Speaker 
Dr Steve Hambleton, President of the AMA, 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. 
 
The Medicines Australia Continuing Education Program has been in existence for over thirty-nine years. It 
started 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.  
 
At the CEP Awards event, Dr Shaw spoke about the value of Medical Representatives, who are ambassadors 
for the industry, providing valuable service to health professionals. It is essential that Representatives are well 
trained in both their company’s products as well as the environment in which they work and the ethical 
standards expected of the industry, which is achieved through the Continuing Education Program. 

UTAS PRIZE FOR EXCELLENCE AWARD 
 
CEP Course Facilitators at the University of Tasmania nominate one finalist from 
their program based on the level and quality of participation in group 
discussions and personal reflections in the online tutorials.  The winner is 
selected by a panel from the University. 
 
 
 
UTAS Prize for Excellence was presented to:  
Ms Michalina Filipowicz from Lundbeck Australia (pictured receiving the award 
from Professor Greg Peterson, Professor of Pharmacy, University of Tasmania) 
 
 
 

CODE OF CONDUCT AWARD 
 

Finalists for the Code of Conduct Award include all students who achieve a final 
mark of 100% for Program 1.  

 Excludes anyone who has achieved 100% final mark via resubmission or 
supplementary assessment. 

 Among finalists, the winner is determined through review of learning log 
book and online participation by UTAS panel; MA to make final decision if 
it is difficult to identify a clear winner. 

 
The Code of Conduct Award was presented to: 
Ms Sharon Wong from Sanofi (pictured receiving the award from Dr Steve 
Hambleton) 
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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 their marks via resubmission or supplementary 
assessment. 
CEP Achievement Award recipients pictured below: 

 Ms Helen Duck – GlaxoSmithKline 

 Ms Jessica Ellershaw – Pfizer 

 Mr Rodney Foong – Novartis 

 Mr David Tran – Boehringer Ingelheim 

 Mr Blessed Ramos – GlaxoSmithKline 

 Ms Rachael McGregor – Abbott 

 Ms Clair Morris – Sanofi 
 

 
 
CEP Achievement Award recipients not present at the awards event: 

 Ms Sharon Elliott – AstraZeneca 

 Ms Jamie Gunther – Merck Sharp and Dohme 

 Ms Andrea Blank – Boehringer Ingelheim 

 Ms Sally Bishay – Merck Sharp and Dohme 
 
*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. 
 
  



 

Medicines Australia Code of Conduct Annual Report 2012 – 2013 22 

CODE OF CONDUCT REVIEW 

 
A major undertaking for the Ethical Conduct team in 2012-2013 was to complete the the wide ranging and 
comprehensive review of Edition 16 of the Code of Conduct. Medicines Australia is grateful for the 
contributions of the many stakeholders to the review process. After the successful adoption of Edition 17 of 
the Code of Conduct by Medicines Australia Members at a General Meeting in June 2013, Medicines Australia 
applied for authorisation to the Australian Competition and Consumer Commission (ACCC). As with previous 
authorisation applications, Medicines Australia requested 5 years of authorisation. However, in its final 
Determination, the ACCC granted only 2 years of authorisation with the expectation that Medicines Australia 
would work to include greater transparency measures into the Code in the short term. This short authorisation 
period will result in Edition 18 of the Code coming into effect in January 2015, if the updated Code is also 
authorised.  
 
Full details of the Code Review Process, including reports by the Consumer Workshop Facilitator and the 
Independent Auditor can be found on the Medicines Australia website:  
http://medicinesaustralia.com.au/code-of-conduct/code-of-conduct-review/archived-code-of-conduct-
reviews/submissions-to-20112012-code-review/ 
 

INDEPENDENT AUDIT 

As with the last review of the Code, Medicines Australia once again appointed an independent auditor, the St 
James Ethics Centre, to oversee the review process. The role of the auditor was to ensure that the review was 
comprehensive, effective, responsive and transparent.  
 
The St James Ethics Centre engaged legal firm Gilbert and Tobin to assist in conducting the audit. A lawyer 
from Gilbert and Tobin attended each meeting of the Code Review Panel, and received all associated 
documentation and attended workshops with consumers and industry briefings about the proposed Code 
amendments.  
 

CODE OF CONDUCT EDITION 17  

Medicines Australia has listened and responded to the views of our stakeholders, whether expressed in a 
written submission, comments made at briefing sessions or workshops, or at meetings with a wide range of 
individuals and organisations. Through this engagement, Edition 17 of the Code was developed, which 
continues to meet the challenge of ensuring the Code sets the highest standard of self-regulation. The 
strengthened Edition 17 of the Code includes more rigorous standards for relationships between the industry 
and healthcare professionals, industry and patient organisations, and additional provisions on transparency.  
 

KEY AMENDMENTS TO EDITION 17 

 All payments made to healthcare professionals for participation in Advisory Boards and providing 
consulting services will be reported in aggregate and disclosed on the Medicines Australia website, 

 All sponsorships of individual healthcare professionals to attend educational events will be reported and 
disclosed (but the names of individuals will not be disclosed) in the established educational event reports, 

 All payments made to speakers at educational events will be reported and disclosed (but the names of 
individual healthcare professionals will not be disclosed) in the educational event reports, 

 All payments made to healthcare professionals in relation to Patient Support Programs will be disclosed to 
patients before they enrol in such programs,  

 Brand name reminders for healthcare professionals are no longer permitted,  

 Reporting requirements for the sponsorship of Health Consumer Organisations will be expanded to 
include the amount paid in a calendar year, including the monetary value of non-financial support; this will 
be reported on the Medicines Australia website, and 

 A new statement that makes explicit that companies are responsible to ensure all interactions with 
consumer media are consistent with the Code and do not result in promotion of prescription products to 
the general public. 

 

TIMELINE FOR THE INTRODUCTION OF EDITION 17 

Edition 17 of the Code of Conduct was submitted to the ACCC in July 2012. Following comprehensive and wide 
consultation the ACCC authorised the new Code in December 2012, with Edition 17 coming into effect on 11 
January 2013 (21 days following the ACCC’s Final Determination).  

http://medicinesaustralia.com.au/code-of-conduct/code-of-conduct-review/archived-code-of-conduct-reviews/submissions-to-20112012-code-review/
http://medicinesaustralia.com.au/code-of-conduct/code-of-conduct-review/archived-code-of-conduct-reviews/submissions-to-20112012-code-review/
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CODE OF CONDUCT GUIDELINES FOR EDITION 17 

Once the Code of Conduct was adopted by Members in June 2012, the Code Guidelines Working Group revised 
and updated the Code of Conduct Guidelines for Edition 17. 
 
One of the major structural changes made in developing Edition 17 of the Code of Conduct was the removal of 
all Explanatory Notes. The Explanatory Notes appearing in Edition 16 of the Code were either combined with 
their relevant provision of the Code, or moved to the Code of Conduct Guidelines where they are covered in 
greater detail.  A copy of the Code Guidelines can be downloaded from the Medicines Australia website: 
http://medicinesaustralia.com.au/code-of-conduct/code-of-conduct-current-edition/ 
 
We acknowledge and thank the Guidelines Working Group members for their hard work and dedication during 
2012-2013. 
 

DIGITAL CODE OF CONDUCT 

Medicines Australia has made Edition 17 of the Code of Conduct available as an app for iPads. The app includes 
both the Code of Conduct and the accompanying Guidelines. It allows for easy searching of both documents, 
as well as annotating, bookmarking and sharing of provisions. It can be downloaded from 
www.appstore.com/macode.  An iPhone version is in development and expected to be released in late 2013.  
 
We are grateful to our member company Princeton Digital for assisting us to produce the digital Code of 
Conduct Edition 17. 
  

http://medicinesaustralia.com.au/code-of-conduct/code-of-conduct-current-edition/
http://www.appstore.com/macode
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EDUCATIONAL EVENT REPORTING 

 
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 (Sections 28.2.2 in Edition 16 and 30.2.2 in Edition 17) the 
Monitoring Committee is “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.” 
 
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 ten 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 2007-2013 

Reporting Period Number of events reported Number of events found in breach 
of the Code  

Report 1:  
July – December 2007 

14,633 July 2007 – June 2008 
Review of July 2007 – June 2008 
data + 3 random months from   
2007-2008 data 
33  

Report 2:  
January – June 2008 

15,836 

Report 3: 
July – December 2008 

18,060 
July 2008 – June 2009 
Review of 3 random months data 
2 

Report 4:  
January – June 2009 

16,020 

Report 5:  
July – December 2009 

16,790 
July 2009 – March 2010 
Review of 3 random months data 
1  

Report 6:  
January – March 2010 

5,857  
Note: 3 month report only 

Report 7:  
April – September 2010 

16,880 
April 2010 – March 2011 
Review of 3 random months data 
0   

Report 8:  
October 2010 – March 2011 

13,873 

Report 9:  
April – September 2011 

18,175 
April 2011 – March 2012 
Review of 3 random months data 
0 

Report 10:  
October 2011 – March 2012 

13,611 

Report 11: 
April – September 2012 

18,205 In progress at time of this Report. 
Outcomes will be published in the 
July – September 2013 Quarterly 
Report and 2013-2014 Code of 
Conduct Annual Report 

Report 12: 
October 2012 – March 2013 

13,290 

TOTAL 181,230 36 

 
Member Company educational event reports can be found on the Medicines Australia website 
  

http://medicinesaustralia.com.au/code-of-conduct/education-events-reports/member-company-reports/
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COMPLAINTS PROCESS 
 

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. 
 
The complaints process is free of charge. A Complaints Submission Form for Non-Industry Complainants can be 
found on the Medicines Australia website at http://medicinesaustralia.com.au/code-of-conduct/lodging-
responding-to-a-code-of-conduct-complaint/  
 
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: 

 Code of Conduct Edition 17 

 Code of Conduct Guidelines (to be read in conjunction with Edition 17) 

 Lodging a complaint (non-industry complainant) 

 Complaints Submission Form for Non-Industry Complainants 

 Responding to and lodging a complaint (pharmaceutical company) 

http://medicinesaustralia.com.au/code-of-conduct/lodging-responding-to-a-code-of-conduct-complaint/
http://medicinesaustralia.com.au/code-of-conduct/lodging-responding-to-a-code-of-conduct-complaint/
mailto:secretarycodecommittee@medicinesaustralia.com.au
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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 2012-2013, 18 new complaints were received by Medicines Australia. As shown in Table 7, the majority of 
complaints were submitted by member companies (12 complaints) with the balance submitted by healthcare 
professionals (3 complaints) and the Monitoring Committee (3 complaints). Table 7 provides details on the 
source of all new complaints received in 2012-2013. 
 

Table 7 
Source of Complaints received in 2012-2013 

Source of complaints Number of complaints  

Healthcare professionals 
General practitioners 
Hospital physicians/pharmacists 
Specialists 

3 

Organisations 
Health Consumer Organisation 
Therapeutic Goods Administration 
Colleges/Society 

0 

Other 
Member of the general public 
Academic 

0 

Monitoring Committee 3 
 

Pharmaceutical companies 
Member Company 
Non-Member Company 

 
12 
0 

TOTAL 18 

 

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 2011-2012 
There was one complaint carried over from 2011-2012 into the 2012-2013 reporting period.  
 

No. Subject 
Company 

Material or 
information 
subject to 
complaint 

Product Complainant Outcomes Sanction 

1084 Pfizer Advertisement Lipitor Healthcare 
Professional 

Breach of 
Section 12.3 

Pay a fine of 
$50,000 

 

COMPLAINTS RECEIVED IN 2012-2013 
Of the 18 new complaints received in 2012-2013, 10 complaints were considered and finalised by the end of 
the financial year. One complaint was against a non-member company.  The Subject Company declined to have 
the complaint heard by the Code of Conduct Committee; therefore, the Secretariat referred the complaint to 
the TGA.  The 7 complaints received but not finalised or considered by the Code and/or Appeals Committees in 
2012-2013 will appear in the Quarterly Report for July–September 2013 and the 2013-2014 Annual Report. 
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As shown in Figure 4, of the 10 new complaints finalised in 2012-2013, 4 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 on page 32. 
 

 
Figure 4 - Outcome of complaints received and finalised in 2011-2012 
 

APPEALS 
In 2012-2013, 2 of the 10 complaints considered by the Code Committee that were finalised were subject to an 
appeal (20%). Figure 5 shows the outcomes of the 2 appeals held in 2012-2013.  
 

 
 
 5 - Outcomes of 2011-2012 Appeals 
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Figure 4 
Outcomes of complaints received and finalised in 2012-2013 
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Figure 5 
Outcome of Appeals finalised in 2012-2013 
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SANCTIONS 
Sanctions may be imposed on a company where breaches of the Code have been established. Under the 
provisions of both Editions 16 and 17, 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. 
 
Figure 6 summarises the sanctions imposed on companies by the Code and Appeals Committees for the 6 
complaints received and finalised in 2012-2013 where all or some of the allegations were found in breach of 
the Code. 
 

Figure 6 - Sanctions imposed by the Code & Appeals Committees on companies found in breach of the Code 
 

MONETARY FINES 
Figure 7 shows the financial penalties imposed on companies found in breach of the Code. There were two 
fines imposed that were less than $75,000 (one of $10,000 and one of $35,000), one fine in the $75,000 - 
$99,999 bracket (one fine of $75,000), two fines in the $100,000 - $149,999 bracket (one of $100,00 and one 
of $125,000) and one fine of $150,000. 
 

 
Figure 7 - Fines imposed by the Code & Appeals Committees on companies found in breach of the Code 
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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. 
 
As shown in Figure 8, the average time to resolve a complaint received and finalised in 2012-2013 was 34 
working days. This time was reduced where the complaint was not subject to appeal, to 27 working days. The 
shortest time to resolve a complaint remained at 17 working days.  
 

 
Figure 8 - Length of time to resolve all finalised complaints 

CODE PROVISIONS SUBJECT TO COMPLAINT 
Figure 9 provides a snapshot of the alleged and actual breaches by section of the Code for complaints received 
and finalised in 2012-2013.  
 

 
Figure 9 - Number of alledged and acutal breaches of the Code in 2011-2012 
 

Shortest time for
all complaints

Average time for
all complaints

Longest time for
all complaints

Average time for
complaints not

subject to appeal

Average time for
complaints

subject to appeal

17 

34 

73 

27 

64 

Figure 8 
Length of time to resolve all finalised complaints 
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DEFINITIONS 

 
The definitions in this list apply only to terms used in this Annual Report. A more extensive glossary of terms is 
included in Edition 17 of the Code of Conduct.  
 
Advertisement means any communication which promotes or discourages the use, sale or supply of products 
(whether or not the communication identifies particular products or services). 
 
Brand name has the same meaning as ‘proprietary name’ which is the registered trade mark of the therapeutic 
product of the unique name assigned to the product. 
 
Brand name reminder (BNR) means such items of low monetary value which are intended to remind 
healthcare professionals of the existence of a product. 
 
Complainant means an individual, organisation or company who lodges a complaint under the Code of 
Conduct. 
 
Consumers and the general public are persons other than healthcare professionals. 
 
Consumer Medicine Information (CMI) is information about a medicine written by the pharmaceutical 
company that makes the medicine. It is easy to understand and written for consumers. 
 
Continuing Education Program (CEP) is an education program designed to educate medical representatives to 
a recognised industry standard. 
 
Guidelines mean the current Code of Conduct Guidelines. 
 
Healthcare professional (HCP) includes members of the medical, dental, pharmacy or nursing professions and 
any other persons who, in the course of their professional activities, may prescribe, supply or administer a 
medicine. 
 
Indications mean the registered therapeutic use of a medicine as approved by the Therapeutic Goods 
Administration (TGA). 
 
Member means a company holding membership of Medicines Australia. 
 
Minor breach is a breach of the code that has no safety implications to the patient’s well being and will have 
no major effect on how the medical professional will prescribe the product. 
 
Moderate breach is a breach of the Code that has no safety implications for a patient’s well-being but may 
have an impact on how the medical profession prescribes the product. 
 
Non-member means a company who does not hold membership of Medicines Australia. 
 
PBS means the Pharmaceutical Benefits Scheme of the Commonwealth Department of Health and Ageing. 
 
Patient Support Program (PSP) means a program run by a company, with or without involvement from a 
health consumer organisation, with the aim of increasing patient compliance and positive health outcomes. 
 
Pharmaceutical industry means companies supplying prescription medicines in Australia. 
 
Product Familiarisation Program (PFP) means a program run by the company with the aim of allowing the 
medical profession to evaluate and become familiar with the product.  
 
Product Information (PI) means a document submitted to the TGA which includes the following information; 
description, pharmacology, clinical trials, indications, contraindications, precautions, adverse reactions, dosage 
and administration. 
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Promotional material means any representation concerning the attributes of a product conveyed by any 
means whatever, for the purpose of encouraging the usage of a product. 
 
Starter pack means a quantity of a product supplied without cost to medical practitioners, dentists and 
hospital pharmacists. Starter packs are also referred to as ‘samples’ by healthcare professionals. 
 
Severe breach is a breach of the Code that will have safety implications to a patient’s well-being, and/or will 
have a major impact on how the medical profession will prescribe the product and/or will have a significant 
commercial impact on the relevant market. A severe breach of the Code will also be found for activities that 
bring discredit upon or reduce confidence in the pharmaceutical industry. 
 
Subject Company means a pharmaceutical company against whom a complaint under the Code of Conduct has 
been lodged. 
 
Therapeutic Goods Administration (TGA) is the Division of the Commonwealth Department of Health and 
Ageing (as the Department was formerly named) that is responsible for the regulation of therapeutic goods in 
Australia. 
 
Trade pack means a package of a product which is sold by the company. 
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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 2012-2013. Table 8 provides a summary of each 
finalised complaint. To view the detailed reasons for the decision please click on the complaint number in 
column 1. Complaints received and finalised in 2012-2013 were all considered under Edition 16 of the Code.  
 

Table 8 
Complaints finalised in 2012-2013 

No. Subject 
Company 

Material or 
information 
subject to 
complaint 

Product Complainant Outcomes Sanction 

1084 Pfizer Advertisement Lipitor Healthcare 
Professional 

Breach of 
Section 12.3 

Pay a fine of 
$50,000 

1085 Merck Sharp 
& Dohme 
(Aust) 

Website & 
Promotional 
Material 

Zoely Bayer Australia Breach of 
Sections 1.1, 
1.3 and 1.7 

Pay a fine of 
$75,000 

1086 Abbott 
Australasia 

Promotional 
Material 

Lipidil Merck Sharp & 
Dohme (Aust) 

Breach of 
Sections 1.1, 
1.3, 1.3.1, 
1.7 

Pay a fine of 
$100,000 

1087 Pfizer 
Australia 

Leave Behind Celebrex Healthcare 
Professional 

Breach of 
Section 1.3 

Pay a fine of 
$35,000 

1088 Pfizer 
Australia 

Promotional 
materials 
(Leave behind) 

Prevenar 13 GlaxoSmithKline Breach of 
Sections 1.1, 
1.2.2, 1.3, 
1.5 and 1.7 

Pay a fine of 
$10,000 

1089 Merck Sharp 
& Dohme 
(Aust) 

Promotional 
Activities 

Vytorin AstraZeneca Breach of 
Section 1.1 

Pay a fine of 
$125,000 

1090 AstraZeneca Promotional 
Activities 

Clear Out 
Cholesterol 

Healthcare 
Professional 

No Breach of 
Section 12.7 

N/A 

1092 Bayer 
Australia 

Promotional 
Material 

Eylea Novartis 
Pharmaceuticals 

No Breach of 
Sections 
1.2.2, 1.3 
and 1.7 

N/A 

1093 Biogen Idec 
Australia 

Educational 
Booklet 

N/A Novartis 
Pharmaceuticals 

Breach of 
Sections 1.3, 
1.7 and 12.6 

Pay a fine of 
$150,000 

1094 Servier 
Laboratories 

Promotional 
Activities 

Coversyl & 
Coveram 

Boehringer 
Ingelheim 

No Breach of 
Sections 1.1 
and 1.3 

N/A 

1095 Sanofi 
Group 

Educational 
Material 

Aubagio Novartis 
Pharmaceuticals 

No Breach of 
Sections 1.1, 
1.3, 2.1 and 
4.1 

N/A 
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LIPITOR ADVERTISEMENT – 1084  
 
Subject Company: Pfizer Australia 
 
Complainant: Dr Ken Harvey 
 
Product: Lipitor 
 
Complaint 
Dr Harvey alleged that advertisements placed in 
general media publications directly promoted 
Lipitor to the general public and therefore were in 
breach of Section 12.3 of the Code of Conduct.  
 
Sections of the Code 
The advertisements were alleged to be in breach 
of the following Sections of Edition 16 of the Code:  

 12.3 Promotion to the general public 
 
Response  
Pfizer responded that it had released the 
Community Service Announcements (CSAs) after 
receiving an unprecedented number of calls from 
consumers regarding the availability of Lipitor. The 
decision to publish the announcements was not 
taken lightly and Pfizer acknowledged that it was 
an unusual and inevitably controversial action.  
 
Pfizer noted that its primary responsibility in 
releasing in the CSAs was to address the 
misinformation and to allow patients to make a 
proper, informed treatment choice. 
 
Code Committee decision 
The Committee determined by majority decision 
that the activity was in breach of Section 12.3 of 
the Code of Conduct. 
 
Sanction 

 Cease using the claim that was found in 
breach of the Code in any activities directed 
at the general public 

 Pay a fine of $50,000 
 
Consideration of the complaint 
The Committee considered that the central 
question concerning this complaint was whether 
the published communication to the general public 
was promoting Pfizer’s product Lipitor. 
 
The Committee discussed whether the activity 
could be considered an advertisement promoting a 
particular prescription medicine as alleged by the 
complainant, or an educational activity as argued 
by the subject company. The Committee accepted 
that the piece did contain some element of 

educational information that was relevant to the 
target audience. The Committee referred to the 
Glossary in the Code of Conduct (Edition 16, page 
158) which defines ‘promote’ in the context of an 
advertisement as “all informational and persuasive 
activities, the purpose, actual or likely effect of 
which is to induce or discourage the purchase, 
sale, supply and/or use of therapeutic products”.  
The Committee also reviewed the definition of an 
‘advertisement’, which adopts the definition from 
the Therapeutic Goods Act 1989 (Cwth), meaning 
“any statement, pictorial representation or design, 
however made, that is intended, whether directly 
or indirectly, to promote the use or supply of the 
goods”.  It was noted that this definition should be 
interpreted from the perspective of how a reader 
of the information would interpret the 
communication.  The Committee agreed by 
majority that the intent of the communication 
subject to complaint was to encourage patients 
who have been prescribed Lipitor to continue to 
ask for the Lipitor brand of atorvastatin.  This is 
consistent with the definition of an 
‘advertisement’.  A minority of Committee 
members disagreed with this opinion.  These 
members considered that the activity was 
intended to educate patients in response to 
misinformation about the availability of Lipitor and 
therefore it was not an advertisement as described 
by the Code. 
 
Having agreed by majority that the communication 
issued by Pfizer concerning Lipitor was an 
advertisement, the Committee then debated at 
length whether the statement “A message to the 
more than 1 million patients prescribed Lipitor

®
” 

was promotional. The Committee referred to the 
definition of ‘promotion, promotional and 
promotional claim’ in the Glossary of the Code of 
Conduct (Edition 16, page 158).  It noted that a 
statement is promotional if it “conveys the positive 
attributes of a product which extend beyond a 
simple non-qualitative or quantitative description 
of the therapeutic category or approved indication 
for the purpose of encouraging the usage of that 
product”.  Some Committee Members considered 
that the heading statement was intended to create 
an action by patients who are taking Lipitor to 
continue to ask for that product.  Committee 
Members considered that in the face of generic 
competitors entering the market, Pfizer’s 
communication to consumers was intended to 
encourage patients to ask for the Lipitor brand 
rather than another brand of atorvastatin.  Some 
members of the Committee also considered that 
the reference to the “more than 1 million patients 
prescribed Lipitor” may also be interpreted as 
suggesting to patients who are not taking Lipitor 
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that it is preferred by a large number of patients 
and perhaps they should ask for it.  The Committee 
considered that the communication went further 
than simply telling patients that the suggestion 
that Lipitor had been discontinued or was not 
available was incorrect.  The Committee agreed by 
majority decision that the heading statement was 
promotional and therefore was in breach of the 
Section 12.3 of the Code of Conduct.  
 
The Committee noted that generic atorvastatin 
products were recently listed on the PBS. Evidence 
supplied by Pfizer in support of its rationale for the 
communication noted that there had been a 
significant increase in the number of calls to the 
Pfizer Medical Information department 
questioning the unavailability of Lipitor. Pfizer 
reported that the number of calls was 3 times 
greater than previously received on a regular 
monthly basis relating to Lipitor. Of these calls, 
25% of patients had presented a prescription for 
Lipitor to a pharmacist and were given false 
information including that the product was no 
longer available or had been discontinued; Lipitor 
had changed its name to Atorvastatin-Pfizer; or 
that there are supply issues from the manufacturer 
and there is no stock available. Pfizer had also 
provided photographic evidence of community 
pharmacies’ displays advising customers that 
Lipitor was no longer available, had changed 
packaging to an alternative brand or that another 
product was the “new” Lipitor.  In its response, 
Pfizer argued that the unprecedented actions of 
community pharmacies in supplying false and 
misleading information to patients ultimately led it 
to issue the advertisement.  
 
The Committee agreed that the activities of some 
community pharmacies shown in the response 
were egregious; however it did not agree, by 
majority, that this justified undertaking the activity 
subject to this complaint directed to the general 
public. The Committee noted that the prohibition 
on promotion of prescription medicines to the 
general public reflects the Therapeutic Goods 
Legislation, which is absolute and does not allow 
for any justification for this conduct, whether in 
response to an unprecedented situation or not. 
The Committee, however, agreed that Pfizer had a 
right to correct the misinformation being 
communicated about its product, but any 
communication to the general public should not 
have included a promotional claim. The 
Committee was very concerned at the conduct of 
some community pharmacists in incorrectly 
informing patients about the lack of availability of 
Lipitor and representing other products as 
replacing Lipitor, however there were alternative 

solutions available to Pfizer to correct this 
misinformation. 
 
Sanction 
The Committee reviewed the definitions of severe, 
moderate and minor breaches of the Code.  It 
agreed by majority decision that the activity 
constituted a minor breach of the Code of Conduct 
because the conduct did not have any safety 
implications for patients and would not have a 
major effect on how the medical profession will 
prescribe the product.  
 
The Committee agreed by majority decision that 
Pfizer should: 

 Cease using the claim “A message to the 
more than 1 million patients prescribed 
Lipitor” in any activities directed at the 
general public 

 Pay a fine of $50,000 
 
The Committee agreed by unanimous decision that 
corrective action was not appropriate in this 
instance as it would have the potential to 
compound the offence of promoting the product 
to consumers.  
 
When determining the sanction, the Committee 
considered the extremely widespread distribution 
of the advertisement, being in a wide variety of 
print media as well as radio segments across a 
range of stations.  It also considered the inability 
for corrective action and that the activity was 
determined to be promotion of a prescription 
medicine to the general public. However, this view 
was balanced by the single statement being found 
in breach and the conduct of community 
pharmacies that had precipitated the activity. 
 
 

WHAT CONTRACEPTIVE ARE YOU 
WEBSITE AND ZOELY PROMOTIONAL 
MATERIALS – 1085  
 
Subject Company: Merck Sharp and Dohme 

(Aust) Pty Ltd 
 
Complainant: Bayer Australia 
 
Product: Zoely 
 
Complaint 
Bayer alleged that several of Merck Sharp & 
Dohme’s (MSD) activities relating to its product 
Zoely were in breach of the Code of Conduct. The 
complaint described seven separate issues that 
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were allegedly in breach of the Code – six relating 
to Zoely promotional materials and one relating to 
MSD’s Consumer Website. However, Bayer also 
advised that three of the seven issues had been 
resolved during inter-company dialogue. 
 
Sections of the Code 
The activities remaining unresolved following 
intercompany dialogue were alleged to be in 
breach of the following Sections of Edition 16 of 
the Code:  

 1.1 Responsibility 

 1.3 False or misleading claims 

 1.7 Comparative Statements 

 12.1 General Principles 

 12.3 Promotion to the general public 

 12.8 Use of the internet 
 
Response  
MSD confirmed in its response that three of the 
alleged breaches outlined in the complaint had 
been resolved during intercompany dialogue and 
therefore were not addressed in the response. 
MSD requested that the Committee make a 
determination on the four outstanding issues. 
 
Code Committee decision 
The Committee determined: 

 Issue 1 – WCAY Youtube: majority decision no 
breach of Sections 12.1, 12.3 and 12.8  

 Issue 2 –  claim “short, light, and often less 
painful...”: unanimous decision breach of 
Sections 1.1, 1.3 and 1.7 

 Issue 3 – claim “hormones similar to her 
own...”: majority decision no breach of 
Sections 1.1 and 1.3  

 Issue 4 – claim “made for her...”: unanimous 
decision no breach of Sections 1.1 and 1.3 

 
Sanction 
The Committee agreed by unanimous decision that 
this was a moderate breach of the Code and 
imposed the following sanctions: 

 Distribute a corrective letter to all general 
practitioners who had the promotional 
material detailed to them by a MSD sales 
representative 

 The claims found in breach must not be used 
in the same or similar form in any future 
materials 

 Pay a fine of $75,000 
 
Consideration of the complaint 
The Chairman noted that the complaint contained 
several issues that had been resolved during 
intercompany dialogue, and that there were four 

remaining issues that required the Committee’s 
consideration. 
 
Issue 1: Use of www.youtube.com (YouTube) to 
host educational videos 
 
The Committee discussed the use of YouTube as a 
medium for interacting with the general public to 
provide educational information. The complaint 
related to the appearance of suggested links that 
appear alongside the content created and 
published by MSD on YouTube. Bayer had alleged 
that these links were to content that did not 
comply with the Code and which was promotion to 
the general public of a prescription medicine. The 
Committee acknowledged that in accordance with 
the terms for YouTube hosting a video, a series of 
‘Suggested Clips’ will be displayed on the same 
page as the video. The selection of these 
suggested clips is automated through YouTube and 
is based on key words defined by the video creator 
when uploading a video. The selection of 
suggested clips is randomised (for example, all 
clips that have a key word “contraception” will be 
grouped together), and the suggested clips may 
change each time the original video is viewed. The 
Committee understood that the video creator has 
no control over the suggested clips that may be 
displayed alongside their video. 
 
The Committee agreed that the principles and 
provisions of the Code still apply and the fact that 
this activity occurred in the social media does not 
exclude it from compliance with the Code. A 
minority of the Committee was of the opinion that 
as a company does not have full control over the 
information that will appear on the same page as 
its created content, the use of sites such as 
YouTube should not be allowed. The Committee 
agreed unanimously, that the content displayed 
alongside the MSD video, but not created by MSD, 
could lead to the promotion of a prescription 
product to the general public. 
 
The Committee agreed that Social Media is an 
expanding area and recommended caution in 
using an avenue for which a company does not 
have total control over content associated with its 
activity.   
 
The Committee based its decision on the content 
displayed alongside the MSD video, that had been 
supplied by Bayer in its complaint documentation. 
The Committee noted that based on the materials 
before them, the Suggested Clips were not 
promotional or complementary to MSDs 
educational content and the users who had 
uploaded those clips did not have any association 

http://www.youtube.com/
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with to MSD. The Committee determined by 
majority decision that MSD’s activity had not 
breached Sections 12.1, 12.3 and 12.8 of the Code. 
The Committee did note, however, that a different 
set of Suggested Clips displayed in association with 
MSD’s video may have led to a different decision. 
The Committee cautioned that companies should 
carefully consider what content may be displayed 
in association with the company’s content 
published through the social media and whether 
the association between the company’s content 
and other content could result in promotion to the 
general public. 
 
Issue 2: Use of claim “Short light and often less 
painful bleeds...” 
The Committee noted that the claim was used in 
two contexts, each with slightly different wording. 
The claim “Short, light and often less painful 
withdrawal bleeds” was contained in a 
promotional piece to doctors whereas the claim 
“Short, light and often less painful withdrawal 
bleeds compared to ethinyloestradiol and 
drospirenone” was included in two promotional 
pieces to pharmacists. 
 
The Committee noted that MSD had 
acknowledged that the claim was in breach of the 
Code. The Committee unanimously agreed that 
the claim in both its forms, to doctors and 
pharmacists, could not be adequately 
substantiated and was a hanging comparator and 
were in breach of Sections 1.1, 1.3 and 1.7 of the 
Code of Conduct. The Committee did not agree 
with MSD’s assertion that this was not a serious 
breach of the Code. It noted that any claims which 
are found to be false and that may influence the 
prescribing habits of healthcare professionals are 
not minor breaches of the Code. 
 
Issue 3: Use of claim “Hormones similar to her 
own” 
The Committee discussed the claim and the 
definition of “similar” as provided in MSD’s 
response. A minority of the Committee considered 
that the statement was incorrect and misleading 
because the use of the word “hormone” is 
potentially misleading as nomegestrol acetate is a 
synthetic steroid rather than a hormone and is not 
“similar” in all facets to a naturally occurring 
hormone. It was noted that the Product 
Information states that nomegestrol is 
“structurally similar” to naturally occurring 
progesterone. 
 
The majority of the Committee agreed that in the 
context of the promotional piece the statement is 
pharmacologically correct and the inclusion of the 

word “structurally” is not needed. These members 
of the Committee considered that the claim was 
not incorrect or misleading. Therefore, the 
Committee agreed by majority decision that the 
claim “Hormones similar to her own” was not in 
breach Sections 1.1 and 1.3 of the Code.   
 
Issue 4: Use of claim “Hormones made for her” 
The Committee agreed unanimously that the 
statement “Hormones made for her” would not 
lead a healthcare professional to believe that Zoely 
was made for a particular subset of women or a 
particular woman. The Committee agreed that the 
claim could be supported by the Approved Product 
Information. Further, the Committee agreed that 
the use of a generic image of a female in the 
promotional piece does not indicate that the 
product can only be used in the same demographic 
of that individual. The Committee noted that the 
intended audience would have the knowledge to 
discern that the image was a representation for 
promotional purposes only, and would have the 
skill and expertise to prescribe accordingly. 
 
The Committee agreed by unanimous decision that 
the statement “Hormones made for her” was not 
in breach Sections 1.1 and 1.3 of the Code. 
 
Sanction 
The Committee reviewed the definitions of severe, 
moderate and minor breaches of the Code. It 
agreed by unanimous decision that the activity 
constituted a moderate breach of the Code of 
Conduct because the conduct did not have any 
safety implications for patients and but may have 
an effect on how the medical profession will 
prescribe the product.  
 
The Committee agreed by unanimous decision that 
MSD must: 

 cease using the claims:  

- “Short, light and often less painful 
withdrawal bleeds”; and  

- “Short, light and often less painful 
withdrawal bleeds compared to 
ethinyloestradiol and drospirenone”  
and not use these claims again in the 
same or similar form 

 send a corrective letter to all general 
practitioners who were detailed by a sales 
representative using the promotional 
material containing the claim found in breach 
of the Code. 

 pay a fine of $75,000 
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LIPIDIL PROMOTIONAL MATERIALS – 
1086 
 
Subject Company: Abbott Australasia Pty Ltd 
 
Complainant: Merck Sharp and Dohme (Aust) Pty 

Ltd 
 
Product: Lipidil 
 
Complaint 
MSD alleged that a number of claims made in 
Lipidil promotional materials were in breach of the 
Code of Conduct. Specifically MSD’s complaint 
referred to the following Lipidil claims: 

 Lipidil has cardio-protective effects that are 
not supported by the scientific literature and 
the current Lipidil Product Information (PI). 

 Lipidil has LDL-C reductions not reflective of 
the scientific literature. 

 The use of a surrogate marker "sdLDL-C" to 
imply clinical outcome benefits that are not 
proven for Lipidil. 

 The use of a tagline that biases prescribing 
because it is an emotional appeal to doctors. 

 
Sections of the Code 
These claims were alleged to be in breach of the 
following Sections of Edition 16 of the Code: 

 1.1 Responsibility 

 1.2.2  Level of substantiating data 

 1.3  False or misleading claims 

 1.3.1  Unapproved products or indications  

 1.7  Comparative statements 

 4.2  Medical Literature and Reprints 

 18  Discredit to and reduction of 
confidence in the industry 

 
Response  
Abbott disagreed that the materials were in 
breach of the Code. Abbott strongly argued that 
the materials in question promoted the use of 
Lipidil within its approved indications, and were 
adequately supported by data which are in line 
with the current body of evidence and are 
consistent with the approved PI. 
 
Code Committee decision 
The Committee determined: 

 Issue 1: Claims of cardiovascular outcome 
benefits: unanimous decision breach of 
Sections 1.1 and 1.3. Majority decision 
breach of Section 1.3.1. Unanimous decision 
no breach of Section 18. 

 Issue 2: “21% reduction...”: unanimous 
decision breach of Sections 1.3 and 1.7 

 Issue 3: Implied benefits: unanimous decision 
breach of Section 1.3 

 Issue 4: “be lipidiligent”: unanimous decision 
no breach of Section 1.1 

 
Sanction 
The Committee agreed by unanimous decision that 
this was a moderate breach of the Code and 
imposed the following sanctions: 

 The claims found in breach must not be used 
in the same or similar form in any future 
materials 

 No corrective action required 
 
The Committee also agreed by majority decision to 
impose a fine of $100,000. 
 
Consideration of the complaint 
Issue 1: Claims of cardiovascular outcome benefits 
The Committee noted that this issue centred on 
Abbott’s use of three claims in a number of 
materials, specifically: 

 “Lipidil significantly reduced total CVD 
events” 

 “...addition of fibrate therapy may further 
reduce CVD risk inpatients with type 2 
diabetes mellitus in whom 
hypertrigliceridaemia and low HDL-C persist 
despite effective LDL treatment with statins” 

 “High CV Risk  add statin?  add Lipidil? 
 Low CV Risk” 

 
The Committee noted that these claims were 
based on post-hoc sub-group analyses of two 
studies, the FIELD and ACCORD studies, in which 
the primary endpoint had not reached statistical 
significance. The Committee noted that the Lipidil 
Product Information states: “at the present time, 
no results of long-term controlled clinical trials are 
available to demonstrate the efficacy of 
fenofibrate in the primary or secondary prevention 
of atherosclerotic complications”. The Committee 
noted in Abbott’s response to the complaint that 
the data used to support the claims was not 
available at the time of TGA approval of the 
Product Information, but Abbott had argued that 
the claims were consistent with the approved 
indications for Lipidil.  
 
The Committee accepted that while there was a 
signal in both the FIELD and ACCORD studies that 
fenofibrate may reduce cardiovascular risk in 
patients with high triglycerides and low HDL-C, no 
randomised, controlled clinical trials had been 
done to support the claims. Furthermore, the 
Committee noted that study used to substantiate 
the claim “...addition of fibrate therapy may 
further reduce CVD risk inpatients with type 2 
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diabetes mellitus in whom hypertrigliceridaemia 
and low HDL-C persist despite effective LDL 
treatment with statins” (Elam M et al., 2011) had 
stated in the conclusions that the “ACCORD-Lipid 
supports the hypothesis that intensive 
combination therapy with a statin plus a fibrate 
may reduce CVD risk in T2DM (Type 2 diabetes 
mellitus) patients with significant dyslipidemia 
(both hypertrigliceridemia and low HDL-C). A 
randomised trial conducted in patients with these 
lipid abnormalities is needed in order to provide 
definitive proof for this hypothesis. Pending the 
design and completion of such a trial, practitioners 
should use available evidence to guide decision 
making regarding the use of combination lipid 
therapy in patients at high risk of CVD.”  
The Committee noted that the FDA Endocrinologic 
and Metabolic Drugs Advisory Committee had 
reviewed the ACCORD data and had reached a 
similar conclusion to that of the Elam study noted 
above – further investigation is required to 
substantiate the hypothesis. Furthermore, the 
Code Committee noted that the evidence as 
described in the ACCORD and FIELD studies 
showed a highly variable outcome for patients on 
combined statin/fibrate therapy.   
 
The Committee agreed by unanimous decision that 
the claims of cardiovascular outcome benefits with 
Lipidil were in breach of Section 1.1 and 1.3 of the 
Code. The Committee agreed by majority decision 
that the claims were also in breach of Section 1.3.1 
of the Code because the claims went beyond the 
approved indications stated in the PI.  
 
The Committee noted that MSD had also alleged a 
breach of Section 18 – discredit to and reduction in 
confidence in the industry. However, as this 
Section of the Code relates to the relationship 
between industry and Health Consumer 
Organisations and patients, the Committee 
unanimously determined that the complaint had 
not been made out. 
 
Issue 2: Claim “21% reduction in LDL-C” 
The Committee noted that the claim is used in a 
graph which was adapted from a study conducted 
by Grundy SM et al, 2005 (SAFARI trial). The 
Committee noted that the SAFARI trial showed 
that combination therapy resulted in a 31.2% 
change from baseline, and that simvastatin alone 
resulted in a 25.8% change. The combination 
therapy therefore showed an absolute reduction 
of 5.4% more than simvastatin alone. The claim of 
21% greater is a relative reduction.  
 
The Committee noted that the ACCORD trial 
showed no difference in the LDL-C reduction 

between Lipidil and placebo with patients who 
were on simvastatin therapy. Additionally, the 
Committee noted additional studies, summarised 
in McKeage and Keating (2011) which showed 
variable results in the reduction of LDL-C by 
fenofibrate. The Committee considered that the 
use of the Grundy (2005) study was selective and 
did not reflect the body of the literature. 
 
The Committee unanimously agreed that the claim 
“21% reduction in LDL-C” was false and misleading, 
and that Abbott had been selective in its 
representation of the literature. The Committee 
agreed unanimously that this claim was in breach 
of Sections 1.3 and 1.7 of the Code. The 
Committee acknowledged that Abbott had agreed 
in intercompany dialogue to revise the claim. 
 
Issue 3:  Imply clinical outcome benefits from 
Lipidil’s effect on sdLDL-C 
The Committee noted that it is well established 
that fenofibrate can reduce small dense LDL-C 
(sdLDL-C), however it is not universally accepted 
that reduction in sdLDL-C levels will result in 
reduced CVD risk. The Committee also noted that 
the FIELD and ACCORD studies did not significantly 
reduce cardiovascular risk for patients on Lipidil.   
 
The Committee agreed unanimously that the 
implied benefits from Lipidil’s effects on sdLDL-C 
were misleading and were in breach of Section 1.3 
of the Code.  
The Committee also noted that the pack shots 
contained in items HL10154 08/10 and HL10188 
12/10 included a Solvay logo on the Lipidil pack. 
The Committee recommended that these images 
are updated to reflect the current Lipidil 
packaging. 
 
Issue 4:  Use of the tagline “Be Lipidiligent” 
The Committee agreed unanimously that the 
tagline “Be Lipidiligent” was not overly emotive, 
nor would doctors be influenced to prescribe 
Lipidil as a result of this tagline. The Committee 
agreed that doctors would not be persuaded that 
to not prescribe Lipidil would be negligent as 
alleged by MSD. 
 
The Committee agreed unanimously that there 
was no breach of Section 1.3 of the Code.  
 
Sanction 
The Committee reviewed the definitions of severe, 
moderate and minor breaches of the Code.  It 
agreed by majority decision that the claims found 
in breach constituted a moderate breach of the 
Code of Conduct because the conduct did not have 
any safety implications for patients and but may 
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have an effect on how the medical profession will 
prescribe the product.  
 
The Committee agreed that as these pieces were 
distributed to both specialists and general 
practitioners, the wider audience extended the 
impact of the breach.  
 
The Committee agreed by unanimous decision that 
Abbott must: 

 withdraw the materials found in breach in 
their current format 

 cease using the claims:  

- “Lipidil significantly reduced total CVD 
events” 

- “...addition of fibrate therapy may 
further reduce CVD risk inpatients with 
type 2 diabetes mellitus in whom 
hypertrigliceridaemia and low HDL-C 
persist despite effective LDL treatment 
with statins” 

- “High CV Risk  add statin?  add 
Lipidil?  Low CV Risk” 

- “21% reduction in LDL-C” 
And not use the claims again in the 
same or similar form 

 cease the use of the surrogate marker sdLDL-
C to imply clinical outcome benefits that are 
not yet proven for Lipidil 

 pay a fine of $100,000 
 
 
 

CELEBREX LEAVE BEHIND - 1087 
 
Subject Company: Pfizer Australia 
 
Complainant: Healthcare Professional 
 
Product: Celebrex 
 
Complaint  
A healthcare professional alleged that a leave 
behind for Celebrex that was delivered by a Pfizer 
sales representative was in breach of Section 1.3 
of the Code. The healthcare professional alleged 
that the cover graphic implied that arthritic burden 
caused other conditions, depression, sleep 
disorders, and not that these conditions were 
merely associated with osteoarthritis. 
 
The healthcare professional also alleged that a 
number of statements in the piece were 
misleading. 
 
 

Sections of the Code 
These claims were alleged to be in breach of the 
following Sections of Edition 16 of the Code: 

 1.3 False and misleading claims 
 
Response  
Pfizer denied that the leave behind for Celebrex 
was in breach of the Code. Pfizer noted that the 
cover graphic illustrated the prevalence of co-
morbidity in patients with osteoarthritis. Pfizer 
advised that this is consistent with the Approved PI 
for Celebrex. 
 
Code Committee decision 
The Committee determined that: 

 Issue 1: Cover graphics implied arthritic 
burden: unanimous decision breach of 
Section 1.3 

 Issue 2: Use of ‘Unsurpassed’: unanimous 
decision no breach of section 1.3 

 Issue 3: Comparison to opioids in 
management of post-op pain...: unanimous 
decision breach of Section 1.3 

 
Sanction 
The Committee agreed by unanimous decision that 
this was a moderate breach of the Code and 
imposed the following sanctions: 

 No corrective action required 

 The claims found in breach must not be used 
in the same or similar form in any future 
materials 

 Pay a fine of $85,000. 
 
Consideration of the complaint 
The Committee noted the complaint centered on 
three issues. 
 
Issue 1: Cover graphic  
The Committee noted that the cover of the 
Celebrex leave behind included the heading “How 
can you stop the increasing burden of 
osteoarthritis?” with graphics of human figures 
showing the percentages of co-morbidities in 
patients with osteoarthritis. The conditions listed 
as co-morbidities were depression, sleeping 
disorders, neuropathic pain and musculoskeletal 
pain. The Committee noted that the Gore M et al 
2011 study showed that patients with 
osteoarthritis were more likely to have co-
morbidities. It also noted that the relationship 
between osteoarthritis and the co-morbidities has 
not been fully explored. 
 
The Committee disagreed with Pfizer’s assertion 
that the graphics do not imply that osteoarthritis 
causes the co-morbidities. The Committee agreed 
that the graphics suggest a causal relationship 
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between osteoarthritis and the listed co-
morbidities and implied that the use of Celebrex 
will reduce their burden. The Committee agreed 
unanimously that this was not consistent with the 
referenced study and was therefore misleading 
and in breach of Section 1.3 of the Code. 
 
Issue 2: Use of “unsurpassed” 
The Committee noted that the word 
“unsurpassed” had an associated qualifier of 
“compared to maximum-dose diclofenac and 
naproxen”. The word “unsurpassed” and the 
qualifier were able to be substantiated and were 
consistent with the body of evidence.  
 
The Committee agreed unanimously that this 
statement was not in breach of Section 1.3 of the 
Code. 
 
Issue 3: Comparison to opioids in management of 
post-operative pain  
The Committee noted that heading “Celebrex: 
unsurpassed pain relief vs. Oral opioids analgesics 
in moderate-severe post-operative pain” and the 
graph adapted from Fishman et al (2010) were out 
of place in a piece directed at osteoarthritis. The 
Committee agreed that Pfizer had failed to 
demonstrate the connection between this 
statement and associated graph with a reduction 
in the burden of osteoarthritis, or that the data in 
the study specifically references post-surgery pain 
in osteoarthritis patients.  
 
The Committee further agreed that the graph is 
not a complete representation of the study data 
and omitted a comparison to morphine.  
 
The Committee agreed by unanimous decision that 
the comparison of Celebrex to opioids in the 
management of post-operative pain was in breach 
of Section 1.3 of the Code. 
 
Sanction 
The Committee reviewed the definitions of severe, 
moderate and minor breaches of the Code.  It 
agreed by unanimous decision that the activity 
constituted a moderate breach of the Code of 
Conduct because the conduct did not have any 
safety implications for patients and but may have 
an effect on how the medical profession will 
prescribe the product.  
 
The Committee agreed by unanimous decision that 
Pfizer must: 

 withdraw the material in its current form 

 the graphical representations and claims found 
in breach must not be used in the same or 
similar form in any future materials 

 Pay a fine of $85,000. 
 
Appeal response 
Pfizer appealed the decision on the grounds that it 
believed that the Code Committee’s decisions in 
finding the material in breach of the Code were 
based on errors of interpretation.  
 
In its response, Pfizer noted that Celebrex has a 
broad acute pain indication and that the inclusion 
of post-operative data fell within that indication. 
Pfizer also noted that this indication is not 
restricted by type of surgery, patient or soft tissue 
injury and therefore it was not necessary to 
restrict the presentation of post-operative data to 
surgery in patients with osteoarthritis only.  
 
Complainant Response 
The Complainant had declined to make a written 
response to the appeal.  
 
Further, the Complainant had declined to make a 
presentation or to participate in the appeal 
hearing. 
 
Consideration of the Appeal 
The Chairman advised the Appeals Committee that 
the complainant, a healthcare professional, had 
been contacted by the Medicines Australia 
Secretariat on a number of occasions and had 
declined to provide a written submission in 
response to the appeal and would not attend the 
appeal hearing.  
 
The Chairman explained the process for 
consideration of an appeal to Pfizer’s 
representatives and noted that an appeal is a re-
hearing of the decisions made by the Code of 
Conduct Committee. The Appeals Committee must 
be persuaded that the findings of the Code 
Committee involved an error. The Appeals 
Committee may set aside or vary the decision and 
any sanction imposed. The Chairman noted that it 
would constitute lack of procedural fairness if the 
appeal went beyond those matters identified in 
the complaint and appeal submission because 
neither party have had the opportunity to respond 
to any such matters.  
 
The Chairman then invited Pfizer to make its 
presentation to the Appeals Committee. The 
following summarises that presentation: 
 
Pfizer appealed the decision of the Code of 
Conduct Committee in relation to: 

 Issue 1: Cover graphics implied arthritic burden 

 Issue 3: Comparison to opioids in management 
of post-op pain 
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 Level of sanction.  
 
Pfizer did not appeal the decision relating to    
Issue 2: Use of ‘Unsurpassed’. 
 
Pfizer advised that the Celebrex leave behind 
subject to complaint is an A5 booklet designed to 
orient healthcare professionals to osteoarthritis 
and pain management. The front cover showed 
four figures with co-morbidities that are 
associated with osteoarthritis. Pfizer stated that a 
reader would be clearly able to identify that the 
front cover and inside cover related to the use of 
Celebrex for the treatment of osteoarthritis. Pfizer 
asserted that the inside right page was clearly 
providing information on the use of Celebrex for 
pain relief for patients post-operatively.  
 
Pfizer referred to the original complaint received 
by Medicines Australia. The complaint was hand-
written and provided very little detail or reasoning 
for the alleged breaches. Pfizer therefore had to 
interpret the complaint in order to make its 
response. The complaint consisted of three key 
topics the healthcare professional raised concerns 
with.  Pfizer disagreed with all three points.  
 
Pfizer argued that the decisions made by the Code 
of Conduct Committee were based on errors of 
interpretation and incorrect assumptions.   
 
Firstly, the Code Committee had stated that the 
Celebrex leave behind implied a causal link 
between osteoarthritis and the co-morbidities. 
Pfizer argued that a causal link between 
osteoarthritis and the listed co-morbidities is not 
necessary to show that reducing the pain of 
osteoarthritis can help reduce the burden of 
osteoarthritis. The study that supports the claim 
(Gore et al 2011) showed that for patients with 
osteoarthritis, pain is the most prevalent co-
morbidity at 84%. The study authors had stated 
that regardless of causality, the increased 
presence of co-morbid conditions among patients 
with osteoarthritis increases the complexity of 
managing these patients. Pfizer firmly believe that 
the study sufficiently supports the claims and the 
graphical representation. 
 
Pfizer further argued that the Code of Conduct 
Committee had erred in determining that the 
graphics implied that the use of Celebrex will 
reduce the burden of the co-morbidities.  Pfizer 
argued that this was not raised in the original 
complaint.  Pfizer does not agree that the Celebrex 
material claims that Celebrex has additional 
properties, such as antidepressant or sedative 
properties.  Celebrex can only reduce pain, which 

through pain reduction can reduce the co-
morbidities mentioned.    
 
In addressing the second aspect of its appeal, 
Pfizer noted that Celebrex has an approved 
indication for “the short term treatment of acute 
pain in adults following surgery or musculoskeletal 
and/or soft tissue injury”. The piece contained the 
Minimum Product Information on the back page as 
required by the Code of Conduct. Pfizer contended 
that the Code Committee erred by focusing on the 
graphical comparison with opioids in post-
operative pain, rather than considering the 
approved indications for Celebrex. 
 
Pfizer advised that surgical procedures form part 
of the management of osteoarthritis, with general 
practitioners playing an active role post discharge 
from hospital. Pfizer provided evidence from the 
Australian Institute of Health and Welfare which 
showed that joint replacement procedures have 
risen over the last ten years, with hip 
replacements totalling over 34000 and knee 
replacements at 22400 since 2005. Pfizer noted 
that these figures to do not include other invasive 
treatments, such as arthroscopy, which are 
commonly used in the management of 
osteoarthritis. Pfizer noted that oral opioids are 
routinely prescribed on discharge from hospital. 
On this basis, Pfizer considers it is justified in 
providing information on post-operative pain relief 
in this leave behind. 
 
Pfizer addressed the Code Committee’s finding 
that the graphical representation was misleading 
as it omitted a comparison to morphine. Pfizer 
noted that the study used to support the graph did 
not include data on morphine. The study (Fishman, 
et al 2010), was an independent and well 
respected study. The study did not include a 
comparison to morphine because oral morphine is 
not widely prescribed in Australia, and therefore it 
was not included in the graph. Further, Pfizer 
noted that after the publication of the Celebrex 
leave behind, a subsequent Cochrane review of 
acute pain management also does not include oral 
morphine. As there is no data to support the use 
of oral morphine, to include oral morphine in the 
graph would have been misleading.  
 
Pfizer argued that the sanction imposed by the 
Code Committee was significant in the context of 
the breach found and sought to have it overturned 
by the Appeals Committee. 
 
The Chairman then thanked Pfizer for its 
presentation and the company representatives left 
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the meeting. The Appeals Committee then 
commenced its deliberations.  
 
The Chairman reminded the Appeals Committee 
that its role was to determine if the Code of 
Conduct Committee had erred in any of its 
decisions.  The Appeals Committee’s 
considerations should be confined to the matters 
raised in the complaint, Pfizer’s response to the 
complaint and its appeal.  The Appeals Committee 
may not consider new objections to the material 
subject to the complaint.   
 
The form in which the complaint was made and 
the non-involvement of the complainant in the 
appeals process should not have bearing on its 
decisions.  
 
The Appeals Committee discussed the cover 
graphics of the piece and the relationship between 
osteoarthritis and the listed co-morbidities. The 
Appeals Committee agreed that a general 
practitioner audience would be familiar with the 
term co-morbidities as it relates to osteoarthritis. 
Further, the Appeals Committee agreed that a 
general practitioner would consider a patient as a 
whole, rather than just their osteoarthritis, and 
therefore it agreed that providing information on 
co-morbidities was valid. However, a majority of 
the Appeals Committee agreed that the graphic 
and text do imply there is causation between 
osteoarthritis and the listed co-morbidities. 
 
A majority of the Appeals Committee were of the 
opinion that the message communicated from 
reading the piece is that there is a causal 
relationship between osteoarthritis and the co-
morbidities and treatment with Celebrex will 
reduce the effects of all the co-morbidities rather 
than treating the pain of osteoarthritis alone. This 
inference is not supported by the data used to 
substantiate the claim. Other members were of 
the opinion that the message conveyed was, at 
most, ambiguous. 
 
The Appeals Committee noted that general 
practitioners would be aware that chronic pain 
may impact the presentation of many of the co-
morbidities, and that it is intuitive that treating the 
pain associated with osteoarthritis may assist in 
the treatment of the co-morbidities, but this is not 
proven. However, the Appeals Committee agreed 
that the data is insufficient to support this claim, 
as it only shows that Celebrex reduces the pain of 
osteoarthritis and does not include data on the 
impact of Celebrex on the co-morbidities. Further, 
a majority of the Appeals Committee agreed that 
there is a risk that this piece could influence a GP 

to think that by prescribing Celebrex for 
osteoarthritis they will also treat a patient’s 
depression.  
 
The Appeals Committee agreed by majority that 
the cover graphic misrepresents the association 
between osteoarthritis and the co-morbidities and 
therefore misrepresents the effect Celebrex might 
have on them. Therefore the Appeals Committee 
agreed by majority decision that the finding of a 
breach of Section 1.3 by the Code of Conduct 
Committee should be confirmed.  
 
The Appeals Committee discussed the comparison 
to opioids in pain management of post-operative 
pain, identified as Issue 3 in the Code of Conduct 
Committee’s findings. The Appeals Committee 
agreed with the Code of Conduct Committee that 
the association between the first two pages of the 
piece, which focus on osteoarthritis, and the third 
page which refers to post-operative pain 
management was somewhat confusing. The 
Appeals Committee noted that in its appeal 
presentation Pfizer had presented data on the 
number and types of invasive treatment options in 
osteoarthritis, but the claim and graph was not 
confined to these surgical interventions.  The 
Appeals Committee noted that the indication for 
post-operative pain relief for Celebrex was not 
confined to osteoarthritis patients. 
 
The Appeals Committee agreed that the graph was 
an accurate representation of the study data. The 
Appeals Committee further agreed with Pfizer’s 
argument that the use of oral morphine was not 
common in Australia, nor was data on oral 
morphine contained in the study on which the 
graph was based. The Appeals Committee agreed 
that the inclusion of oral morphine in the graph 
would have been misleading.  
 
The Appeals Committee agreed that the graph and 
claims associated with post-operative pain relief 
were not misleading or inaccurate and could be 
substantiated.  The Appeals Committee agreed 
unanimously to reverse the decision of the Code of 
Conduct Committee and upheld the appeal on this 
issue. 
 
Before discussing sanctions for this matter, the 
Appeals Committee discussed the nature of the 
complaint and the form in which it had been 
submitted to Medicines Australia. The Appeals 
Committee agreed that the limited information 
contained in the complaint left the issues open to 
interpretation, which ultimately required the 
commitment of considerable resources by the 
Medicines Australia Secretariat, the Code and 
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Appeals Committees, and the Subject Company in 
order to respond to the complaint. The Appeals 
Committee agreed that clearer explanation and 
reasoning in the complaint may have mitigated the 
extent of the response required. The Appeals 
Committee agreed, however, that the complainant 
had the right to submit the complaint. 
 
The Appeals Committee suggested that the 
Medicines Australia Secretariat develop a 
procedure that ensures that complainants identify 
sections of the Code of Conduct that they allege 
have been breached and that more information is 
sought from a complainant if required to clarify 
the complaint before initiating the complaint 
process.  This procedure could include obtaining 
the advice of one or more members of the Panel of 
Chairs.  The Appeals Committee also suggested 
that the Secretariat consider making it mandatory 
for the Independent Facilitator to provide 
assistance to a non-industry complainant to 
formulate their complaint in a manner that is clear 
for the Subject Company.  
 
Sanction 
The Appeals Committee determined by unanimous 
decision that in upholding the appeal on one issue 
and confirming the Code Committee’s decision on 
the other issue, the level of sanction should be 
decreased. The Appeals Committee agreed that 
the breach remained moderate because the 
conduct did not have any safety implications for 
patients and but may have an effect on how the 
medical profession will prescribe the product. 
 
The Committee agreed by unanimous decision 
that: 

 the material in its current form must be 
withdrawn 

 the graphical representations and claims found 
in breach must not be used in the same or 
similar form in any future materials 

 the fine of $85,000 imposed by the Code of 
Conduct Committee be reduced to $35,000 

 
The Committee also unanimously agreed to refund 
50% of the $20,000 appeal bond paid by Pfizer. 
 
 
 
 
 
 
 
 

PREVENAR 13 PROMOTIONAL 
MATERIALS – 1088 
 
Subject Company: Pfizer Australia Pty Ltd 
 
Complainant: GlaxoSmithKline Australia Pty Ltd 
 
Product: Prevenar 13 
 
Complaint 
GlaxoSmithKline (GSK) alleged that two leave 
behinds for Prevenar 13 contained an 
unsubstantiated claim relating to “broadest 
possible protection”. Specifically, GSK argued that 
there is no head-to-head clinical efficacy or 
effectiveness data available that compares the 
extent of protection offered with Prevenar 13 
versus Synflorix.  
 
GSK advised a number of issues were resolved 
during intercompany dialogue, however the 
companies could not achieve resolution on the 
“broadest possible protection” claim due to 
differences of opinion on whether the claim was 
comparative, could be adequately substantiated 
and the definition of “protection”. 
 
Sections of the Code 
These claims were alleged to be in breach of the 
following Sections of Edition 16 of the Code: 

 1.1 Responsibility 

 1.2.2 Level of substantiating data 

 1.3 False and misleading claims 

 1.5 Unqualified superlatives 

 1.7 Comparative statements 
 
Response  
Pfizer denied that the claim used in these 
materials was in breach of the Code. Pfizer 
maintained that the materials contained 
information that is balanced, accurate and fully 
supported by the Product Information. Pfizer 
contended that the claim could be adequately 
substantiated and would not mislead healthcare 
professionals.  Pfizer argued that the term 
“protection” is consistent with the Product 
Information and with established medical 
principles. 
 
Code Committee decision 
The Committee unanimously determined that the 
materials were in breach of Sections 1.1, 1.2.2, 1.3, 
1.5 and 1.7 of the Code of Conduct. 
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Sanction 
The Committee agreed by unanimous decision that 
this was a minor breach of the Code and imposed 
the following sanctions: 

 Cease using the claim “...the broadest 
protection available from a pneumococcal 
conjugate vaccine”  

 Cease circulation of the materials found in 
breach 

 Pay a fine of $10,000 
 
Consideration of the complaint 
The Committee noted the complaint from GSK 
centered on the use of four claims: 

 “Help protect the spark of life with the 
broadest protection available from a 
pneumococcal conjugate vaccine”  

 “Active recall of all children who have been 
immunised with Prevenar can help give your 
young patients the broadest protection 
available from a pneumococcal conjugate 
vaccine 

 “...help ensure your young patients have the 
broadest protection available from a 
pneumococcal conjugate vaccine” 

 “ACT NOW. Help give your young patients the 
broadest protection from a pneumococcal 
conjugate vaccine” 

 
The Committee noted that all four claims included 
the words “...broadest possible protection from a 
pneumococcal conjugate vaccine” and that this 
claim is disputed by GSK. 
 
The Committee discussed the use of the words 
“broadest protection” in the context of the claim 
for a pneumococcal vaccine. The Committee noted 
that Prevenar 13 provides coverage for 13 
pneumococcal serotypes, whereas GSK’s product 
Synflorix covers 10 pneumococcal serotypes. The 
Committee agreed that whilst Prevenar 13 
provides coverage against a greater number of 
pneumococcal serotypes, there is insufficient data 
to demonstrate that the additional pneumococcal 
serotypes provide any greater protection against 
invasive pneumococcal disease. Specifically, the 
Committee noted that there is currently no clinical 
evidence that the inclusion of additional serotypes 
provides greater clinical protection.  The 
Committee considered that the claim “broadest 
protection available from a pneumococcal 
conjugate vaccine” was a clinical claim and not 
merely a serological claim.  
 
The Committee noted that in its response to the 
complaint Pfizer had accepted that the claim was 
comparative; however Pfizer had argued that the 
comparison was between Prevenar 13 and 

Prevenar 7 and not with Synflorix. The Committee 
noted, however, that Pfizer had referenced the 
Product Information for Synflorix against the claim 
subject to complaint in the materials. The 
Committee considered that this would lead a 
reader to understand the comparison to include 
Synflorix and not just Prevenar 7. 
 
The Committee discussed the use of “broadest” 
and agreed that the term in this context was a 
superlative that required qualification. The 
Committee also agreed that the use of “broadest” 
in conjunction with “protection” implied a superior 
clinical efficacy for Prevenar 13 which is not able 
to be substantiated by clinical evidence.  The claim 
was not correct and could not be substantiated 
and was therefore misleading. 
 
The Committee agreed unanimously that the claim 
“broadest possible protection available for a 
pneumococcal vaccine” was in breach of Sections 
1.1, 1.2.2, 1.3, 1.5 and 1.7 of the Code of Conduct.  
 
The Committee noted that in its response, Pfizer 
had asserted that GSK’s complaint to Medicines 
Australia was vexatious on a number of grounds. 
The Committee agreed that as the claim in several 
items was found in breach of the Code, GSK were 
justified in bringing the complaint.  
 
Sanction 
The Committee reviewed the definitions of severe, 
moderate and minor breaches of the Code. It 
agreed by unanimous decision that the activity 
constituted a minor breach of the Code of Conduct 
because the conduct did not have any safety 
implications for patients and would not have an 
effect on how the medical profession will prescribe 
the product.  
 
The Committee agreed by unanimous decision that 
Pfizer must: 

 Cease using the claim “broadest possible 
protection available for a pneumococcal 
vaccine” and not use the claim again in the 
same or similar form.  

 Cease circulation of the materials found in 
breach. 

 Pay a fine of $10,000. 
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VYTORIN PROMOTIONAL MATERIALS - 
1089 
 
Subject Company: Merck Sharp and Dohme (Aust) 

Pty Ltd 
 
Complainant: AstraZeneca 
 
Product: Vytorin 
 
Complaint  
AstraZeneca alleged that MSD has been engaged 
in promotional activities to increase clinician 
awareness of an unapproved indication for Vytorin 
with the intent of encouraging off-label use. The 
two advertisements subject to this complaint refer 
to the SHARP study, which was conducted in 
patients with Chronic Kidney Disease.  AstraZeneca 
argued that the claim “Now with patient outcomes 
data” constituted promotion of Vytorin for the 
reduction of cardiovascular events, which is not an 
approved indication for Vytorin.   
 
AstraZeneca noted that the SHARP study is 
referred to in the clinical trials section of the 
Product Information for Vytorin, but alleged that 
the SHARP study has been used in a promotional 
manner that is inconsistent with the indicated 
population for the product.  AstraZeneca alleged 
that MSD GP Sales Representatives had been 
promoting Vytorin for the reduction of 
cardiovascular events using the SHARP study.  
 
Sections of the Code 
The claim and promotional activities were alleged 
to be in breach of the following Sections of Edition 
16 of the Code: 

 1.1 Responsibility 

 1.3.1 Unapproved products and indications 
 
Response  
MSD rejected that it had promoted an off-label 
indication for Vytorin. MSD contended that sharing 
the SHARP data with healthcare professionals 
reinforces their efforts to lower LDL-C in 
cardiovascular patients. MSD stated that the 
SHARP study is a high quality study that had been 
evaluated by the TGA and included in the Vytorin 
Product Information.  MSD further argued that the 
promotional claims used in the advertisements are 
fully supported by the Product Information for 
Vytorin. 
 
Code Committee decision 
The Committee unanimously determined that the 
claim “Now with outcomes data” was in breach of 
Section 1.1 of the Code of Conduct. The 

Committee determined by majority decision that 
there had been no breach of Section 1.3.1 of the 
Code of Conduct. 
 
Sanction 
The Committee agreed by unanimous decision that 
this was a moderate breach of the Code and 
imposed the following sanctions: 

 Cease using the claim “Now with patient 
outcomes data” in promotion of Vytorin 

 Pay a fine of $125,000 

 Distribute a corrective letter to the 
healthcare professionals who are subscribers 
to the Australian Doctor and Medicine Today 
journals where the advertisements were 
published, as well as to all healthcare 
professionals who had been detailed by an 
MSD sales representative using the claim 
found in breach of the Code. 

 
Consideration of the complaint 
The Committee noted the complaint from 
AstraZeneca centred on the use of data from the 
“Study of Heart and Renal Protection” by Baigent C 
et al., published in The Lancet in 2011 (the SHARP 
Study), which is the reference supporting the claim 
“Now with patient outcomes data”.  The 
Committee further noted that a number of issues 
had been resolved during intercompany dialogue, 
including the complaint that two specific 
advertisements were in breach of the Code.  
However, two issues relating to MSD’s promotion 
using the SHARP study had not been resolved. 
 
The Committee noted that the SHARP Study is 
extensively referenced in the Clinical Trials section 
of the Vytorin Product Information. The 
Committee accepted that the SHARP Study was a 
well-designed, multi-national, randomised, 
double-blind trial in more than 9,000 patients, 
with follow up for at least four years. Trial 
participants all had advanced chronic kidney 
disease (CKD) and were randomised to receive 
ezetimibe 10mg plus simvastatin 20mg daily or 
simvastatin 20mg alone or placebo.  The primary 
endpoint was major atherosclerotic events, 
defined as the combination of non-fatal, 
myocardial infarction, coronary death, non-
haemorrhagic stroke or any arterial 
revascularisation procedure.  
 
The Committee discussed at length whether 
information contained in the Clinical Trial section 
of an approved Product Information document can 
be discussed with healthcare professionals, and 
whether doing so would be promotional or could 
be done in a manner which was educational or 
informational. Further, the Committee discussed 
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whether the proactive communication of such 
information may then constitute promotion of an 
unapproved indication. 
 
The Committee agreed that, when used 
appropriately, data from the Clinical Trials section 
can be used to provide educational messages to 
healthcare professionals.  However, the fact that 
information is included in the Product Information 
does not necessarily mean that its provision to 
healthcare professionals will not be in breach of 
the Code, such as where a claim is based on that 
information and it is not consistent with the 
approved indications, this could be considered 
promotion of an unapproved indication.  The 
Committee agreed that companies have the 
responsibility to update their Product Information 
documents through application to the TGA to 
reflect new data and emerging evidence. 
 
The Committee considered that in the two Vytorin 
advertisements, which had given rise to the 
dispute between the companies, the claim “Now 
with patient outcomes data” implied that the 
outcomes data from the SHARP Study were 
applicable to all patients who met the indications 
for Vytorin, which is not correct.  The outcome 
data from the SHARP Study is only applicable to 
the study population - people with chronic kidney 
disease - and cannot be generalised to all patients 
with hypercholesterolemia.   The Committee noted 
that hyperlipidemia was not an entry criteria for 
the SHARP Study, although it was also noted that 
the baseline mean LDL-C exceeded current best-
practice treatment targets for high-risk patients 
(<2.0mmol/l) The entire study population may 
therefore not have aligned with the approved 
indications for Vytorin.  
 
The Committee agreed that although there was a 
qualifying statement associated with the claim, 
which stated the outcomes and primary endpoint 
of the SHARP Study, this did not limit the 
outcomes data claim to CKD patients.  It was not 
clear to a reader that the outcomes data was only 
in the CKD patient group.  Although the “Now with 
outcomes data” claim was not immediately below 
the reduction in LDL-C claims, it was in the same 
visual frame and therefore would be linked with 
the cholesterol lowering claims.  The Committee 
was unanimously of the view that the claim “Now 
with outcomes data” as used in the 
advertisements would have amounted to a breach 
of section 1.1 of the Code because the manner in 
which the SHARP Study was used in the Vytorin 
promotional pieces through the claim “Now with 
outcomes data” was not balanced or fully 
supported by the Vytorin Product Information. 

Against this backdrop, the Committee considered 
what was the substantive issue before it, which 
related to the ongoing use of the SHARP Study by 
MSD and the claim “Now with patient outcomes 
data”. 
 
The Committee noted that AstraZeneca had 
alleged that MSD was utilising the outcomes data 
claim in a broader promotional campaign for 
Vytorin and had submitted selected IMS GP 
Promotional Monitor extracts to support this.  The 
Committee did not find the IMS Monitor extracts 
particularly persuasive as evidence of what had 
been said by MSD representatives.  However, the 
Committee accepted that the SHARP outcomes 
data claim for Vytorin used in the print 
advertisement was likely to have been used by 
medical representatives when detailing GPs and 
specialists, and noted that the MSD position was 
that it considered it could make similar claims on 
an ongoing basis.  
 
The Committee considered that the use of the 
claim “Now with patient outcomes data” is not in 
accordance with Section 1.1, as it uses the SHARP 
Study in a manner that over-steps its proper 
usage, and generalises and links its outcomes to a 
broader patient population.  The qualification and 
context of the patient population of the SHARP 
Study is a necessary part of any statement about 
its outcomes, and is not achieved by merely foot-
noting such aspects.  Accordingly, such claim 
should not be used. 
 
The Committee then discussed at length whether 
the use of the “Now with outcomes data” claim 
was in breach of Section 1.3.1 of the Code - 
unapproved products and indications.  Some 
Committee members considered that use of the 
“Now with outcomes data” claim in association 
with the “statin-reduced LDL-C” and “LDL-C 
reductions through dual inhibition” claims implied 
that Vytorin was indicated for reducing 
cardiovascular outcomes.  As highlighted by the 
submissions made by both companies, this 
complaint raised some issues of significance;  first 
as to what sort of messaging might amount to 
promotion, and second as to whether if such 
messaging could be promotional, whether it was in 
this case.  The majority of the Committee did not 
consider that on the material before it the use of 
the outcomes data claim was promoting Vytorin 
for the reduction of cardiovascular or 
atherosclerotic events, either generally or in the 
population the subject of the SHARP Study.   
 
The Committee considered the first issue, and 
noted the tension between the desire (and the 
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need) to communicate information about a 
product to medical professionals, but where such 
information might relate to an unapproved 
indication, to do so in a manner which could not 
be regarded as promotional.  As revealed in the 
MSD response, a tension which was not made 
lesser where the information was included in the 
Product Information.  The submissions made 
highlighted in the Committee’s view that where 
information is being proactively communicated to 
healthcare professionals, as opposed to provided 
in response to requests, that such dialogs provide 
a promotional context and that companies must 
therefore be very careful with the relevant 
messages. 
 
In relation to the second issue, the majority view 
of the Committee was that the use of the SHARP 
Study outcomes data as demonstrated in the 
material before it, was not use in a manner that 
implied Vytorin was indicated for the patient 
population the subject of the SHARP Study and 
accordingly did not constitute off-label promotion 
of Vytorin.  The Committee determined by 
majority decision that the conduct was not in 
breach of Section 1.3.1 of the Code.  
 
One Committee member raised a concern 
regarding the issues that had been resolved during 
intercompany dialogue and the possibility that the 
Code requirement for intercompany dialogue 
could be used as a way to obfuscate a company’s 
responsibility to comply with the Code.  The 
Committee member was concerned that the 
relevant Vytorin advertisements were in breach of 
the Code, but the Committee did not have the 
opportunity to adjudicate on the advertisements 
in their entirety as many of the breaches had been 
resolved during the intercompany dialogue 
process. The Committee member was strongly of 
the view that if the alleged breaches in their 
entirety had been considered by the Committee, 
the breach and sanctions may have been more 
significant, and it was undesirable that clear 
breaches of the Code go unsanctioned.  The 
Committee unanimously agreed that the 
intercompany dialogue provisions are valuable, 
however it was suggested that Medicines Australia 
consider refinements to the process during the 
next review of the Code of Conduct to ensure that 
the process is not used to avoid penalties imposed 
by the Code.  
 
Sanction 
The Committee reviewed the definitions of severe, 
moderate and minor breaches of the Code. It 
agreed by unanimous decision that the 
complained of claims in respect of Vytorin 

constituted a moderate breach of the Code of 
Conduct as the conduct did not have any safety 
implications for patients, but may have an effect 
on how the medical profession will prescribe the 
product, and may continue to do so if not 
addressed.    
 
The Committee agreed by unanimous decision that 
MSD must: 

 Cease using the claim “Now with outcomes 
data” and not use the claim again in the same 
or similar form.  

 Pay a fine of $125,000. 

 Distribute a corrective letter to the 
healthcare professionals who are subscribers 
to The Australian Doctor and Medicine Today 
journals, where the Vytorin advertisements 
were published, as well as to all healthcare 
professionals who had been detailed by an 
MSD sales representative using the claim 
found in breach of the Code. 

 
 

CLEAR OUT CHOLESTEROL CAMPAIGN – 
1090  
 
Subject Company: AstraZeneca Pty Ltd 
 
Complainant: Healthcare professional via the TGA 
 
Product:  N/A 
 
Complaint  
Dr Peter Horsfall lodged a complaint to the 
Therapeutic Goods Administration (TGA) regarding 
activities conducted by AstraZeneca. The TGA had 
assisted Dr Horsfall in formulating the complaint 
before referring it to Medicines Australia for 
adjudication.  
 
Dr Horsfall alleged that AstraZeneca had 
conducted an inappropriate disease education 
activity that had consequences in terms of 
influencing prescribing patterns for statins in the 
Australian community.  The campaign included a 
television advertisement with the message “clear 
out cholesterol – go back to your doctor”.  The 
advertisement featured a former Special Forces 
diver. 
 
Sections of the Code 
The television advertisement was alleged to be in 
breach of the following Sections of Edition 16 of 
the Code: 

 12.7 Disease education activities in any media 
 Section 12.7.2 
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 Section 12.7.3 
 Section 12.7.4 
 Section 12.7.6 

 
Response  
AstraZeneca disagreed that the Clear Out 
Cholesterol campaign breached the Code of 
Conduct. AstraZeneca contended that the 
campaign was designed to build disease awareness 
in a target group of high cardiovascular risk 
patients who have ceased taking their prescribed 
cholesterol-lowering therapy. The purpose of the 
campaign was to address a quality use of 
medicines issue in patients already prescribed a 
lipid-lowering therapy by a doctor.  
 
AstraZeneca argued that the campaign was in line 
with the Australian guidelines for primary and 
secondary prevention of cardiovascular disease, 
and the health messages provided by health 
consumer organisations such as the National Heart 
Foundation and the National Stroke Foundation of 
Australia. 
 
Code Committee decision 
The Committee agreed unanimously that Section 
12.7.2 did not apply to this complaint and 
therefore did not make a ruling on this Section. 
The Committee agreed by majority decision that 
there was no breach of Sections 12.7.3, 12.7.4 or 
12.7.6. 
 
Sanction 
As no breach was found, no sanction was imposed 
by the Committee. 
 
Consideration of the complaint 
The Chairman advised the Committee that the 
complaint was initially made to the Therapeutic 
Goods Administration (TGA), and was forwarded 
to Medicines Australia following consultation with 
the healthcare professional complainant. The 
Committee noted that in its communication with 
the complainant the TGA had identified sections of 
the Code of Conduct that had potentially been 
breached. 
 
The Committee discussed the media and 
regulatory environment at the time the campaign 
was initiated. The Food and Drug Administration 
(FDA) in the United States of America had issued a 
safety communication relating to all statins. This 
communication received extensive coverage in 
Australian media, prompting an escalation in 
adverse event reporting related to statins. The 
Committee acknowledged that AZ and other 
companies producing products in the same class 
had contacted healthcare professionals regarding 

this safety communication. The Committee also 
noted that several key stakeholders had released 
communications urging patients to continue statin 
therapy unless otherwise advised by their 
healthcare professional.  
 
The Committee discussed the content of the FDA 
safety communication and noted that it advised a 
potential worsening of diabetes, and cognitive 
issues. The FDA communication also noted that 
the cognitive changes associated with statin use 
were not common and did not lead to a clinically 
significant cognitive decline.  
 
The Committee accepted that statin use in 
Australia is high. The Committee also 
acknowledged that coverage in the Australian 
media of the FDA communication was intense, and 
was followed by a marked drop-off in statin use. 
The Committee agreed that the general public 
should be made aware of the safety concerns.  
 
The Committee noted that the AstraZeneca ‘Clear 
Out Cholesterol’ campaign did not mention any 
specific product or therapeutic class, but referred 
to “cholesterol-lowering medication”. The 
Committee agreed that the key message of the 
campaign was for patients who had been 
prescribed a cholesterol-lowering medication, but 
had ceased taking it, to consult their healthcare 
professional.  It was noted that at the top of the 
patient questionnaire it was stated “If you stopped 
...”. 
 
The Committee considered the imagery used in 
the campaign. The Committee noted that the 
campaign used the consistent image of a scuba 
diver, identified as David Apps a former Australian 
and British Special Forces officer. One Committee 
member was of the opinion that the imagery was 
potentially misleading as it could lead patients to 
believe that if they took their cholesterol-lowering 
medicine, in spite of having a high risk of heart 
attack or stroke, they could be qualified or re-
certified to scuba dive. The Committee member 
noted that cardiovascular risk could exclude a 
person from achieving that qualification.  Further, 
the Committee member felt that the materials 
were alarmist and sensationalist.  
 
The Committee agreed that the title of the 
campaign – ‘clear out cholesterol’, and specifically 
the use of this wording in the associated website 
URL, potentially could be misleading. The 
Committee agreed that the use of “clear out” 
could suggest that treatment will reduce or ‘clear 
out’ plaque build-up in arteries, which is not the 
case.  Cholesterol-lowering treatments have been 



 

Medicines Australia Code of Conduct Annual Report 2012 – 2013 49 

shown to stabilise plaque but not to reduce or 
clear it.  The Committee noted that the campaign 
materials referred to exercise and diet in addition 
to use of medication.  The Committee agreed by 
majority that overall the messages and 
information contained in the materials and 
television advertisement were sufficiently 
balanced.   
 
The Committee noted that the call to action in the 
campaign was directing patients who had ceased 
taking their cholesterol-lowering medication to 
return to their healthcare professional. The patient 
group targeted by the campaign had already been 
diagnosed by their healthcare professional as 
being at high enough risk to require cholesterol-
lowering therapy.  
 
The Committee discussed the method chosen by 
AstraZeneca to target this group. Some Committee 
members were concerned that by conducting a 
wide-ranging campaign, AstraZeneca was 
potentially encouraging members of the general 
public who were not taking a cholesterol-lowering 
medicine to see their healthcare professional and 
ask for a prescription. These Committee members 
felt that a campaign initiated through healthcare 
professionals would have been preferred. 
However, the Committee agreed that this would 
be a more difficult strategy to deliver as the target 
group are unlikely to present to their healthcare 
professional.  
 
The Committee agreed that this type of 
communication does not necessarily fall under the 
Code as a disease education campaign. The Code 
refers specifically to communication of educational 
messages that relate to a disease, and that such 
education activities must encompass all aspects of 
the disease. The AstraZeneca communication 
campaign addresses a specific target audience 
within a disease state, rather than a disease state 
as a whole. The Committee agreed that whilst 
some people may be misled in some way by the 
campaign, they are referred back to a healthcare 
professional who then makes the prescribing 
decision.  
 
In discussing whether any breach had occurred, 
the Committee referred to the sections of the 
Code. The Committee noted that section 12.7.2 of 
Edition 16 of the Code states “a disease education 
activity may make reference to the availability of 
different treatment options… but this should not be 
of such a nature than individual would be 
encouraged to seek a prescription for a 
prescription only product”. The Committee agreed 
that in the context of the ‘Clear Out Cholesterol’ 

campaign, Section 12.7.2 did not apply as the 
campaign was not about a disease state, but 
targeting a specific patient population who had 
been prescribed a class of medicine and had 
stopped taking it. Therefore the Committee agreed 
unanimously that Section 12.7.2 was not 
appropriately applicable to the campaign subject 
to complaint. 
 
Section 12.7.3 states “The emphasis of the disease 
education activity should be on the condition and 
its recognition rather than on the treatment 
options.  The appropriate treatment for an 
individual patient is for the healthcare professional 
to decide in consultation with the patient.”   Some 
Committee members considered that, similarly to 
Section 12.7.2, this section did not apply to the 
activity subject to complaint.  However, other 
members noted that the campaign materials 
stated that “there are different cholesterol-
lowering medications available” and directed 
patients to talk to their doctor. Therefore, the 
Committee determined by majority decision that 
there was no breach of Section 12.7.3. 
 
The Committee discussed Section 12.7.4, with 
particular reference to the requirement that a 
disease awareness activity must not be alarmist.  
As previously noted, one Committee member was 
of the opinion that the campaign was alarmist.  
However, other Committee members accepted 
that there is some need for dramatisation in this 
sort of communication in order to convince 
patients to respond to the call to action.  It was 
noted that the consequences of high cholesterol 
resulting in cardiovascular mortality and stroke are 
significant public health issues.  The Committee 
determined by majority decision that there was no 
breach of Section 12.7.4.  
 
In considering Section 12.7.6, one Committee 
member considered that it was not sufficiently 
clear to a member of the general public that the 
diver passing through a narrow passage and 
pushing rocks out of the way was a visual analogy, 
and therefore was misleading as to the effect of 
cholesterol-lowering medicines.  The member also 
considered the advertisement was misleading with 
regard to suggesting that people at risk of heart 
attack or stroke could go scuba diving if they were 
taking a cholesterol-lowering medication. The 
Committee noted that the “clear out cholesterol” 
message and tagline and the visual analogy of the 
diver could potentially be misleading and 
reiterated the recommendation that these be 
reviewed.   However, a majority of the Committee 
agreed that on balance the television 
advertisement and other materials conveyed the 
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message to return to see your healthcare 
professional if you have stopped taking a 
prescribed cholesterol-lowering medication.  The 
Committee agreed by majority decision that the 
advertisement and materials did not breach 
section 12.7.6. 
 
The Committee noted that the Sections relevant to 
the complaint had been identified by the TGA in its 
communication with the complainant.  One 
Committee member expressed concern that the 
Committee was not provided with the 
complainant’s original complaint, only the TGA’s 
interpretation of the issues and relevant Sections 
of the Code and an email from the complainant in 
response to the TGA.  The Committee considered 
that this type of campaign might have been 
considered under other sections of the Code. The 
Committee noted that the use of the Independent 
Facilitator as provided by Medicines Australia 
might have resulted in a differently formulated 
complaint encompassing other Code provisions.  
 
Sanction 
As no breach was found, no sanctions were 
imposed by the Committee. 
 
 

EYLEA PROMOTIONAL MATERIAL – 1092  
 
Subject Company: Bayer Australia Limited 
 
Complainant: Novartis Pharmaceuticals Australia 

Pty Ltd 
 
Product: Eylea 
 
Complaint 
Novartis alleged that Eylea promotional materials 
displayed by Bayer at the RANZCO Queensland 
state branch meeting in August 2012 were in 
breach of the Code. Novartis alleged that the claim 
“Eylea helps you and your patients with fewer 
injections” was misleading because it did not 
reflect the full body of evidence was a hanging 
comparative and could not be adequately 
substantiated. 
 
Sections of the Code 
The claim was alleged to be in breach of the 
following Sections of Edition 16 of the Code: 

 1.2.2 Level of Substantiating Data 

 1.3 False or misleading claims 

 1.7 Comparative statements 
 
 

Response  
Bayer denied that the Eylea material was in breach 
of the Code. Bayer argued that the claim is 
appropriately referenced, was true in all respects 
and did not breach the Code of Conduct.  
 
Bayer alleged that Novartis’ complaint was 
frivolous and vexatious and therefore in breach of 
Section 23 of the Code. 
 
Code Committee decision 
The Committee agreed by majority decisions that 
the material in question did not breach Sections 
1.2.2, 1.3 and 1.7 of Edition 16 of the Code of 
Conduct. The Committee also agreed by 
unanimous decision that the allegation of a breach 
of Section 23 of the Code had not been adequately 
made out and therefore should not be referred to 
Novartis. 
 
Sanction 
As no breach was found, no sanction was imposed 
by the Committee. 
 
Consideration of the complaint 
The Chairman advised the Committee that in 
parallel to submitting a complaint under the 
Medicines Australia Code of Conduct, Novartis had 
commenced proceedings in the Federal Court 
against Bayer regarding the same claim and 
product. The Chairman noted that this matter had 
not been heard by the Federal Court at the time of 
this meeting, and advised that it was not an issue 
that should distract this Committee from 
deliberating on the complaint. The Chairman 
advised the Committee that he was satisfied that 
the Committee should proceed in its normal 
manner to consider this complaint.  
 
The observer from the Therapeutic Goods 
Administration advised the Committee that the 
Complaints Resolution Panel (CRP), which deals 
with complaints about therapeutic goods 
advertisements directed to consumers, is able to 
take a similar approach. The CRP has the flexibility 
to proceed to hearing a complaint where court 
proceedings have commenced in relation to the 
same substantive issues after taking certain 
matters into account. 
 
The Committee noted that the Eylea (1092) 
complaint centered on the claim:  

“Eylea helps you and your  
patients with fewer injections 

when used according to the approved 
dosage compared to monthly ranibizumab”, 
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which appeared at a trade display at the RANZCO 
Queensland state branch meeting held on 3-4 
August 2012. The Committee acknowledged that 
the original complaint contained six issues, one of 
which had been resolved during intercompany 
dialogue. The remaining five issues had been 
submitted to Medicines Australia in the complaint 
for adjudication.  
 
Complaint 1 – the claim was not referenced and 
the qualifying statement had not been linked to 
the claim with an asterisk or similar device  
 
The Committee discussed whether the statement 
should be read as a claim and a qualifying 
statement (i.e. “Eylea helps you and your patients 
with fewer injections” to be read as the claim, with 
“when used according…” to be read as the 
qualifying statement) or whether it should be read 
altogether as a single claim. A number of 
Committee members felt that the use of different 
font size, colour and style for the two parts of the 
statement indicated to the reader that these were 
separate statements – a claim and a qualifier. 
Further, these members felt that the inclusion of 
an asterisk that linked the two statements would 
have satisfied the obligations set out under Section 
1.3 of the Code. Therefore any breach in this 
instance should be determined to be a technical 
breach. The remaining Committee members felt 
that regardless of the different font size, colour 
and style for the two parts, this statement was 
grammatically and functionally a single claim 
which had been appropriately referenced and did 
not require an asterisk linking the two parts 
because they appeared together.  
 
The Committee noted that during intercompany 
dialogue Bayer had agreed to alter the statement 
to ensure that the whole statement was in the 
same font type, colour and size, and had provided 
the Committee with the modified materials as part 
of its response. The Committee noted that whilst 
the complaint related to the original material, it 
had the discretion to view the revised material 
assist it in the interpretation of the original 
material. The Committee, however, noted that the 
revised material was not subject to complaint.  
 
The Committee received advice from the 
Medicines Australia Secretariat on the inclusion of 
the requirements in the Code regarding qualifying 
statements. The Secretariat noted that the 
requirements were included to avoid qualifying 
statements being hidden in the small print at the 
bottom of a promotional piece, or not included at 
all. The Secretariat advised that the intention of 
the requirement for an asterisk is to ensure that a 

reader may easily identify a claim and any 
associated qualifying statement, particularly where 
there might be several claims and qualifying 
statements appearing together.   
 
The Committee agreed by majority decision that, 
on balance the statement was not false or 
misleading as a result of the presentations of the 
statement in two parts, whether they would be 
viewed as one statement or two.  The Committee 
also agreed by majority decision that regardless of 
being read as one statement or two, the 
information required to qualify the first statement 
is adjacent to this statement and not buried in the 
small print, despite the lack of asterisk. By majority 
decision the Committee determined that the 
statement was not in breach of Section 1.3 of the 
Code.  The Committee did note however that the 
presentation of the statement in the original 
material was very close to being found in breach of 
the Code. The inclusion of an asterisk linking the 
two parts of the statement, or presenting the 
claim in the same font, colour and style would 
assure unequivocal consistency with Section 1.3 of 
the Code.  
 
Complaint 2 – Claim not supported by body of 
evidence  
The Committee noted that the claim “Eylea helps 
you and your patients…” had been referenced to 
the Product Information documents for Eylea and 
Lucentis. The Committee discussed Novartis’ 
assertion that reference solely to the Product 
Information documents does not take into account 
the full body of evidence, specifically noting the 
studies Aflibercept for Age-related Macular 
Degeneration: A Game-Changer or Quiet Addition 
(Browning et al, 2012) [VIEW-1] and Clinical and 
differential utility of VEGF inhibitors in wet age-
related macular degeneration: focus on aflibercept 
(Stewart, 2012) [VIEW-2]. The Committee noted 
that the VIEW-1 study was accepted for 
publication in April 2012 and was published in 
August 2012, and the VIEW-2 study was published 
in December 2012, with no indication in the study 
when it had been accepted for publication. On the 
basis of this information, the Committee 
determined that only the VIEW-1 study could be 
considered as part of the body of evidence as it 
was the only study published at the time the 
promotional materials had been displayed at the 
August 2012 RANZCO meeting. Notwithstanding 
the timing of publication of the studies, the 
Committee agreed that a single study does not 
constitute sufficient evidence to render the 
Product Information obsolete. 
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The Committee noted that the Product 
Information for Lucentis states that the dose 
regimen may be reduced to one injection every 
three months, with the caveat that there may be 
reduced efficacy. The Committee agreed that the 
approved dose interval for Lucentis would be 
considered to be one injection per month.  It was 
noted that the claim stated that the comparison 
was between the approved dosage for Eylea and 
monthly ranibizumab. 
 
The Committee agreed by unanimous decision that 
the claim had been adequately referenced and 
was not in beach of Section 1.3 of the Code.  
 
Complaint 3 – Hanging comparative  
As the Committee had agreed under Complaint 1 
that the statement “Eylea helps you and your 
patients…” should be interpreted to be, and read 
as, a single statement rather than a claim and 
qualifying statement, the second part of the 
statement makes it clear that the comparator is 
ranibizumab.  The Committee determined by 
unanimous decision that the claim was not a 
hanging comparator and was therefore not in 
breach Section 1.7 of the Code.   
 
Complaint 4 – Unsubstantiated comparative claim   
As the Committee had agreed under Complaint 2 
that the statement was adequately substantiated 
by reference to the Product Information 
documents, it determined that the phrase “helps 
your patients…” was also adequately 
substantiated. The Committee determined by 
unanimous decision that there was no breach of 
Section 1.7 of the Code. 
 
Complaint 5 – Level of substantiating data  
As the Committee had agreed under Complaint 2 
that the statement had been adequately 
substantiated, the Committee determined by 
unanimous decision that there was no breach of 
Section 1.2.2.  
 
Vexatious Complaint 
In its response to the complaint, Bayer had alleged 
that Novartis had been frivolous and vexatious in 
submitting the complaint. Bayer argued that 
Novartis had not communicated to Bayer that the 
changes it had made to the claim did not 
adequately resolve Novartis’ concerns. Bayer 
asked the Committee to find that Novartis should 
be asked to respond to this alleged breach of 
Section 23 of the Code. The Committee considered 
that the complaint was of sufficient substance to 
warrant its submission to Medicines Australia and 
that Novartis had not behaved frivolously or 
vexatiously in referring the complaint.   

Sanction 
As no breach was found, no sanctions were 
imposed by the Committee. 
 
Appeal 
Novartis appealed the decision in respect of 
complaints 1, 2, 4 and 5 on the grounds that the 
Code Committee’s decision contained errors of 
fact and that the Code Committee had failed to 
have regard to relevant materials. Specifically, 
Novartis argued that the Code Committee had 
erred when it incorrectly identified that the 
Stewart 2012 paper had been published after 
Bayer had used the Eylea promotional material 
subject to the complaint.  
 
Appeal Response 
Bayer stated that the Eylea promotional material 
makes claims that are true, properly referenced, 
reflect the body of evidence, fully substantiated, 
and not misleading. Bayer contended that Novartis 
had not identified any error upon which the 
Appeals Committee should set aside any of the 
Code Committee’s decisions on this complaint.  
 
Appeal Committee decision 
The Appeal Committee agreed by unanimous 
decision that the appeal by Novartis was not 
upheld. The Appeal Committee unanimously 
confirmed the decisions made by the Code of 
Conduct Committee on 15 April 2013.  
 
Sanction 
As the Appeal Committee confirmed the finding of 
no breach of the Code it did not impose a sanction. 
The Appeal Committee agreed by unanimous 
decision that as the appeal was not upheld, the 
bond paid by Novartis in lodging this appeal should 
be retained by Medicines Australia. 
 
Consideration of the Appeal 
The Chairman explained the process for 
consideration of an appeal to both the 
Complainant and Subject Companies, noting that 
an appeal is a re-hearing of the original complaint. 
The Appeals Committee must be persuaded that 
the findings of the Code Committee involved an 
error on the basis of which the decisions of the 
Code of Conduct Committee should be set aside or 
varied. The Chairman noted that it would 
constitute lack of procedural fairness if the appeal 
went beyond those matters identified in the 
complaint and appeal submissions because neither 
party would have had the opportunity to respond 
to any such matters. 
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The Chairman then invited Novartis to make its 
presentation to the Appeals Committee. The 
following summarises that presentation: 
 
Novartis noted that both Lucentis and Eylea are 
both indicated to treat wet age-related macular 
degeneration; both are PBS listed and are 
administered by intravitreal injection by 
ophthalmologists. Novartis contended that its 
product, Lucentis, is the only one with a non-fixed 
treatment regimen specified in the approved 
Product Information. 
 
The claim subject to the complaint compares 
monthly ranibizumab (Lucentis) with the approved 
dosage of Eylea.  Novartis contend that Lucentis 
can be injected less often than monthly and is 
being injected on an ‘inject and extend’ basis by 
many ophthalmologists. 
 
Novartis stated that the key issues that the 
Appeals Committee should consider in this matter 
are: 

 In the Product Information for Eylea, as well as 
in the promotional material, Bayer placed most 
weight on injection frequency; 

 Was enough data available at the time of 
publication of the Eylea promotional material, 
whether from clinical use in Australia or clinical 
trial data, to make the promotional material 
misleading; and  

 Does the Bayer material make claims which 
Bayer knew, or ought to have known, were 
misleading by omission of the most current 
data? 

 
Novartis contended that at the time of publishing 
the Eylea materials in August 2012, Bayer would 
have known that: 

 The injection frequency data from the second 
year of the VIEW studies had been published 
by Browning and Stewart; 

 The approved dosage of Lucentis allows it to be 
administered less frequently than monthly, as 
is often done in clinical practice 

By omitting these data, the claims made by Bayer 
in the promotional materials for Eylea are 
therefore misleading.  
 
Novartis discussed the two studies which 
compared aflibercept (Eylea) and ranibizumab 
(Lucentis). These studies, referred to as VIEW 1 
and VIEW 2, were methodologically identical. 
VIEW1 included patients in the US and Canadian, 
and VIEW 2 included patients from South America, 
Europe, Asia and Australia. Both were 96 weeks in 
duration, with 4 treatment arms. The results from 
the first year (to week 52) were used to support 

registration of Eylea. Both studies had the same 
dosing regimen, with the first year being fixed 
schedule dosing, and the second year on “capped 
PRN” dosing; that is they were given injections as 
needed at intervals not exceeding 12 weeks. 
Novartis asserted that the second year data, which 
had been published by Stewart (2012) at the time 
the promotional material were used at the 
RANZCO meeting, showed that there was no 
clinically significant difference in the number of 
injections required between patients receiving 
aflibercept 2mg or ranibizumab 0.5mg. Patients 
receiving Eylea required 4.2 injections and those 
receiving Lucentis 4.7 injections. Novartis argued 
that it is misleading of Bayer to ignore the head to 
head data presented in the second year VIEW 1 
and VIEW 2 studies. 
 
Novartis highlighted to the Appeals Committee 
that in the PBAC Public Summary Document for 
Eylea, that the PBAC “considered it was uncertain 
whether less frequent injections will eventuate 
with aflibercept treatment compared to 
ranibizumab treatment… the DUSC review [shows] 
that ranibizumab is not in fact being administered 
monthly, and it is therefore unlikely patients 
treated with aflibercept would receive fewer 
injections.”  
 
Novartis also asserted that the PBAC document 
showed that the number of injections per patient 
per year is likely to be similar for both products. 
The PBAC document also goes on to say that the 
second year data from the VIEW 1 and VIEW 2 
studies will be informative in this regard, when 
these are available in full.  
 
Novartis concluded its presentation by 
emphasising that the selection of monthly dosage 
for Lucentis is inappropriate as both the PBAC and 
DUSC, as well as clinical practice show that 
Lucentis can be given less frequently than 
monthly. Novartis requested the Appeals 
Committee to find that Bayer failed to take into 
account scientific evidence available at the time of 
publication of the Eylea promotional material, and 
therefore the Eylea material was not current, 
accurate or balanced and therefore was 
misleading.  
 
The Appeals Committee queried Novartis’ 
submission that the Code Committee had erred in 
its assumption that second year VIEW data was 
not published at the time of the promotional 
activity. The Appeals Committee sought 
clarification on when the study was actually 
published. Novartis responded that the outcomes 
were published on 26 July 2012, with the 
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promotional activity taking place on 3 August 
2012. Novartis asserted that Bayer would have 
been aware of these outcomes prior to publication 
and that they should have been taken into 
account. The Appeals Committee countered that a 
publication date does not necessarily reflect the 
exact time that healthcare professionals receive 
the material, for example the publication might be 
available online however a printed version is not 
delivered to subscribers for several weeks.  It 
noted that the claimed publication date of 26 July 
was only 8 days prior to the RANZCO meeting. 
 
The Appeals Committee questioned Novartis on 
the wording in its Product Information for 
Lucentis. The Committee noted that the approved 
dosing is monthly injections, with the possibility of 
three-monthly injections, although this was less 
effective. Novartis agreed that if the dosing 
interval is every 3 months Lucentis is less effective 
than when given monthly.  However it noted that 
more recent studies have shown that dosing less 
frequently than monthly is non-inferior to monthly 
dosing. Novartis contended that whether the 
Lucentis Product Information includes these data is 
not relevant to the discussion. 
 
Novartis closed their appeal presentation by asking 
the Appeals Committee to overturn the decision of 
the Code of Conduct Committee and find Bayer in 
breach of the Code of Conduct. 
 
Bayer representatives then made their response to 
the appeal to the Appeals Committee. 
 
Bayer provided background to the Appeals 
Committee on the two products in this complaint. 
Prior to Eylea being PBS listed on 1 December 
2012, Lucentis was the only treatment for wet-
AMD in Australia with a cost to the PBS in excess 
of $300 million in 2012. As at March 2013, 42% of 
that PBS funded market has been transferred to 
Eylea.  
 
Bayer described the promotional material subject 
to the complaint. Bayer advised that the piece was 
designed to look like an ETDRS eye chart. The 
gradual decrease in font size was to emphasise 
that look stylistically. The colouring was chosen to 
reflect the product branding.  
 
Bayer disputed that the Lucentis Product 
Information is not open for discussion as part of 
this appeal. Bayer contended that it is entitled to 
rely on the approved Product Information, which is 
a legally binding document, as an appropriate 
source of information on Lucentis. Bayer asserted 
that if there is more current clinical data than the 

Product Information dosing instructions, it is 
incumbent on Novartis to update the Product 
Information with appropriate clinical evidence. 
Bayer referred the Appeals Committee to the Code 
of Conduct, specifically Section 1.1 which states 
that “it is fundamental that any claim made must 
be consistent with the Australian Product 
Information Document, irrespective of the source 
on which the claim is based”.  Bayer argued that it 
is not misleading to make a comparison between 
Eylea and Lucentis based on the dosage 
instructions in the Product Information. 
 
Bayer then discussed the VIEW 1 and 2 studies and 
the ability to rely on them as adequate references 
for the promotional claim. Bayer agreed that the 
Code Committee did misunderstand the 
publication date for the year two data from VIEW 
studies (Stewart 2012). However, Bayer contended 
that the second year data has not been published 
in a format that is robust enough to be considered 
as part of the body of evidence. The Stewart 
paper, upon which Novartis is basing its appeal, 
references a media release from April 2013 which 
details some of the second year results. 
Additionally, the Browning et al paper, also 
referenced by Novartis in its appeal, references 
the same media release. Bayer rejected Novartis’ 
assertion that this is sufficient evidence of the 
effectiveness of a different dosing schedule, given 
that the data have not been published in peer-
reviewed journals. Bayer representatives stated 
that to date, they are unaware when the full 
results from the VIEW 2 study will be released as 
this is beyond the company’s control. Until such 
time, Bayer believes it inappropriate to use this 
information as a reference for any promotional 
claims.  
 
Bayer emphasised to the Appeals Committee that 
the Eylea promotional claim only compares dosing 
regimens for the products; not safety or efficacy. 
The dosing claim is only referenced to the Product 
Information for each product, not any other 
clinical study. Bayer again asserted that if the 
Product Information for Lucentis does not 
adequately reflect the dosing regimen, then 
Novartis should apply to the TGA to update it.  
 
Bayer concluded its presentation stating that the 
promotional claim was made in the context of the 
Lucentis Product Information dosage instructions 
which state “Lucentis is given monthly”. Bayer 
stated that the Code of Conduct Committee did 
not make any relevant error which would warrant 
the Appeals Committee overturning the decision.  
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Novartis were then permitted to respond to the 
Bayer presentation and make any closing remarks: 
 
Novartis maintained that Bayer has engaged in 
misleading behaviour by not giving physicians the 
information they are entitled to. Further, Novartis 
contended that Bayer had failed to inform 
physicians that the Lucentis Product Information 
allows for less frequent dosing than monthly.  
 
Novartis requested that the Appeals Committee 
ignore the way the material is presented and focus 
on the fact that the claim does not reflect clinical 
practice and how the Product Information should 
be represented to physicians. Novartis contended 
that Bayer was aware that in clinical practice 
Lucentis required less frequent doses than 
monthly, and therefore should reference this in 
any promotional items.  
 
The Chairman thanked both parties for presenting 
to the Appeals Committee. The Company 
representatives then left the meeting to allow the 
Appeals Committee to deliberate.  
 
The Committee agreed that the opening statement 
of the dosing section of the Lucentis product 
information is clear: Lucentis is given monthly. The 
Committee accepted that this is qualified by the 
following text that states less frequent dosing is 
possible, with some loss of efficacy as a result. The 
Appeals Committee agreed that if any company 
were to make a claim that was substantially 
different from the Product Information, it would 
require a substantial body of evidence to support 
that claim. However, that even if the evidence was 
of a high standard, the Code of Conduct requires 
that it nevertheless must be consistent with the 
Product Information.  
 
The Appeal Committee agreed unanimously that 
the two studies (Stewart and Browning et al) were 
not of sufficient quality to be used as a reference 
for a promotional claim that would be contrary to 
or extend beyond the approved dosage schedule. 
Regardless of the date of publication of the 
Stewart paper highlighted by Novartis in its appeal, 
the Appeals Committee agreed unanimously that 
the Code of Conduct Committee was correct in 
finding that the Eylea claim was not false or 
misleading.  
 
The Appeals Committee accepted that clinical 
practice is evolving all the time.  However until 
such time as sufficient evidence is available and 
submitted to the TGA, companies should be able 
to rely on the current approved Product 
Information.  

The Appeals Committee acknowledged that 
Lucentis might be injected less frequently than 
monthly in some patients.  However it agreed with 
Bayer that the promotional claim in question was 
comparing Eylea dosing frequency with the 
monthly dosing regimen for Lucentis.  The claim 
does not make any comparison with ’PRN’ dosing 
or any unapproved dosing schedule.  The Appeals 
Committee agreed unanimously that Bayer were 
entitled to rely solely on the Lucentis Product 
Information in respect of its dosing regimen, 
rather than the unpublished and un-peer reviewed 
second year data from the VIEW 2 study. The claim 
was correct when based on the Product 
Information for Lucentis and there was no 
obligation on Bayer to go further than that. 
The Appeals Committee agreed unanimously that 
the Code of Conduct Committee had not erred in 
its decision, and that the appeal by Novartis was 
not upheld.   
 
Sanction 
As the Appeals Committee confirmed the finding 
of no breach of the Code it did not impose any 
sanction. The Appeals Committee agreed by 
unanimous decision that as the appeal was not 
upheld, the bond paid by Novartis in lodging this 
appeal should be retained by Medicines Australia. 
 
 

MS EDUCATIONAL BOOKLET – 1093 
 
Subject Company: Biogen Idec Australia Pty Ltd 
 
Complainant:  Novartis Pharmaceuticals Aust Pty 
Ltd 
 
Product:  N/A 
 
Complaint  
Novartis has alleged that the educational booklet 
identified above 

 encouraged patients to seek a prescription for 
a specific prescription product 

 was not current, accurate or balanced 

 was misleading because it gave the impression 
that there are two disease modifying therapies 
(DMT) available in Australia, whereas there is 
only one oral DMT, in particular through a 
comparator table in the booklet 

 implied a comparison between fingolimod and 
Fampyra 

 was misleading in its reference to pre-existing  
conditions that should be taken into account 
when selecting an MS treatment 
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 included a promotional claim through the 
inclusion of the tagline “Biogen Idec – 
committed to the future of MS patients”  

 
Sections of the Code 
The educational booklet was alleged to be in 
breach of the following Sections of Edition 16 of 
the Code: 

 1.2.2 Level of Substantiating Data 

 1.3 False or misleading claims 

 1.7 Comparative statements 

 12.6 Educational information to the general 
public 

 
Response  
Biogen Idec denied that the educational booklet 
was in breach of any section of the Code. 
 
Biogen Idec stated that the educational booklet 
was intended for healthcare professionals to use in 
their discussion with patients but was not 
intended to be given to patients.  It accepted that 
the booklet did not include the required 
mandatory information for an item to be given to 
healthcare professionals. 
 
In relation to the specific alleged breaches of the 
Code, Biogen Idec argued that the booklet: 

 was intended for healthcare professionals 
and therefore Section 12.6 was not breached 

 was not misleading either directly or by 
implication or omission 

 the comparison of products was factual, fair 
and capable of substantiation 

 no one product had been highlighted or 
emphasised over another 

 the inclusion of Biogen Idec’s corporate 
details through the booklet made it clear that 
the company had produced the booklet; the 
use of a tagline is acceptable in an item which 
is intended for a healthcare professional 
audience 

 the inclusion of information on pre-existing 
conditions was intended for the healthcare 
professional to prompt relevant discussion 
with a patient 

 
Biogen Idec further stated that it considered the 
corrective actions demanded by Novartis to be 
unreasonable and disparaging to Biogen Idec. 
 
Code Committee decision 
The Committee unanimously agreed that the 
booklet in question was in breach of Sections 1.3, 
1.7 and 12.6 of Edition 16 of the Code of Conduct. 
 
 

Consideration of the complaint 
The Committee noted that the complaint centred 
on a trifold brochure titled “Choosing an MS 
therapy that is right for you”. The Committee 
noted from the Biogen Idec response that 1,000 of 
these brochures had been printed. Additionally, 
the Committee noted that the MS community 
were very motivated and have a strong 
understanding of the disease and treatment 
options.   
 
In considering the complaint, the Committee 
agreed to determine first whether this item was 
directed to patients, or whether, as argued by 
Biogen Idec, it was intended to be used by a 
healthcare professional and not given to patients. 
It would then consider the remaining four 
complaints as alleged by Novartis. 
 
Promotion to the general public 
The Committee determined that the use in the 
brochure of statements such as:  

 “Your MS, Your Choice”; 

 “Selecting a treatment that best suits your 
needs”;  

 “There are a number of treatment options 
available to you”; and   

 “Discuss these options with your healthcare 
professional to choose a therapy that best 
meets your needs”. 

which address a patient as ‘you’ and ‘your’ 
indicated that the patient was the intended 
audience for this piece. The Committee agreed 
that the item would encourage patients to seek a 
prescription for specific prescription-only 
medicines. In addition the brochure did not refer 
to all products available in the therapeutic class, 
which was therefore unbalanced. The Committee 
determined by unanimous decision that the 
brochure was in breach of Section 12.6 of Edition 
16 of the Code.  
 
Complaint 1 – “your MS, your choice”; and 
Complaint 2 – Comparator table 
As the Committee had agreed that this piece was 
directed to the general public, the Committee 
determined by unanimous decision that the 
allegation of a breach of Section 12.6 was made 
out under this specific complaint. 
 
The Committee noted that the table on pages 3 
and 4 of the piece summarised several treatment 
options. The Committee agreed that the table 
compares each of the treatments and implies that 
the treatments were alternatives. The Committee 
noted that this not correct, because fingolimod is 
disease modifying therapy (DMT) and fampridine is 
a symptomatic improvement therapy, and 
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therefore were not alternatives. The flow chart on 
page 2 headed “Your MS, Your choice” was also 
misleading because it implied that there were two 
oral treatment ‘options’, which is not correct.  The 
oral medicines are a disease modifying treatment 
and a symptomatic treatment as already noted.  
 
The Committee agreed unanimously that the 
booklet was misleading and made unfair 
comparisons and was in breach of Sections 1.3 and 
1.7 of the Code.  
 
Remaining complaints 
In determining that the brochure was directed at 
the general public, the Committee determined by 
unanimous decision that the remaining 
complaints: 

 Complaint 3 – Other considerations we need 
to take into account 

 Complaint 4 – Factors to consider 

 Complaint 5 – company tagline and brand 
name list 

supported the finding that the brochure was in 
breach of Section 12.6 of the Code. 
 
The Committee did not agree with Novartis’ 
assertion that the statement “other considerations 
we need to take into account” inferred that the 
brochure was published by an MS patient.  It also 
did not agree that the omission of information 
relating to pre-existing medical conditions from 
the body of the brochure made the brochure 
misleading.  The Committee determined 
unanimously that the remaining complaints were 
not in breach of Section 1.3 of the Code. 
 
Sanction 
The Committee reviewed the definitions of severe, 
moderate and minor breaches of the Code. It 
agreed by unanimous decision that booklet 
constituted a moderate breach of the Code of 
Conduct as the conduct did not have any safety 
implications for patients, but may have an effect 
on how the medical profession will prescribe the 
product, and may continue to do so if not 
withdrawn.   
 
The Committee agreed by unanimous decision that 
Biogen Idec must: 

 Withdraw the booklet and that it should not be 
used again in the same or similar form.  

 Seek to retrieve the item from all neurologists 
and/or neurology nurses to whom it was 
provided. Medicines Australia must be advised 
once this is complete, or of any difficulty in 
doing so.  

 Pay a fine of $150,000. 
 

The Committee agreed by unanimous decision that 
a corrective letter was not required as part of the 
sanctions imposed for this complaint. 
 
 

COVERSYL AND COVERAM 
PROMOTIONAL ACTIVITIES - 1094 
 
Subject Company: Servier Laboratories (Aust) Pty 

Ltd  
 
Complainant:  Boehringer Ingelheim Pty Ltd 
 
Product: Coversyl and Coveram 
 
Complaint  
Boehringer Ingelheim alleged that the Servier sales 
force are promoting Coversyl and Coveram beyond 
their approved indications. Boehringer Ingelheim 
cited IMS GP Monitor evidence which collects 
information about the interactions between 
medical practitioners and (mainly) sales 
representatives that are reported by a panel of 
medical practitioners. 
 
Sections of the Code 
The promotional activities are alleged to be in 
breach of the following Sections of Edition 16 of 
the Code: 

 1.1 Responsibility 

 1.3 False or misleading claims 
 
Response  
Servier contested the alleged breaches on five 
grounds: 

 The rationale for treating hypertension to 
reduce cardiovascular events is well accepted; 

 Anti-hypertensive agents and their benefits in 
reducing the risk of CVD events has been 
promoted by other companies, including 
Boehringer Ingelheim 

 Precedent set by the Code Committee in 
relation to two similar complaints 

 The ASCOT-BPLA study referenced in the 
promotion is entirely appropriate and is in line 
with the approved indications 

 GP Monitor has shortcomings as a data source 
and is the sole basis for the alleged breaches 

 
Code Committee decision 
The Committee agreed by majority decision that 
there was no breach of Sections 1.1 and 1.3 of 
Edition 16 of the Code of Conduct.  
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Sanction 
As no breach was found, no sanction was imposed 
by the Committee. 
 
Consideration of the complaint 
The Committee agreed that it needed to 
determine whether Servier employees have been 
promoting Coveram and Coversyl outside their 
approved indications, and whether the evidence 
provided in GP Monitor is robust enough to 
demonstrate such conduct had occurred. 
 
The Committee discussed the use of the study 
Prevention of cardiovascular events with an 
antihypertensive regimen of amlodipine adding 
perindopril as required versus atenolol adding 
bendroflumethiazide as required, in the Anglo-
Scandinavian Cardiac Outcomes Trial - Blood 
Pressure Lowering Arm (ASCOT-BPLA): a 
multicentre randomised controlled trial (Dahlof et 
al, 2005) [ASCOT]. The Committee noted that the 
study showed a clear nexus between decreasing 
blood pressure with antihypertensive therapy and 
an associated decrease in cardiovascular risk and 
cardiovascular events. The Committee further 
noted that a number of professional bodies had 
accepted this, specifically noting the National 
Heart Foundation guidelines accept that treatment 
of hypertension lowers cardiovascular morbidity 
and mortality.    
 
The Committee noted that the ASCOT trial failed to 
demonstrate a statistically significant difference 
between the amolodipine-based and atenolol-
based arms with respect to the primary endpoint 
of reducing non-fatal myocardial infarction and 
fatal coronary heart disease, since the study was 
underpowered for this endpoint.  However, a 
number of secondary and tertiary end points 
reached statistical significance in favour of the 
amlodipine-based regimen including total coronary 
endpoint, all-cause mortality, non-fatal myocardial 
infarction (excluding silent infarction), total 
cardiovascular events and procedures, 
cardiovascular mortality, fatal and non-fatal 
stroke, unstable angina, and peripheral arterial 
disease. The Committee noted that the study also 
showed statistically significant lower incidence in 
the development of diabetes mellitus (new onset 
diabetes) and the development of renal 
impairment in the amlodipine-based regimen.  
However, it was also noted that the study authors 
acknowledged that the excess of new-onset 
diabetes in subjects allocated the atenolol-based 
regimen was consistent with other studies, and 
therefore might not be due to any benefit of the 
amlodipine-based regimen.  On this basis, the 
Committee agreed that references to a decrease in 

cardiovascular events was supported by the ASCOT 
trial, but that any reference to lower incidence of 
diabetes could not be sufficiently supported by 
this trial.  
 
The Committee discussed the GP Monitor reports 
that detailed the recollection of general 
practitioners of the Coveram and Coversyl sales 
representative visits. The report included 
statements such as: 

 Coveram, reduces cardiovascular mortality and 
reduces stroke risk, and also 30% reduction of 
new onset diabetes in ASCOT study 

 Coversyl plus Norvasc, decreases long term CV 
mortality rate 

 Renal protection, use regarding BP, doses, 
efficacy 

 The best cardiovascular protector combination 
of ACE inhibitor plus CCB 

 
The Committee noted that the comments provided 
by General Practitioners to GP Monitor are on a 
paid basis, and are self-reported after a visit from a 
sales representative. The Committee further noted 
that the record of a sales representative visit might 
be completed some time after the event, which 
may influence how accurately these interactions 
are remembered. The Committee agreed that the 
comments are in a short-hand form, and do not 
necessarily reflect the accuracy of the interaction. 
The Committee agreed that the GP Monitor 
reports could not be relied upon to be an accurate 
and detailed summary of an interaction between 
the healthcare professional and a sales 
representative.  It was therefore agreed that this 
was not sufficient evidence of alleged conduct. 
However, the Committee was concerned with the 
number of times the GP Monitor report referred to 
lower incidence of new onset diabetes or 
improvement of diabetic nephropathy. 
 
The Committee agreed by majority decision that as 
the GP Monitor reports could not be relied upon 
as a complete and accurate record of the sales 
representative’s interactions with healthcare 
professionals, it was unable to find a breach of the 
Code of Conduct. The Committee felt that the use 
of statutory declarations made by healthcare 
professionals immediately following a sales 
representative’s call would be more substantive 
and more appropriate evidence to support a 
complaint.  
 
The Committee considered that in light of the 
accepted association between a reduction in blood 
pressure and cardiovascular benefits the reported 
recollections of the medical practitioners should 
be interpreted in that context.  Regarding the 
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alleged claims of improvement in diabetic 
nephropathy or lower incidence of new onset 
diabetes, the Committee cautioned that Servier 
should advise its representatives to take particular 
care in how this aspect of the ASCOT study is 
communicated.  
 
The Committee recommended that the reliability 
of using GP Monitor reporting or similar self-
reporting mechanisms as evidence to support or 
defend a complaint should be referred to the Code 
Review Panel for consideration in the next Code of 
Conduct review 
 
Sanction 
As no breach was found, no sanctions were 
imposed by the Committee. 
 
 

AUBAGIO TREATMENT CHECKLIST – 
1095 
 
Subject Company: Sanofi Group (Genzyme) 
 
Complainant: Novartis Pharmaceuticals Australia 

Pty Ltd 
 
Product: Aubagio 
 
Complaint  
Novartis alleged that the “Aubagio 14mg 
treatment checklist” contained several claims that 
are not consistent with the Product Information, 
are misleading and may have an impact on patient 
safety.  
 
Novartis further alleged that the material did not 
provide complete information on liver function 
monitoring and was unbalanced. 
 
Sections of the Code 
The Checklist was alleged to be in breach of the 
following Sections of Edition 16 of the Code: 

 1.1 Responsibility 

 1.3 False or misleading claims 

 2.1 Printed promotional material  

 4.1 Medical education material 
 
Response  
The Sanofi Group advised that the product 
Aubagio is a brand owned by its subsidiary 
company Genzyme. 
 
Genzyme rejected the allegations from Novartis. 
The objective of the checklist is to reinforce key 
safety messages in a real world setting, and to be 

used by a healthcare professional in conjunction 
with the Product Information after Aubagio has 
been prescribed. 
 
Code Committee decision 
The Committee agreed by majority decision that 
there was no breach of Sections 1.1, 1.3, 2.1 and 
4.1 of Edition 16 of the Code of Conduct. 
 
Sanction 
As no breach was found, no sanction was imposed 
by the Committee 
 
Consideration of the complaint 
The Committee noted that the complaint centered 
on a number of statements in the educational 
checklist provided to specialists; specifically (inter 
alia): 

 Prior to Treatment 
o Recent FBC (within 6 months) 
o Recent LFTs (within 6 months) 
o Counsel women of child bearing potential: 

 Consider a pregnancy test 

 During Treatment 
o If LFTs are confirmed at more than 3 x ULN 

Aubagio should be discontinued 

 Consider potential drug interactions including a 
decrease in teriflunomide levels by potent 
inducers of cytochrome P450 and transporters, 
concomitant use of warfarin and teriflunomide, 
and effects of teriflunomide on CYP2C8 
substrates. 

 
The Committee considered the piece with the 
understanding that it was presented to specialists 
in a resource folder that also contained the 
Approved Product Information.  
 
The Committee agreed that the checklist was an 
item of medical education, and did not contain any 
promotional claims. Therefore, the Committee 
unanimously found no breach of Section 4.1 of the 
Code, as the item included the mandatory 
requirements under that section. 
 
The Committee agreed that the statements in the 
checklist, while paraphrasing the Product 
Information (PI), did not misrepresent the PI and 
were not likely to mislead a reader. The 
Committee were of the opinion that the specialist 
medical practitioners who received this checklist 
would have significant knowledge of the treatment 
options, and that testing of liver function (LFT) and 
full blood count (FBC) should occur before and 
regularly during treatment. This checklist would be 
seen as a guideline only, and not a definitive tool 
that should be strictly followed. The treating 
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specialists would use their expertise to ensure 
appropriate treatment of each patient.  
 
The Committee considered that the advice to 
perform a FBC and LFTs within 6 months was 
entirely reasonable.  Similarly, the Committee 
considered that the advice on the checklist 
regarding monitoring LFTs during treatment were 
reasonable, particularly in consideration of the 
inclusion of reference to the rapid elimination 
procedure at the end of the checklist.   
 
The Committee discussed the statements in the 
checklist relating to the risk of pregnancy when 
treated with teriflunomide. The Committee noted 
that the product is a pregnancy Category X 
product. One Committee member felt that best 
practice would be for a statement of this category 
to appear on the checklist. However, the majority 
of the Committee agreed that the pregnancy 

warning information, which appeared in three 
separate sections of the checklist, was adequate. 
 
The Committee agreed unanimously that the 
identified statements did not breach Sections 1.1, 
1.3 or 2.1 of the Code.  
 
The majority of the Committee were of the 
opinion that this complaint was trivial. The 
checklist item was clearly not in breach of the 
Code and it appeared that the complainant was 
over-reaching in its allegations in order to lodge a 
complaint. 
 
Sanction 
As no breach was found, no sanction was imposed 
by the Committee. 
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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 

 Cardiovascular System 

 Central Nervous System 

 Analgesia 

 Musculoskeletal System 

 Endocrine and Metabolic Disorders 

 Genitourinary System 

 Infections and Infestations 

 Neoplastic Disorders 

 Immunology 

 Respiratory System 

 Ear, Nose and Oropharynx 

 Eye 

 Skin 

 Surgical Preparations 

 Contraceptive Agents 
 
In each financial year the Monitoring Committee reviews 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, education events 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 
seven years. Table 10 provides a snapshot of the materials and activities reviewed by the Monitoring 
Committee in 2012-2013. 
 

EDUCATIONAL EVENT REPORTS 

Educational Event Reports for the period April 2012 – September 2012 were published on 14 December 2012; 
the reports for the period October 2012 – March 2013 were published on 28 June 2013. Individual Member 
Company reports can be accessed on the Medicines Australia Website 
(http://medicinesaustralia.com.au/code-of-conduct/education-events-reports/)  
 
In accordance with Section 28.2.2 of Edition 16 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 de-
identified format.  
 

REVIEW OF EDUCATIONAL EVENTS 2011-2012 
For the 2011-2012 review, the Chairman selected at random the months of May 2011, September 2011 and 
November 2011. The Monitoring Committee commenced its review in July 2012 with subsequent meetings 
held in August and September 2012 to review responses from companies to any requests for further 
information from the Monitoring Committee. This review included just over 10,000 events from 36 companies. 
As a result of its review of the three months of events, the Monitoring Committee sought further information 
from 29 companies. The Monitoring Committee completed this review at the end of September 2012, with no 
events being referred to the Code of Conduct Committee for its adjudication.  

http://medicinesaustralia.com.au/code-of-conduct/education-events-reports/
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Table 9 
Summary of materials and activities reviewed by the Monitoring Committee 2006 – 2013  

 
2006-2007 2007-2008 2008-2009 2009-2010 2010-2011 2011-2012 2012-2013 

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 

• Invitations to 
educational 
meetings 

• Patient support 
programs 

• Brand name 
reminder 

•  Websites 

•  Invitations to 
educational 
meetings 

•  Patient websites 
• Corporate websites 
• Competitions 
• Prescribing 

software 
•  Educational event 

reports 

• Company websites 
for healthcare 
professionals 

• Educational event 
reports 

• Product 
familiarisation 
programs 

• Starter packs 

• Educational event 
reports (2) 

• Media releases 
• Disease education 

activities 
• Brand Name 

Reminders 

• Educational Event 
Reports 

• Company controlled 
Websites  

• Market Research with 
Healthcare 
Professionals 

• Prescribing Software 

• Patient Education 
and Patient Support 
Programs 

• Company websites 
for healthcare 
professionals 

• Disease Education 
Activities 

• Product Specific 
media releases in the 
lay press  

• Educational 
Event Reports 

 Corporate 
websites  

 Market 
Research 

 Media Releases 
(HCP) 

 CEP Audit 

 Starter Packs 
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Table 10 
Summary of materials and activities reviewed by the Monitoring Committee in 2012-2013 

Therapeutic Class Types of material or activity 
subject to review 

Number of 
companies 

Number of 
items 

Number of 
meetings to 
undertake 

review 

All therapeutic classes Product specific media releases 
issued to HCP 

10 15 1 

Central Nervous System Product Familiarisation 
Programs 

1 8 1 

All therapeutic classes CEP Audit 39 39 2 

Infections and Infestations Printed promotional material 8 45 1 

All therapeutic classes Starter packs 29 29 1 

All therapeutic classes Company Corporate Websites 40 42 1 

All therapeutic classes Market Research with HCP
*
   1 

TOTAL   178 8 
* The outcomes from this review were not completed before the end of the reporting period. 

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 in 2012-2013 the Monitoring 
Committee referred the corporate websites of Baxter and FIT BioCeuticals; and disease education materials 
from Allergan to the Code of Conduct Committee for determination (complaints 1098, 1099 and 1100). The 
complaint process had not completed by the end of this reporting period, and outcomes will be reported in 
the July – September 2013 Quarterly Report as well as the 2013-2014 Code of Conduct Annual Report. 
 

OUTCOMES OF THE MONITORING COMMITTEE REVIEW OF MATERIALS AND ACTIVITIES 
2012-2013  

PRODUCT SPECIFIC MEDIA RELEASES ISSUED TO HCP MEDIA DURING MAY-JULY 2012 
The Monitoring Committee reviewed 16 media releases that were issued to the healthcare professional media 
during May – July 2012.  
 
Materials were provided by the following 10 companies: 

 AstraZeneca  

 Boehringer Ingelheim 

 CSL 

 Eli Lilly Australia 

 Gilead 

 Janssen Australia 

 Merck Sharp and Dohme (Australia) 

 Novartis Pharmaceuticals Australia   

 Roche Products 

 Sanofi-aventis  
 
The Monitoring Committee did not identify any general issues in relation to the reviewed media releases.  
 
The Committee commented that several media releases had omitted the Australian Approved Name of the 
product, as well as product information and PBS details. The Committee urged members to ensure all 
mandatory information appears on any media releases issued.  

CENTRAL NERVOUS SYSTEM PRODUCT FAMILIARISATION PROGRAMS ACTIVE JUL-SEPT 
2012 
The Monitoring Committee reviewed one Product Familiarisation Program in the Central Nervous System 
therapeutic class active in the period July – September 2012. 

Materials were received from Lundbeck Australia. The Monitoring Committee did not identify any issues across 
in the materials submitted  
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CONTINUING EDUCATION PROGRAM AUDIT 
The Monitoring Committee reviewed the policies and procedures pertaining to the Continuing Education 
Program (CEP) over 2 meetings. 
 
Materials received from the following 39 companies were reviewed: 

 Abbott Australasia 

 Actelion Pharmaceuticals 

 Alcon Laboratories 

 Allergan 

 Amgen 

 Astellas Pharma 

 AstraZeneca 

 Baxter 

 Bayer Australia  

 Biogen Idec 

 Boehringer Ingelheim 

 Bristol-Myers Squibb 

 Celgene 

 CSL 

 Eli Lilly Australia 

 FIT Bioceuticals 

 Fresenius Kabi 

 GlaxoSmithKline Australia 

 Gilead 

 iNova Pharmaceuticals 

 Invida Australia 

 Ipsen Australia 

 Janssen 

 LEO Pharma 

 Lundbeck 

 Merck Serono Australia 

 Merck Sharp and Dohme (Australia) 

 Mundipharma 

 Norgine 

 Novartis Pharmaceuticals Australia 

 Novo Nordisk Pharmaceuticals 

 Nycomed: a Takeda Company 

 Pfizer  Australia 

 Roche Products 

 sanofi-aventis  

 Servier Laboratories (Australia) 

 Shire Australia 

 UCB Australia 

 Vifor Pharma

 
The Monitoring Committee did not identify any general issues in relation to the reviewed CEP Policies and 
Procedures. The Committee provided feedback to Abbott, Baxter, Bristol-Myers Squibb, Gilead, Merck Serono 
Australia, Norgine and UCB Australia. The issues the Committee raised with individual companies in relation to 
their policies included:   

 consideration of regular review protocol for the policies to always reflect current Code requirements 

 ensuring that companies comply with the 6 month study commencement requirement 

 ensuring that policies were representative of the Australian environment, rather than adopting 
international policies that may conflict with local regulations 

 ensuring that non-sales staff are adequately trained in line with the Code requirements 
 
Following this review the Monitoring Committee did not refer any matters to the Code of Conduct Committee. 

INFECTIONS AND INFESTATIONS PRINTED PROMOTIONAL MATERIAL DURING OCT-DEC 
2012 
The Monitoring Committee reviewed 45 items of printed promotional materials in the Infections and 
Infestations therapeutic class available during the period October – December 2012. 
 
Printed promotional material was provided by the following 8 companies:

 Abbott Australasia 

 Boehringer Ingelheim 

 Bristol-Myers Squibb Australia 

 Gilead Sciences 
 

 GlaxoSmithKline Australia 

 Janssen 

 Merck Sharp & Dohme 

 Pfizer 
 

The Monitoring Committee requested further information and explanation in relation to promotional material 
from Abbott, Boehringer Ingelheim, Gilead, Janssen and Pfizer. The issues raised with the companies included: 

 inclusion of statements that could be considered hanging comparators 

 inconsistent use of the Australian Approved Name 

 use of overly emotive statements 

Following the review of company responses, the Committee determined that no promotional material should 
be forwarded to the Code of Conduct Committee for a determination on a potential breach of the Code. 
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STARTER PACKS POLICIES AND PROCEDURES 
The Monitoring Committee reviewed member company policies and procedures associated with the use of 
starter packs for prescription medicines across all therapeutic classes from the following 29 member 
companies: 
 

 A.Menarini Australia 

 Abbott Australasia 

 AbbVie 

 Alcon Laboratories 

 Allergan 

 Astellas 

 AstraZeneca 

 Bayer Australia 

 Boehringer Ingelheim 

 Bristol-Myers Squibb Australia 

 CSL  

 Eli Lilly 

 Frensenius Kabi 

 GlaxoSmithKline Australia  

 iNova Pharmaceuticals 

 Ipsen 

 Janssen Australia 

 LEO Pharma 

 Lundbeck 

 Merck Sharp & Dohme 

 Norgine 

 Novartis Pharmaceuticals Australia   

 Novo Nordisk Pharmaceuticals 

 Pfizer Australia 

 sanofi-aventis  

 Servier Laboratories 

 Shire Australia 

 Takeda Pharmaceuticals 

 UCB Pharma 

 
During the review, the Committee noted a number of areas applicable to all member companies subject to 
review: 
1) The Committee noted that not all procedures indicated that only hospital pharmacists may be supplied 

with starter packs, and not community pharmacists; 
2) A number of the procedures had not been updated to reflect Edition 17 of the Code, and the Committee 

suggested this be done as a matter of course; 
3) The Committee suggested that companies include greater specificity in the procedures with regards to 

healthcare professionals, as only those who are permitted to prescribe should be provided with starter 
packs; 

4) The Committee commended those companies that included the state and territory legislation in their 
procedures, and reminded members that this document has been updated 
(http://medicinesaustralia.com.au/files/2010/01/Summary-of-State-Sampling-Regulations-as-at-January-
2013.pdf) ; 

5) The Committee agreed that the use of the internet as the sole means of providing the product information 
and consumer medicine information excludes a portion of the population that do not have internet access 
from receiving this information. The Committee recommends companies take this into consideration.   

6) The Committee suggested that companies include greater specificity in the procedures with regards to the 
use of appropriate equipment for transporting temperature sensitive products; and 

7) The Committee reminded companies that the responsibility for code compliance is not discharged by 
outsourcing the distribution to a third party. Companies are to ensure that any third party supplier is 
compliant with the Code. 

 
The Committee provided comment and feedback to Abbott, AbbVie, Astellas, CSL and Eli Lilly in relation to 
their materials. 
 
The issues the Committee raised with individual companies in relation to their materials included: 

 access to product information and consumer medicine information leaflets 

 reporting of loss and theft to appropriate authorities 

 leaving of product in vehicles unattended overnight  

 temperature sensitivity of products  

 collection of unwanted or out of date products 
 
Following the review of the company responses, the Committee determined that no company procedures 
should be forwarded to the Code of Conduct Committee for a determination on a potential breach of the 
Code.  
 

http://medicinesaustralia.com.au/files/2010/01/Summary-of-State-Sampling-Regulations-as-at-January-2013.pdf
http://medicinesaustralia.com.au/files/2010/01/Summary-of-State-Sampling-Regulations-as-at-January-2013.pdf
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COMPANY CONTROLLED WEBSITES DIRECTED TO HEALTHCARE PROFESSIONALS 
The Monitoring Committee reviewed 42 websites directed to healthcare professionals that were under the 
control of 40 member companies. 
 
Websites submitted by the following companies were reviewed. 

 A.Menarini 

 Abbott Australasia 

 AbbVie 

 Actelion Pharmaceuticals 

 Alcon Laboratories 

 Allergan 

 Amgen 

 Astellas Pharma 

 AstraZeneca 

 Baxter 

 Bayer Australia  

 Biogen Idec 

 Boehringer Ingelheim 

 Bristol-Myers Squibb 

 Celgene 

 CSL 

 Eli Lilly Australia 

 FIT Bioceuticals 

 Fresenius Kabi 

 GlaxoSmithKline Australia 

 iNova Pharmaceuticals 

 Ipsen Australia 

 Janssen 

 LEO Pharma 

 Lundbeck 

 Medlab 

 Merck Serono Australia 

 Merck Sharp and Dohme (Australia) 

 Mundipharma 

 Norgine 

 Novartis Pharmaceuticals Australia 

 Novo Nordisk Pharmaceuticals 

 Pfizer  Australia 

 Roche Products 

 sanofi-aventis  

 Servier Laboratories (Australia) 

 Shire Australia 

 Takeda 

 UCB Australia 

 Vifor Pharma 
 
During the review, the Committee noted a number of issues that were applicable to all Member Companies 
subject to review: 
1) Privacy Policy: A number of companies included a privacy statement on their websites, however many 

reflected international statements rather than being Australia-specific. The Committee recommended 
that these policies should be relevant to Australia and include a reference to the Australian Privacy 
Principles.  

2) Australian Approved Name: While not specified in the Code, the Committee commended those 
companies that include the Australian Approved Name (AAN) alongside the brand name of the product. 

3) Promotional Material: The Committee cautions all members to ensure that any information that appears 
alongside the Product Information and Consumer Medicines Information remains non-promotional. 

 
The Monitoring Committee requested further information and explanation in relation to websites from 
Actelion, Alcon, Baxter, Celgene, FIT BioCeuticals, LEO Pharma and Vifor Pharma. The issues raised with the 
companies included: 

 development of Australian-specific home pages, rather than solely using international websites 

 use of testimonials which may be considered promotional 

 missing pop-up notifications when readers are leaving the website 

 promotion of a prescription-only product to the general public 
 
During this review, the Committee determined to refer websites published by Baxter and Fit BioCeuticals 
directly to the Code of Conduct Committee for its adjudication on potential breaches of the Code of Conduct. 
Outcomes of these complaints were not finalised prior to the end of the reporting period and will be reported 
in the July – September 2013 Quarterly Report and the 2013-2014 Code Annual Report.  
 

MARKET RESEARCH 
At the time of reporting the outcomes from the Monitoring Committee review of market research with 
healthcare professionals conducted during the period January – March 2013 had not been finalised. 
 
 


