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REPORT FROM THE CHAIRMAN AND CHIEF EXECUTIVE 

 
As Chairman and Chief Executive of Medicines Australia we are very pleased with the achievements of our 
members and the Secretariat, who implement the ethical conduct program, over the last twelve months. An 
overview of these achievements is provided in this 2012 Code of Conduct Annual Report. 
 
The Medicines Australia Code of Conduct 16th edition has now been in effect for two and a half years. During 
2011-2012 our members continued to demonstrate 
a 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 further transparency measures to 
be implemented in the 17th edition of the Code of 
Conduct. 
 
 

HIGHLIGHTS 

CODE OF CONDUCT REVIEW 
In August 2011 Medicines Australia commenced the three-yearly review of the Code of Conduct. 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 this regular 
consultation with all interested stakeholders it is intended that the Code will keep pace with changing 
community standards and expectations.  
 
The changes endorsed by the members encompassed in Edition 17 of the Code are significant.  They include 
further reporting in aggregate amounts of financial relationships between companies and healthcare 
professionals, such as payments to consultants and membership of Advisory Boards.  The further measures 
also include disclosure of the amount of financial support provided by companies to Health Consumer 
Organisations. These reports will be made available on the Medicines Australia website.  Further details on the 
Code of Conduct Review can be found at page 21 
 

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. 
 
At the expiration of the contract with the previous provider of the Medicines Australia CEP, Medicines 
Australia undertook a tender process for the ongoing management and delivery of the CEP. Following a 
thorough evaluation process, which included a rigorous interview process, the University of Tasmania was 
awarded a four year contract to deliver the CEP.  
 
The University of Tasmania has an excellent track record in developing and delivering innovative health 
education. The CEP is now provided through the Unit for Medical Research and Education (UMORE) in the 
University’s School of Pharmacy. The University of Tasmania prides itself on its quality assurance processes and 
delivering education that takes advantage of modern teaching practices.  
 

PRINCIPLES OF ETHICAL CONDUCT 
The Working Group on the Promotion of Therapeutic Goods, established by the former Parliamentary 
Secretary for Health, Mark Butler, in mid-2010, delivered its Report to the current Parliamentary Secretary, 
Catherine King MP, in March 2011. The Government responded to the report in December 2011, as part of its 

In presenting the Code of Conduct Annual Report 
for 2011-2012 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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response to several reviews, in “TGA Reforms: A blueprint for TGA’s future”.  Whilst the Government endorsed 
many of the Working Group on Promotion’s recommendations, it fell short of taking positive action on several 
key recommendations that would ensure all companies that supply therapeutic goods in Australia adhere to an 
industry code of conduct. 
 
However, in the May 2012 Federal Budget the 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.” Medicines Australia looks forward to continuing to work with the Government in its 
work to pursue consistent high standards of ethical conduct across the sector.     
 
While the Government did not accept all of the Working Group on Promotion’s recommendations, Medicines 
Australia has incorporated all relevant recommendations into the 17th edition of the Code of Conduct, 
including the high level principles for ethical conduct developed by the Working Group. 
 

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 of a first class industry Code of Conduct. 
 
In March 2012, Mr John Kelly AM stepped down as one of the Chairmen of the Code of Conduct Committee. 
John has been appointed as CEO of Aged and Community Services Australia. John was a dedicated contributor 
to the work of the Committee and his contributions will be missed. We wish John every success in his 
challenging new role.  
 
We also take this opportunity to thank Consumers Health Forum representatives Henry Ko and Brian Stafford, 
two long-term members of the Monitoring Committee. Henry relocated to Singapore when his wife was 
offered an excellent work opportunity. Brian resigned from the Committee to focus on issues in his home state 
of WA. We wish both Henry and Brian well in their careers. Two new representatives from the Consumer’s 
Health Forum were appointed and we welcome Mr Barry Cahill and Ms Helena Lake to the Monitoring 
Committee. 
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 EXECUTIVE SUMMARY 

 

ACHIEVEMENTS  

 
I am pleased to report that in 2011-2012 member companies have maintained a 
high level of compliance with the Code. 
 
During the year 12 new complaints were received, which is a small decrease from 
2010-2011 when 14 new complaints were submitted to Medicines Australia. Four 
of the new complaints received this year were from pharmaceutical companies, 
with the balance from healthcare professionals (six complaints) and the 
Monitoring Committee (two complaints). Of the new complaints received, one was 
not finalised as at 30 June 2012. Of the finalised complaints, five were found not in 
breach of the Code and six were found to be in breach in relation to some or all of 
the alleged breaches. Details of the complaints considered and finalised in 2011-
2012 and the outcomes are reported in this Code of Conduct Annual Report, which 
is published on the Medicines Australia website. 

 
The Monitoring Committee undertook a substantial number of reviews of company promotional materials and 
other activities during the year. In 2011-2012 the Monitoring Committee undertook five reviews of materials 
associated with products in particular therapeutic areas as well as reviews of patient education materials and 
patient support programs, media releases directed to consumer media, disease education activities in any 
media and websites directed at healthcare professionals.  The reviews of patient education materials and 
patient support programs; and websites directed to healthcare professionals were particularly extensive, each 
taking two meetings of the Committee to complete its examination of materials and responses from 
companies to questions raised by the Committee. 
 

EDUCATIONAL EVENT REPORTS 
Member companies continued to report all educational meetings and symposia that they organise or sponsor. 
These reports are published every six months on the Medicines Australia website.  Companies have 
consistently demonstrated a high level of compliance with the Code and ongoing commitment to improved 
transparency of these interactions with healthcare professionals, which deliver and support valuable education 
about the treatments available to Australians. 
 
In December 2011 and June 2012 Medicines Australia published educational event reports for the periods April 
- September 2011 and October 2011 - March 2012 respectively.  There were over 18,000 events reported for 
April - September 2011 and almost 14,000 events reported for October 2011 - March 2012.  The lower number 
of events in this period most likely reflects the fact that it includes the December-January holiday period. 
 
The Monitoring Committee will complete its review of three randomly selected months from the last 12 
months of educational event reports in July and August 2012. The outcomes will be published at the 
completion of that review.  
 
Reporting educational events is now standard good business practice for Medicines Australia member 
companies. We are pleased to see that Generic Medicines Industry Association members continue to report 
the events that they organise or sponsor for health professionals, as required under the GMiA’s Code of 
Practice.  
 

OUR PEOPLE 
The most important aspect of administering the ethical conduct program is having dedicated staff.  Mrs Sophie 
Hibburd joined the Ethical Conduct Team two years ago and continues to demonstrate her commitment to 
assisting members and other companies to interpret and apply the Code of Conduct.  Sophie has brought new 
ideas and practices to the management of the Ethical Conduct Program and delivery of the CEP, which have 
contributed to greater efficiency of managing the complex and time-pressured activities.  
 
 

http://medicinesaustralia.com.au/code-of-conduct/code-of-conduct-reports/
http://medicinesaustralia.com.au/code-of-conduct/education-events-reports/
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Sophie was ably supported during the year by Mrs Romina Bognolo whose excellent administrative skills 
helped keep our Code, Appeals and Monitoring Committee’s important work running smoothly.  However, in 
January 2012, Ms Bognolo resigned from Medicines Australia to take up a position with the ACCC. Romina was 
a very valuable member of staff who undertook the many administrative duties associated with administering 
a Code of Conduct. We wish Romina all the best in her new role.  Ms Zoe Morton has capably stepped into 
Romina’s shoes.  
 
I am very grateful to Sophie’s, Romina’s and Zoe’s efforts during the year.  Maintaining the management of the 
Code of Conduct complaints and appeals processes, monitoring activities as well as identifying a new provider 
for the CEP and conducting the Code Review during the year has made 2011-2012 a particularly busy and 
rewarding year. 
 

LOOKING AHEAD 
At the time of preparing this Report Edition 17 of the Code is under consideration by the ACCC for 
authorisation.  If authorisation is granted, we anticipate the updated Code will come into effect on  
1 January 2013.  This will require a continued commitment to communicating with and informing all 
stakeholders about the new Code in order to encourage full compliance from day 1.   
 
Updated Code of Conduct Guidelines for Edition 17 of the Code are also under preparation with the assistance 
of a Working Group of enthusiastic member company representatives.  The Guidelines will be available by 
early November 2012.  A new Code also requires review and revision of the Code of Conduct program in the 
Continuing Education Program and the development of a Refresher module, which is an educational tool to 
help ensure all relevant company personnel and agencies working with companies are fully up to date on the 
new Code requirements. 
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 GOVERNANCE 

 
Complaints received by Medicines Australia are considered by the Code 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 six trade 
practices lawyers) 

Mr Michael Daniel, Resolve Legal  
Mr John Kelly AM, John G Kelly & 
Associates (to March 2012) 
Mr Alan Limbury, Strategic Resolution 
Mr Bernard O’Shea, Norton Rose 
Mr Ian Tonking SC, Selbourne Chambers 

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 Australasian 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 Marlene Keese  

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 2011-2012. The attendance by permanent members of the Code 
Committee is shown in Figure 1. Two CHF representatives were in attendance at the November and December 
2011 and June 2012 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 six trade 
practices lawyers 

Mr Michael Daniel, Resolve Legal   
Mr John Kelly, John G Kelly & 
Associates (to March 2012) 
Mr Alan Limbury, Strategic Resolution 
Mr Bernard O’Shea, Norton Rose 
Mr Ian Tonking SC, Selbourne 
Chambers 

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) 
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Code of Conduct Committee Meeting Attendance  
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Table 2  
Appeals Committee Members 

Organisation Nominee/s 

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

Various, depending on complaints 

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

Various, depending on complaints 

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

Various, depending on complaints 

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 2011-2012 to consider 2 appeals. As shown in Figure 2 all 
permanent members of the Appeals Committee attended the scheduled meetings.  At the two Appeals 
Committee meetings held in 2011-2012 there were two CHF representatives in attendance because each 
complaint subject to appeal related to activities directed towards the general public. 
 
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 Henry Ko (2011) 
Mr Barry Cahill (2012) 
Ms Patricia Greenway (Alternate) 
Mr Brian Stafford (Alternate) (2011) 
Ms Helena Lake (Alternate) (2012) 

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 2011-2012. 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 Innovation and Industry Policy 
Mrs Sophie Hibburd, Manager Code of Conduct 
Mrs Romina Bognolo, Code Administration Officer (2011) 
Ms Zoe Morton, Code Administration Officer (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. 
 

Table 4 
Communication with Stakeholders 

Type of Event No. of Events No. of Attendees 

Conferences - sessions on the code   

Member & non-member companies 2 35 

Businesses working with industry 2 125 

Stakeholders   

Other (Exhibition Stand at Conference) 1 160 

Presentations    

Member & non-member companies 8 243 

Businesses working with industry 1 4 

Stakeholders 6 24 

Other   

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

Member & non-member companies 8 225 

Businesses working with industry 6 27 

Stakeholders 4 129 

Other (TGA, DoHA, Gov’t) 1 40 

TOTAL 39 1002 

 
Within the Australian environment, Ms Monk and Mrs Hibburd responded to many requests for guidance and 
advice on code provisions and interpretations. In 2011-2012 Code Secretariat staff conducted or participated 
in 39 events pertaining to communication about the Code, with a combined audience of 1002. See Table 4 for 
details on these events. 
 
Medicines Australia Code Secretariat staff provided a Code of Conduct ‘trade display’ at the General Practice 
Conference & Exhibition (GPCE) in Melbourne in November 2011. The GPCE meetings are attended by over 
1,200 general practitioners (GPs), practice managers and practice nurses. The theme of the trade display is to 
promote a ‘healthy relationship’ between the industry and health professionals and to raise awareness of the 
Medicines Australia Code of Conduct as a standard for encouraging healthy, ethical relationships and that 
there is value to healthcare professionals from pharmaceutical companies engaging with them to provide 
information. We were also keen to promote the ethical conduct and professionalism of pharmaceutical 
company representatives. 
 
In addition to brochures highlighting the Code for GPs, brochures for consumers were also made available for 
GPs to place in their practice. The purpose of these brochures is to inform consumers that there is a Code of 
Conduct that ensures that the relationship between pharmaceutical companies and their doctor is ethical and 
is based on promoting the best interests of consumers. 
 
Copies of these brochures are available by contacting Medicines Australia on 02 6122 8500 or email at 
secretarycodecommittee@medicinesaustralia.com.au 
 
  

mailto:secretarycodecommittee@medicinesaustralia.com.au
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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. 
 
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 16 of the Code). 
 
In addition to medical representatives the Medicines Australia Code of Conduct (Section 6.5 of Edition 16) 
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 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 2011-2012 
Table 5 shows the number of enrolments in Semester 2, 2011 and Semester 1, 2012. 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”.  Therefore, in the table below, note that for Semester 1, 2012, 
Programs 3, 4, 5 and 6 do not correlate to the same content as for Semester 2 2011. 
 

Table 5 
CEP Enrolments 

 Semester 2, 2011 Semester 1, 2012 

Program 1 394 227 

Program 2 157 214 

Program 3 130 107 

Program 4 113 191 

Program 5 121 124 

Program 6 (University of Tasmania Only) N/A 127 

Introduction to the Human Body 57 
57 (RPL) 

N/A  
(see program 6 
above) 

Code Refresher 82 N/A* 

TOTAL 1111 1040 
* Please note, the refresher course was not offered through the University of Tasmania for 2012. The course for edition 16 is available free 
of charge from the Medicines Australia website. A course will be developed for edition 17 and will be made available through the University 
of Tasmania in 2013.  

 

CEP EVALUATION 
As part of the program completion process for all CEP Programs, students are required to submit an online 
evaluation form. Survey results during the transition to the University of Tasmania were not published at time 
of reporting. These will be captured in the 2012-2013 Annual report 
 
 

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 Queensland offered prizes to students based on the level of 
engagement and quality of participation in each semester of the course. As the awards presented in April 2012 
were for students who were enrolled between January and December 2011, these awards were provided by 
the previous CEP provider, The University of Queensland.   
 
The CEP Awards for 2011 were presented at an Awards Cocktail Function in April 2012. Guest Speaker Dr 
Brendan Shaw, Chief Executive of Medicines Australia, 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. 
  

http://medicinesaustralia.com.au/files/2011/03/20100304-Code-Refresher-Course-Edition16.pdf
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UQ HEALTH INSITU ACTIVE LEARNING PRIZE 
Facilitators nominate one finalist from their program each semester, based on the level and quality of 
participation in group discussions and personal reflections in the online tutorials. 
Winner selected by a panel from The University of Queensland. 

 
UQ Health Insitu Awards were presented to:  

 Ms Johanna Campbell from Novartis 
 Pharmaceuticals (Semester 1, 2011) 

 Ms Kimberly Varga from AMGEN Australia. 
 (Semester 2, 2011) 

 
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. 
 
 

CODE OF CONDUCT AWARD 
 Finalists 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, winner determined through review of 
learning log book and online participation by UQ panel; 
MA to make final decision if difficult to identify a clear 
winner. 

 
The Code of Conduct Award was presented to: 
Ms Wendy Carroll from Sanofi 
 

 

  

Wendy Carroll 
Sanofi 

Joanna Campbell 
Novartis Pharmaceuticals 
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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). 
 
The former MA4200 (Introduction to the human body), now Program 3 Human Anatomy and Physiology, are 
not included in the aggregate calculation as not all students are required to undertake this program. 
 
Excludes anyone who has achieved their marks via resubmission or supplementary assessment. 
 

 Ms Kristen Viero – AstraZeneca 

 Ms Lucy Nicholson – AstraZeneca 

 Ms Natalie McLean – Mundipharma 

 Mr Neil Stilgoe – Boehringer Ingelheim 

 Ms Maria Lizbeth Piedad – Merck Sharp and Dohme 

 Mr Martin Kelly – Novartis 

 Mr Sean Lim – Pfizer 
 

 
 
CEP Achievement Award recipients not present at the awards event: 

 Ms Margaret De Jong - AstraZeneca 

 Ms Carla Silvestri – Merck Sharp and Dohme 

 Ms Lauren Weiher – Abbott Australasia 
 
*Award recipients’ companies were current at the time of completion of CEP. Some award recipients may have 
moved to other companies or roles outside industry. 
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CODE OF CONDUCT REVIEW 

 
A major undertaking for the Ethical Conduct team in 2011–2012 was 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 writing to nearly 250 stakeholders, Medicines Australia received 61 
submissions from State and Commonwealth government departments, health consumer organisations, peak 
industry bodies, peak healthcare professional organisations, businesses working with the pharmaceutical 
industry, pharmaceutical companies and individuals. This was a significant increase in submissions compared 
with the previous review in 2008-2009 when 46 submissions were received. In addition to inviting submissions, 
Medicines Australia engaged with stakeholders through seminars, workshops, briefings and meetings.  
 
Medicines Australia remains committed to the continuous improvement of ethical conduct in the industry. 
This is evident in the recommendations of the Code Review Panel, which were unanimously adopted by 
Medicines Australia members.  The revised Code will require significantly greater transparency about financial 
interactions between the industry and healthcare professionals and the industry and health consumer 
organisations. 
 
Full details of the Code Review Process, including reports by the Code Review Panel, 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/ 
 

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.  
 

CONSUMER WORKSHOPS 

To ensure that the views of consumers contributed to the Code review, Medicines Australia once again held 
independently facilitated workshops which enabled individuals and organisations to actively participate in the 
review. These workshops were held in Sydney, Perth and Melbourne in March 2012 and provided a valuable 
opportunity for consumer views and ideas to be voiced and heard directly by members of the Code Review 
Panel.  
 

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, we have developed Edition 17 of the Code, 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 strengthened standards for relationships between the industry 
and healthcare professionals, industry and patient organisations, and additional provisions on transparency.  
 

KEY AMENDMENTS TO EDITION 17 INCLUDE: 

 All payments made to healthcare professionals for advisory boards and consultancy arrangements 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 people 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 
people 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 
all 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 

http://medicinesaustralia.com.au/code-of-conduct/code-of-conduct-review/
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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 unanimously adopted at a General Meeting of Medicines Australia 
Members on 26 June 2012.  Following the Members’ endorsement, Medicines Australia lodged an application 
for authorisation of the new Code with the Australian Competition and Consumer Commission (ACCC). It is 
anticipated that the ACCC will make a final determination by December 2012, and if the Code is authorised, 
Edition 17 of the Code of Conduct will take effect from 1 January 2013.  
 

CODE OF CONDUCT GUIDELINES FOR EDITION 17 

One of the major structural changes made in 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 moved into their 
relevant provision of the Code, or will be covered in greater detail in the Code of Conduct Guidelines. 
 
A Working Group has been established to develop the Guidelines, which will be made available from early 
November 2012.   
 

DIGITAL CODE OF CONDUCT 

In recognition that we are in the digital age, and that a hard copy book is not easily searchable to find relevant 
information, Medicines Australia will be publishing the new 17th edition of the Code as an App for i-phones 
and i-pads.  Hard copy books will still be available, but we hope that most people will use the App.  We are 
grateful to our member company Princeton for assisting us to produce the digital Code of Conduct Edition 17. 
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EDUCATIONAL EVENT REPORTING 

 
Medicines Australia is pleased to report a continued high level of compliance with the Code with respect to 
education meetings held by member companies. At the end of each financial year the Monitoring Committee 
selects and reviews three random months of events, for example August, November and March for review. 
During the review, as set out in the Code (Section 28.2.2 in Edition 16) 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 may 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 the referral from the Monitoring 
Committee. 
 

Table 6 
Summary of Education Event Reports 2007-2011 

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 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 
Note: 3 month report only 

5,857 

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, in 
progress at time of this Report. 
Outcomes will be published in the 
July – September 2012 Quarterly 
Report and 2012/2013 Code of 
Conduct Annual Report 

Report 10:  
October 2011 – March 2012 
 

13,611 

TOTAL 149,735  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 16 

 Code of Conduct Guidelines (to be read in conjunction with Edition 16) 

 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 2011-2012, 12 new complaints were received by Medicines Australia. As shown in Table 8, the majority of 
complaints were submitted by healthcare professionals (6 complaints) and the balance being submitted by 
member companies (4 complaints) or the Monitoring Committee (2 complaints). Table 7 provides details on 
the source of all new complaints received in 2011 – 2012. 
 

Table 7 
Source of Complaints received in 2011-2012 

Source of complaints Number of complaints  

Healthcare professionals 
General practitioners 
Hospital physicians/pharmacists 
Specialists 

6 

Organisations 
Health Consumer Organisation 
Therapeutic Goods Administration 
Colleges/Society 

0 

Other 
Member of the general public 
Academic 

0 

Monitoring Committee 2 
 

Pharmaceutical companies 
Member Company 
Non-Member Company 

 
4 
0 

TOTAL 12 

 

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 2010-2011 
There were no complaints carried over from 2010-2011 into the 2011-2012 reporting period.  
 

COMPLAINTS RECEIVED IN 2011-2012 
Of the 12 new complaints received in 2011-2012, 11 complaints were considered and finalised by the end of 
the financial year. The complaint received and not finalised or considered by the Code and/or Appeals 
Committees in 2011-2012 will be reported in the Quarterly Report for July – September 2012 and the 2012-
2013 Annual Report. 
 
As shown in Figure 4, 6 of the 11 new complaints finalised in 2010-2011 were found not in breach of the Code 
and 4 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 pages 31-62. 
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Figure 4 - Outcome of complaints received and finalised in 2011-2012 
 

APPEALS 
In 2011-2012, 2 of the 11 complaints considered by the Code Committee that were finalised were subject to an 
appeal (18%). Figure 5 shows the outcomes of the 2 appeals held in 2011-2012.  
 

 
Figure 5 - Outcomes of 2011-2012 Appeals 
 

SANCTIONS 
Sanctions may be imposed on a company where breaches of the Code have been established. Under the 
provisions of Edition 16, 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 

46% 

27% 

27% 

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

 

Where no aspects of a complaint
were found to be in breach N = 5

Where all aspects of a complaint
were found to be in breach N = 3

Where some aspects of a
complaint were found to be in
breach N = 3

40% 

60% 

Figure 5 
Outcomes of Appeals heard in 2011-2012 

Some aspects of appeal upheld and
sanction amended

Appeal not upheld and sanctions not
amended
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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 eleven 
complaints received and finalised in 2011-2012 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 three 
fines imposed that were less than $75,000 (two of $25,000 and one of $40,000), with one fine in the $75,000 - 
$99,999 bracket and two fines in the $100,000 - $149,999 bracket. 
 
 

 
Figure 7 - Fines imposed by the Code & Appeals Committees on companies found in breach of the Code 
 

Withdraw/Cease
only

Fine only Withdraw/cease
+ fine

Withdraw/cease
+ corrective

action

Withdraw/cease
+ corrective
action + fine

0 0 

5 

0 0 

Figure 6 
Sanctions imposed by the Code & Appeals Committees on companies 

found in breach of the Code 

$0 - $24,999 $25,000 -
$49,999

$50,000 -
$74,999

$75,000 -
$99,999

$100,000 -
$149,999

$150,000 -
$200,000

0 

3 

0 

1 

2 

0 

Figure 7 
Fines imposed by the Code & Appeals Committee 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 (working days). Medicines Australia publishes on the 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 and this 
extends the timeframe for resolution as it will be referred to the following meeting. 
 
As shown in Figure 8, the average time to resolve a complaint received and finalised in 2011-2012 was 32 
working days. This time was reduced where the complaint was not subject to appeal to 22 working days. The 
shortest time to resolve a complaint remained at 16 working days. 
 
The average time to resolve a complaint in 2011-2012 was less than 2010-2011 where the average time was 28 
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 2011-2012.  
 

 
Figure 9 - Number of alledged and acutal breaches of the Code in 2011-2012 
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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 16 of the Code of Conduct.  
 
Accommodation means a company may provide a reasonable level of expenses to enable a healthcare 
professional to attend the meeting. 
 
Advertisement means any communication which promotes or discourages the use, sale or supply of products 
(whether or not 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. 
 
Hospitality means the provision of food and/or beverages. 
 
Indications mean the registered therapeutic use of a medicine as approved by the Therapeutic Goods 
Administration (TGA). 
 
IFPMA means International Federation of Pharmaceutical Manufacturers and Associations. 
 
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.  
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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. 
 
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 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 2011-2012. Table 9 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 2011-2012 were all considered under Edition 16 of the Code.  
 
This section includes 1 complaint relating to an educational event and 1 complaint relating to a detail aid that 
were referred to the Code Committee by the Monitoring Committee following its reviews of these activities.  
 

Table 8 
Complaints finalised in 2011-2012 

No. Subject 
Company 

Material or 
information 
subject to 
complaint 

Product Complainant Outcomes Sanction 

1073 Merck 
Serono 

Educational 
Event 

N/A Monitoring 
Committee 

No breach 
of Section 
9.4.5 

N/A 

1074 Alcon 
Laboratories 

Detail Aid Travatan Monitoring 
Committee 

Breach of 
section 1.3 

Pay a fine of 
$25,000 

1075 Lundbeck 
Australia 

De-listing 
from PBS 

Clopixol & 
Fluanoxol 

Healthcare 
Professional 

No breach 
of Section 
2 

N/A 

1076 Merck Sharp 
& Dohme 
(Aust) Pty 
Ltd 

Sales Aid Sevikar Novartis 
Pharmaceuticals 
Australia 

Breach of 
Sections 
1.1, 1.2.2 
and 1.3 

Pay a fine of 
$25,000 

1077 sanofi-
aventis 

Media 
Segment 

Actonel EC Healthcare 
Professional 

Breach of 
Sections 
12.3 and 
12.4 
 
No breach 
of Section 
9.13 

Pay a fine of 
$40,000 

1078 CSL Limited Promotional 
materials used 
with 
healthcare 
professional 
 
Insert in 
patient 
information 
booklet 

Flomaxtra GlaxoSmithKline 
Australia 

Breach of 
Sections 
1.2, 1.3 
and 12.3 

Pay a fine of 
$75,000 

1079 Boehringer 
Ingelheim 

Website Pradaxa NSW Therapeutic 
Advisory Group  
(NSW TAG) 

Breach of 
Sections 
12.3, 12.8 
and 12.9 

Remove 
website  
Pay a fine of 
$125,000 

1080 Lundbeck Leave behind Lexapro Healthcare 
Professional 

No breach 
of Section 
1.3 

N/A 

1081 Bristol-
Myers 
Squibb 
Australia 

Expanded 
Access 
Scheme 

Sprycel Novartis 
Pharmaceuitcals 

No breach 
of Section 
8.5 

N/A 
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Table 8 
Complaints finalised in 2011-2012 

No. Subject 
Company 

Material or 
information 
subject to 
complaint 

Product Complainant Outcomes Sanction 

1082 Novartis 
Pharma-
ceuticals 

Detail Aid Onbrez 
Breezhaler 

Joint 
complainants:  
 
Boehringer 
Ingelheim and 
Pfizer Australia 

Breach of 
Sections 
1.2.2, 1.3 
and 1.7 

Pay a fine of 
$100,000 

1083 AstraZeneca Presentation 
to Healthcare 
Professionals 

Brilinta Healthcare 
Professional 

No breach 
of Section 
1.2 and 1.3 

N/A 

 
  



 MERCK SERONO EDUCATIONAL EVENT – 
1073  
 
Subject Company: Merck Serono Australia Pty Ltd 
 
Complainant: Monitoring Committee 
 
Product: N/A 
 
Complaint 
As part of its regular review cycle, the Medicines 
Australia Monitoring Committee reviewed 
educational event reports which had been 
submitted for the months July 2010, November 
2010 and March 2011. The Committee’s original 
review took place in May 2011, and the 
Committee made a subsequent request to Merck 
Serono for further clarification regarding several 
educational events in June 2011.  The responses 
were considered at The Monitoring Committee’s 
July 2011 meeting. Following its consideration of 
Merck Serono’s responses, the Monitoring 
Committee considered that one event identified as 
MA-R8-6757 could potentially be in breach of 
Section 9.4.5 of the Code of Conduct by reason of 
the lack of balance between the duration and 
content of the education provided and the high 
cost and quality of the accommodation provided 
to delegates. The Medicines Australia Monitoring 
Committee referred the complaint to the 
Medicines Australia Code of Conduct Committee.  
 
Sections of the Code 
Conduct alleged to be in breach of the following 
Sections of Edition 16 of the Code: 

 9.4.5 Accommodation (Company 
educational events held in Australia) 

 
Response  
Merck Serono responded that due to the need to 
convene the meeting at short notice, relating to a 
TGA requirement for education of health 
professionals as part of a risk management plan, 
there was a lack of availability of venues and high 
costs due to it being a peak period in Sydney.  
Merck Serono stated that it had obtained several 
quotes for a suitable location and accommodation 
to hold the educational event and the type of 
room was a basic or standard room. 
 
Code Committee decision 
In a majority decision no breach of Section 9.4.5 of 
the Code was found. 
 
 
 

Consideration of the complaint 
The Committee reviewed the materials submitted 
by Merck Serono in justification of its event. The 
Committee noted that Merck Serono had provided 
delegate names for those people who received 
accommodation in its response submission, which 
was potentially contrary to privacy requirements. 
The Committee cautioned Merck Serono to be 
mindful of its obligations regarding privacy when 
making further submissions to either the Code of 
Conduct Committee or the Monitoring Committee. 
 
The Committee noted that the Monitoring 
Committee had questioned Merck Serono on the 
reason it had not sought alternative 
accommodation for this event, given the high 
room rates at the Westin Hotel. Merck Serono 
informed the Code of Conduct Committee that it 
had requested quotes from several hotels in the 
Sydney CBD for this event.  It had selected the 
Westin for the hotel’s ability to provide suitable 
facilities for a professional educational meeting.  
Merck Serono advised that it had initially chosen 
the Sir Stamford, however when it contacted the 
Sir Stamford to confirm the venue, the hotel no 
longer had availability on the required date.  
 
The Committee discussed whether the issue raised 
by Monitoring Committee, which specifically 
related to the cost of the accommodation 
provided for delegates, was too narrow in scope. 
The Committee considered that if it had been 
asked to assess the entire event against the Code, 
its decision might have been different.  However, 
Merck Serono had only been asked to respond to 
the specific issue of the level and cost of 
accommodation and why it had not considered 
alternative venues.   
 
The Committee debated what reasonable 
accommodation costs would be for a three hour 
product launch educational event, and the 
rationale for providing differing value 
accommodation to healthcare professionals. The 
Committee considered that the hotels that Merck 
Serono had investigated were each top-rated 
hotels in Sydney. The Committee considered that 
although it is not expected that delegates should 
be accommodated at a very low-end hotel, there 
are many other hotels in Sydney that would be 
considered more reasonably-priced and 
acceptable for educational meetings than the 
hotels selected subject to them having acceptable 
conferencing facilities. The Committee determined 
that the Code Review Panel should be asked to 
investigate providing a definition or explanation of 
what is a ‘reasonable level of accommodation’ 
during its review of the Code of Conduct, to 
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provide greater clarity for companies when 
selecting accommodation for educational events.  
 
The Committee noted that Merck Serono had 
argued that it had a very short timeframe to 
arrange the event.  As a requirement of 
registration of the product, a risk management 
program was required by TGA, including that the 
company must conduct training for healthcare 
professionals prior to access. The TGA 
representative noted that the risk management 
plan was finalised in April 2010, and the product 
approved in September 2010.  The educational 
event subject to review was conducted on 15 
November 2010.  Merck Serono had stated that 
the education was to be made available to health 
professionals prior to the commencement of a 
Product Familiarisation Program in December 
2010.  The Committee accepted that Merck Serono 
would be expected to arrange the educational 
program once the product is finally approved and 
not on the basis of the Risk Management Plan 
being approved. However, the Committee agreed 
that Merck Serono could have started to plan the 
education program and make tentative bookings 
before September in the expectation of the 
product being approved. This would have 
mitigated some of the urgency of booking venues 
and accommodation. 
 
The Committee further noted that in its response, 
Merck Serono stated that 7 interstate and regional 
delegates were accommodated at the Westin 
Hotel at a rate of $395 (inclusive of GST), and one 
delegate was accommodated at a higher room rate 
of $556 (inclusive of GST) plus breakfast. Merck 
Serono had not proffered any explanation for this 
higher room rate.  The Westin invoice also showed 
that another person had a late check-out which 
incurred an additional cost of $526.50 (a second 
night’s accommodation cost). After conducting a 
brief internet search on this person’s name, the 
Committee was able to determine that the 
delegate who incurred the late check-out at the 
higher room rate was an international expert in 
Multiple Sclerosis who was presumably the 
speaker for the event. This highlighted to the 
Committee the limited information and 
explanation that had been provided by Merck 
Serono in its response; the narrow question that 
Merck Serono had been asked to respond to by 
the Monitoring Committee possibly contributed to 
the company providing a more limited response 
than the Code Committee desired.  
 
There was considerable debate by the Committee 
members about whether the accommodation 
provided met the Code of Conduct test of 

‘reasonable’. The Committee discussed the 
claimed urgency of holding the educational 
meeting.  Some members considered that there 
was little need for urgency to hold the meeting, 
which the company described as a product launch, 
and it was merely the company’s own schedule to 
initiate the Product Familiarisation Program in 
December 2010.  Other members accepted that 
the timing of the meeting was constrained by the 
TGA requirement for health professional education 
prior to making the product available, which 
received TGA approval on 9 September 2010.  
These members also noted that the timing was 
likely to have been dictated by the availability of 
the international speaker.  It was noted that 
another educational meeting described in a similar 
manner had been held in Melbourne in November 
2010. Two members of the Committee considered 
that the accommodation cost was excessive and 
that Merck Serono should have considered other 
more reasonably priced venues.  However, a 
majority of the Committee accepted Merck 
Serono’s explanation of the short time frame in 
which it had to organise the educational meeting 
and the generally high cost of hotel 
accommodation in Sydney. 
 
In a majority decision, the Committee determined 
that based on the response submitted by Merck 
Serono to the specific issue raised by the 
Monitoring Committee, the event was not in 
breach of Section 9.4.5 of the Code of Conduct. 
 
Decision 
The Committee determined by majority decision 
that the educational event was not in breach of 
Section 9.4.5 of the Code of Conduct.  
 
 

TRAVATAN DETAIL AID – 1074  
 
Subject Company: Alcon Laboratories (Australia) 
Pty Ltd 
 
Complainant: Monitoring Committee 
 
Product: Travatan 
 
Complaint 
Following the Monitoring Committee’s review of 
printed promotional material in the Eye, Ear, Nose 
and Oropharynx therapeutic class, the Monitoring 
Committee was of the view that the Travatan Eye 
Drops detail aids may be in breach of Section 1.3 
of the Medicines Australia Code of Conduct.  
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Sections of the Code 
Materials alleged to be in breach of the following 
Sections of Edition 16 of the Code: 

 1.3  Nature and Availability of information and 
claims – False and misleading claims 

 
Response  
Alcon responded that it does not agree that the 
claim “Reduction of IOP to 18mmHg in one month” 
would be interpreted to apply to all patients, 
however it accepted that clearer wording could 
have been used. Further, Alcon asserted that the 
results are consistent with the body of evidence.  
Alcon denied that the claim was misleading or in 
breach of Section 1.3 of the Code. 
 
Code Committee decision 
In a unanimous decision a breach of Section 1.3 of 
the Code was found. 
 
Sanction 
The Committee agreed by majority decision to 
impose a fine of $25,000.  
 
Consideration of the complaint 
The Committee noted that the complaint before 
them was brought by the Monitoring Committee. 
The Committee agreed, similarly to the previous 
complaint (1073), that the issue subject to 
complaint was very narrowly framed. The 
Committee understood that the scope of the 
complaint it had been asked to determine was 
whether the referenced Przydryga et al study 
adequately supported the claim “Reduction of IOP 
to 18 mmHg in one month” and whether this claim 
implied that all patients would achieve this 
reduction of intraocular pressure. The Committee 
noted that the Monitoring Committee had 
originally sought further explanations from Alcon 
on a number of issues in relation to the Travatan 
(Travoprost) detail aid, of which it had accepted all 
except the one claim brought before the Code 
Committee. The Code Committee also noted that 
Alcon had advised that the detail aid has been 
withdrawn.  
 
In its response, Alcon had included a number of 
published papers to substantiate the claim. The 
Committee noted the studies by Netland et al, and 
Parrish et al. These studies had randomised 
patients to a treatment group and the treatments 
were masked to the study site personnel and IOP 
evaluators whereas the Przydryga et al study used 
an open-label methodology where patients were 
either switched to travoprost from their current 
therapy or were newly diagnosed and untreated 
prior to initiating travoprost. The Parrish et al and 
Netland et al studies had showed similar IOP 

lowering outcomes for travoprost and latanoprost, 
which is consistent with the Travatan Product 
Information. 
 
The Code Committee agreed that the graphical 
representation used in the Travatan detail aid did 
not adequately describe the number of patients in 
the study that were switched from latanoprost to 
travoprost. The Przydryga et al study involved 
1590 subjects; however the claim relied on a sub-
set of 164 patients who were switched from 
latanoprost to travoprost. This information was 
not included in the detail aid, and an undertaking 
had been given to include this information in 
future materials by Alcon in its response to the 
Monitoring Committee.  
 
The Code Committee noted that the Przydryga et 
al study is the single study that showed improved 
IOP lowering in patients switched from latanoprost 
to travoprost. The studies by Parrish et al and 
Netland et al showed comparable efficacy in IOP 
lowering in subjects given either travoprost or 
latanoprost. The Code Committee agreed that the 
Przydryga et al study does not represent the body 
of evidence in regard to the relative efficacy of 
travoprost and latanoprost, was presented in a 
manner intended to convey the superiority of 
travoprost over latanoprost, and was inadequate 
to support the claim that Travatan reduced IOP 
below 18mmHg within 1 month (in patients 
switching from latanoprost). The Code Committee 
considered that the body of evidence indicates 
that travoprost and latanoprost are equivalent in 
their efficacy in lowering intraocular pressure.  The 
claim that Travatan can provide further reductions 
of IOP when switching from latanoprost is based 
on a single study of inadequate design, which the 
Code Committee considered was presented in a 
misleading manner.  The omission of the number 
of patients that were switched from latanoprost to 
travoprost in the graph immediately above the 
claim compounded the misleading nature of the 
claim, although the Committee noted that the 
Monitoring Committee had accepted Alcon’s 
admission of this error.   
 
The claim “Travatan reduced IOP below 18mmHg 
within 1 month” was not considered to be 
adequately qualified, both in respect to the 
omission that the reduction in IOP was for mean 
IOP (as stated in the study by Przydryga et al), as 
well as the failure to identify the proportion of 
patients for whom the mean IOP was reduced 
below 18mmHg 
 
The Committee unanimously determined that the 
claim “Travatan reduced IOP below 18 mm HG 
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within 1 month” was in breach of Section 1.3 of 
the Code. As the Committee’s determination 
related to only one issue raised by the Monitoring 
Committee, rather than the detail aid as a whole, 
the breach was considered moderate.  
 
The Committee considered that the piece in its 
entirety was not satisfactory and contained a 
number of errors and omissions that may be 
considered to be in breach of the Code. The 
Committee noted that the piece had been 
withdrawn, and cautioned Alcon to review the 
piece thoroughly before issuing a revised version 
and to ensure Alcon adhered to its undertakings to 
the Monitoring Committee.  
 
Decision 
The Committee determined by unanimous 
decision that the Travatan detail aid was in breach 
of Section 1.3 of the Code of Conduct.  
 
Sanction 
The Committee determined that the breach was 
moderate and by majority decision imposed a fine 
of $25,000. The claim should not be used again in 
the same form.  The Committee noted that the 
item already had been withdrawn by Alcon.  
 
 

CLOPIXOL AND FLUANXOL – 1075  
 
Subject Company: Lundbeck Australia Pty Ltd 
 
Complainant: Ms Virginia Bear, Pharmacist on 
behalf of 19 Healthcare Professionals 
 
Product: Clopixol and Fluanxol 
 
Complaint 
A group of 20 healthcare professionals alleged that 
the failure by Lundbeck to inform healthcare 
professionals of the delisting of Clopixol and 
Fluanxol may be in breach of Section 2 of the 
Medicines Australia Code of Conduct. The group 
believed that Lundbeck had an obligation to 
inform healthcare professionals of the change of 
PBS status of the medicines in question. 
 
Sections of the Code 
Conduct alleged to be in breach of the following 
Sections of Edition 16 of the Code: 

 2 Promotional Material directed at 
healthcare professionals 

 
 
 

Response  
Lundbeck Australia responded that it regretted the 
inconvenience caused to healthcare professionals 
and their patients as a result of the delisting of 
Clopixol and Fluanxol. Lundbeck believes that it 
acted appropriately at all times and undertook 
appropriate steps to notify healthcare 
professionals of the changes to listing of the 
products.  It rejected any suggestion that it had 
breached any section of the Code. 
 
Code Committee decision 
In a unanimous decision, no breach of the Code of 
Conduct was found.  
 
Consideration of the complaint 
The Committee reviewed the response from 
Lundbeck to the complaint lodged by the group of 
healthcare professionals. The Committee 
determined that there is no provision in the Code 
of Conduct that requires that companies notify 
patients and healthcare practitioners when a 
product has been delisted from the PBS. 
Therefore, the Committee unanimously found no 
breach of the Code of Conduct had occurred. 
 
The Committee noted that the Department of 
Health and Ageing previously published a PBS book 
(“The Yellow Book”) which included a detailed 
section listing which products had been delisted 
from the date of publication. The Committee 
further noted that this publication is now only 
available on-line which may now require users to 
look to the Department of Health Services website 
to see changes to the PBS. However, the 
Committee did note that all healthcare 
professionals could have had notice of the deletion 
of the products from the Schedule through that 
publication. 
 
The Committee agreed that the delisting of these 
products would have an impact on the patient 
group, who may be socioeconomically 
disadvantaged and some of whom may be 
required to continue taking the products under 
legal orders, as stated by the complainants. Also 
the chronic nature of the illness and the 
consequences of poor control had the potential to 
severely affect the individual which requires 
medication changes to be planned. The Committee 
noted that the products are still available in 
Australia, although no longer subsidised, which 
may have a negative impact on patient 
accessibility.   
 
The Committee noted that Lundbeck had sent a 
facsimile and mailer to a large number of 
healthcare professionals in April 2011 when it had 
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become aware that the delisting of these products 
was not widely known. The Committee agreed that 
in consideration of the class of drug and the more 
vulnerable population who are usually prescribed 
the products, it would have been preferable for 
the delisting advice to have been disseminated to 
healthcare professionals earlier.  The Committee 
considered that the Department of Health and 
Ageing also had an obligation to inform health 
professionals in advance of delisting products in a 
more effective manner. 
 
The Committee discussed whether there should be 
an obligation on companies to provide this 
information to healthcare professionals, in 
addition to the current mechanism of the PBS 
Booklet and website. The Committee agreed to 
refer this issue to the Code of Conduct Review 
Panel for consideration during the current review 
process.  
 
The Committee discussed whether the delay in 
communicating the delisting of two products to 
health professionals brought the industry into 
disrepute.  However as Section 9.13 (Discredit to 
and reduction of confidence in the industry was 
not raised in the complaint the Committee did not 
make any determination.  The Committee 
reiterated the view that it would have been 
preferable to give advance notice to health 
professionals so they could make alternative 
arrangements for their patients.  
 
Decision 
The Committee determined in a unanimous 
decision that no breach of Section 2 of the Code of 
Conduct should be found.  
 
 

SEVIKAR SALES AID - 1076 
 
Subject Company: Merck Sharp and Dohme (Aust) 
Pty Ltd 
 
Complainant: Novartis Pharmaceuticals 
 
Product: Sevikar 
 
Complaint  
Novartis alleged that several claims that appeared 
in the Sevikar sales aid were in breach of sections 
1.1, 1.2.2 and 1.3 of the Code of Conduct. These 
claims are; 

 “power to reach BP target in 7 out of 10 
patients” 

 “effective dose titration to achieve BP target 
of <140/90mmHG” 

 “Sevikar offered powerful BP reductions and 
less oedema compared to Amlodipine 
monotherapy” 

 
Novartis argued that the study used to support 
claims 1 and 2 was not designed to support a 
major efficacy claim and that the claims 
misrepresented the study outcomes and did not 
adequately convey the limitations of the study 
design to a reader.  In relation to claim 3, Novartis 
argued that the referenced study outcome was not 
consistent with the body of evidence and was not 
consistent with the approved Product Information 
for Sevikar.  
 
Sections of the Code 
Materials 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 

 2.3  False or misleading claims 
 
Response  
MSD responded that the three claims subject to 
complaint do not breach the Code of Conduct. 
MSD had agreed to implement some modifications 
to the Sevikar promotional material during 
intercompany dialogue, and had offered to provide 
further evidence that the results of the referenced 
study are consistent with the body of evidence and 
to provide additional supporting references for the 
claims.  MSD requested the Committee to consider 
that these amendments were satisfactory to 
conclude this matter. 
 
MSD also requested the Committee to consider 
whether Novartis should be asked to justify why its 
action in submitting the complaint was not in 
breach of Section 23 of the Code. 
 
Code Committee decision 
The Committee determined by unanimous 
decision that the Sevikar Detail Aid was in breach 
of Sections 1.1, 1.2.2 and 1.3 of the Code of 
Conduct.  
 
Sanction 
The Committee agreed by majority decision to 
impose a fine of $25,000.  
 
Consideration of the complaint 
The Committee noted that a number of issues in 
relation to the Sevikar detail aid had been resolved 
through intercompany dialogue; however issues 
remained in dispute regarding three claims used in 
the detail aid: 
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 “power to reach BP target in 7 out of 10 
patients” 

 “effective dose titration to achieve BP target 
of <140/90mmHG” 

 “Sevikar offered powerful BP reductions and 
less oedema compared to Amlodipine 
monotherapy” 

 
Claim 1: “Power to reach BP target in 7 out of 10 
patients” 
The Committee considered that the graphical 
representation of the study outcomes, which was 
the basis for the claim “Power to reach BP target in 
7 out of 10 patients”, was a misrepresentation of 
the outcomes from the Punzi et al 2010 (AZTEC) 
study. The graph showed only those patients in the 
study that were up-titrated to the combination 
therapy (Sevikar) and omitted a histogram 
representing those patients who had achieved the 
blood pressure (BP) target on monotherapy 
(amlodipine) alone.  The 23.8 percent of patients 
who achieved the target BP on amlodipine alone 
were a subset of the 76.8 percent of patients who 
reached the BP target in the histogram labelled 
‘Sevikar 40/10’, which is the basis for the claim.  
The Committee agreed that the omission of this 
group of patients from the graph was a 
misrepresentation of the study data. The 
Committee noted that during intercompany 
dialogue MSD had offered to amend the graph to 
include the amlodipine monotherapy data. 
 
The Committee noted Novartis’ assertion that the 
claim “…7 out of 10” claims a higher proportion of 
patients achieve BP goal on Sevikar than set out in 
Table 3 of the Sevikar Product Information. The 
Committee noted that this table in the Product 
Information presents results from a double-blind, 
randomised, active-controlled study over 8 weeks. 
This study was conducted in 2008 and the Product 
Information was approved in May 2010. The Punzi 
et al study, which is the basis of the claim, was 
published in 2010 and had studied patients for 12 
weeks. The Committee considered that the results 
of the Punzi et al study were consistent with the 
data presented in the PI.  In the Punzi study 
approximately 50 percent of patients, who were 
uptitrated on Sevikar combination treatment, 
achieved the BP goal, which is consistent with the 
8 week study data included in the PI. 
 
The Committee accepted that the audience for this 
detail aid would be clinicians who would have 
some awareness of the National Heart Foundation 
guidelines for BP targets and the 
recommendations to initiate treatment with 
monotherapy and not with a fixed-dose 
combination. Nevertheless, the Committee 

determined that the claim was not accurate or 
correct because it gave the impression that the 
outcome of 7 out of 10 patients achieving BP 
target was achieved only in patients using Sevikar 
combination therapy whereas this result was for 
patients on amlodipine monotherapy combined 
with those on the combination therapy.    
 
The Committee considered that the Punzi et al 
study had an acceptable study design which 
reflected ‘real world’ treatment of hypertensive 
patients.  However, the study could not 
substantiate a claim that 7 out of 10 patients who 
take Sevikar will reach a BP target of 140/90 
mmHg.  As noted previously, a proportion (23.8%) 
of the 76.8 percent of patients who had achieved 
BP target had done so on monotherapy with 
amlodipine.  The Committee considered that the 
claim overstates the efficacy of the combination 
therapy, was not accurate or correct and could not 
be substantiated.  
 
The Committee unanimously determined that the 
claim “Power to reach BP target in 7 out of 10 
patients” was in breach of Sections 1.1 and 1.2.2 of 
the Code of Conduct.  
 
Claim 2 – “Effective dose titration to achieve BP 
target of <140/90mmHg” 
The Committee considered that this claim is linked 
to claim 1 “Power to reach BP target in 7 out of 10 
patients” and the histogram graph which are also 
referenced to the Punzi et al 2010 (AZTEC) study. 
The Committee’s concerns with claim 2 were 
similar to the rationale for its concerns with claim 
1.  The Committee agreed that the graph and 
associated claim gave the misleading impression 
that up to 76.8 percent of patients achieved the BP 
target on one of the three strengths of Sevikar 
combination therapy, whereas 23.8 percent of 
patients in the up-titration study achieved this 
target on monotherapy.  It would not be clear to a 
reader that the histograms present cumulative 
results encompassing the amlodipine 
monotherapy patients who achieved the BP target.      
 
The Committee concluded that claim 2 was 
misleading by omission and gave a false and 
misleading impression that overstated the results 
of the Punzi et al study. The Committee 
unanimously determined that the claim “Effective 
dose titration to achieve BP target <140/90 
mmHg” was in breach of Section 1.3 of the Code of 
Conduct.  
 
The Committee noted that the explanatory 
statement “Sevikar is indicated for the treatment 
of hypertension. Treatment should not be initiated 
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with this fixed dose combination” should be in a 
larger font and placed closer to the “effective 
titration” claim.  
 
Claim 3 – “Sevikar offered powerful BP reductions 
and less oedema compared to Amlodipine 
monotherapy” 
The Committee discussed the COACH study used 
to reference the claim. The Committee noted that 
the study was specifically designed to actively 
assess the incidence of oedema at each clinic visit. 
The Committee agreed that the specific 
assessment for oedema may show a higher 
incidence.  The Committee noted that the Product 
Information states that the incidence of oedema 
was significantly lower in patients who received 
Sevikar compared with those who received 
amlodipine monotherapy. The claim in the detail 
aid was consistent with this statement.  The 
Committee recommended that MSD update the 
Product Information to include the COACH data.  
 
The Committee determined by majority decision 
that the claim “Sevikar offered powerful BP 
reductions and less oedema compared to 
Amlodipine monotherapy” was not in breach 
Sections 1.1 or 1.3 the Code of Conduct. 
 
Allegation of vexatious complaint 
In its response, MSD asked the Committee to 
consider whether Novartis had breached Section 
23 – Abuse of the Code in lodging a complaint 
before intercompany dialogue had concluded. The 
Committee noted that both companies had 
actively engaged in the intercompany dialogue and 
that a number of issues had been resolved prior to 
lodgment of the complaint.  
 
The Committee noted that MSD had offered to 
make some changes to the detail aid, however 
were unable to reach agreement with Novartis on 
those changes. The Committee agreed that as the 
companies had been unable to resolve the matters 
in dispute, it was appropriate to bring the 
complaint to the Code Committee.  Further, the 
Committee had found several breaches of the 
Code in relation to the detail aid, which would not 
have been fully resolved by the changes proposed 
by MSD in intercompany dialogue. 
 
The Committee determined by unanimous 
decision not to seek justification from Novartis of 
its actions in submitting the complaint.  
 
Decision 
The Committee determined by unanimous 
decision that the Sevikar Detail Aid was in breach 

of Sections 1.1, 1.2.2 and 1.3 of the Code of 
Conduct.  
 
Sanction 
The Committee determined that the breach was 
moderate, and would not influence the prescribing 
habits of a healthcare professional. The Committee 
agreed by unanimous decision to impose a fine of 
$25,000. The Committee also determined that the 
sales aid should be withdrawn and that the claims 
and associated graphs should not be used again in 
the same or similar form.   
 
 

ACTONEL EC MEDIA SEGMENT – 1077 
 
Subject Company: Sanofi 
 
Complainant: Healthcare professional 
 
Product: Actonel EC 
 
Complaint  
The complainant alleged that an interview aired on 
Perth radio station 6PR breached the Code of 
Conduct as it had advertised Actonel EC to the 
general public. The interview with a healthcare 
professional was conducted by announcer Howard 
Sattler on 14 June 2011. The complainant 
questioned Sanofi’s involvement in setting up the 
interview and the relationship between Sanofi and 
the healthcare professional interviewed.  
 
Sections of the Code 
The Secretariat had asked Sanofi to respond to the 
complaint with regard to the following Sections of 
Edition 16 of the Code: 

 9.1  General principles for 
 relationships with 
 healthcare professionals 

 9.12 Gifts and offers 

 9.13 Discredit to and 
 reduction of confidence 
 in industry 

 12.3 Promotion to the general 
 public 

 12.4 Product specific media 
 releases 

 12.5 General media articles 

 12.7.1 Disease education 
 activities in any media  

 
Response  
Sanofi acknowledged that the interview was a 
result of the release of a product specific media 
release regarding Actonel EC. Sanofi contended 



 

Medicines Australia Code of Conduct Annual Report 2011 – 2012 41 

that the media statement was compliant with the 
Code of Conduct. The interview was with a 
healthcare professional spokesperson that had 
been identified by Sanofi because he is an expert 
in osteoporosis. Sanofi stated that there was no 
financial or material agreement between Sanofi 
for the healthcare professional to participate in 
the media interview. Sanofi also stated that no 
financial payment or arrangement was in place 
with 6PR.  
 
Sanofi considered that the media statement was 
compliant with the Code. Sanofi argued that it 
could not be held responsible for the questioning 
style of the interviewer and had no control over 
the questions he asked of the expert spokesperson 
beyond the information that was contained in the 
media release. Sanofi considered that the 
statements made by the expert spokesperson 
during the interview were educative and 
informative. Sanofi stated that it had not breached 
any section of the Code. 
 
Code Committee decision 
By unanimous decisions, the Committee found no 
breach of sections 9.1, 9.12, 12.5 and 12.7.1 of the 
Code of Conduct. Additionally, the Committee 
found by majority decisions no breach of sections 
9.13, 12.3 and 12.4 of the Code of Conduct.  
 
Consideration of the complaint 
The Code Committee listened to the recorded 
radio interview prior to commencing its 
consideration of the complaint.  
 
The Code Committee noted that complaint had 
initially been lodged by the healthcare professional 
with the Therapeutic Goods Administration (TGA), 
which had referred the complaint to Medicines 
Australia. The Code Committee further noted the 
email correspondence between the Medicines 
Australia Secretariat and the complainant. The 
Secretariat had sourced the recorded interview 
subject to complaint and provided it to the 
complainant. The complainant had not taken up 
the offer of an independent facilitator to assist in 
formulating their complaint. The Secretariat had 
identified a broad scope of potentially relevant 
sections of the Code against which to assess the 
complaint based on the complainant’s 
correspondence. The Code Committee questioned 
the applicability of some sections of the Code to 
the complaint.  
 
The Code Committee discussed the individual 
sections of the Code to which Sanofi had been 
requested to respond. In relation to Sections 9.1 
and 9.12, the Code Committee noted that Sanofi 

had stated that there was no financial relationship 
between the company and the healthcare 
professional interviewed or between the company 
and the radio station. The Code Committee also 
noted that Sanofi had advised in its response that 
the communications agency had provided the 
healthcare professional with a gift of a bottle of 
wine and chocolates following the interview as a 
thank you gift. Sanofi had advised that this was 
against its internal company protocols as well as 
the Code of Conduct and had taken corrective 
action with the communications company. The 
Code Committee agreed that this was not 
consistent with the Code; however it was 
inadvertent and had been addressed. The Code 
Committee agreed that as the gift was provided 
after the event, it could not be construed as 
influencing the healthcare professional’s conduct 
during the interview in any way. The Code 
Committee cautioned Sanofi to ensure that its 
revised protocols ensured this did not reoccur. In a 
unanimous decision no breach of Sections 9.1 or 
9.12 of the Code was found. 
  
The Code Committee reviewed the media 
statement issued by Sanofi on 14 June 2011 which 
Sanofi had acknowledged resulted in the radio 
interview. The Code Committee considered that 
the media statement to the lay media complied 
with the requirements as set out in Section 12.4 of 
the Code of Conduct. The media statement was 
released to announce the PBS listing of Actonel EC, 
which was permitted by the Code, and was 
determined to be a balanced statement that 
included the required information regarding 
product precautions, adverse reactions, warnings, 
contraindications and interactions and had 
included the minimum product information and a 
URL for the consumer medicine information. 
 
The Code Committee examined the evidence 
supplied by Sanofi which showed that the media 
statement had been provided to radio station 6PR 
by Sanofi’s communications agency. This 
statement was accompanied by information about 
the health professional that had been identified in 
the media statement by Sanofi as a potential 
expert spokesperson. The information provided by 
the communications agency to 6PR met the 
requirements of Section 12.4 of the Code of 
Conduct. One member of the Code Committee was 
concerned that although the media statement and 
accompanying materials were consistent with 
what is permitted under the Code, the end result 
was a radio segment that encouraged members of 
the general public to seek a prescription for a 
specific prescription only medicine. In a majority 
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decision the Code Committee found no breach of 
Section 12.4 of the Code.  
 
The Code Committee discussed the content of the 
radio interview. The Code Committee understood 
that the interviewer is a well-known talk-back 
radio host Howard Sattler on Perth radio. The 
Code Committee agreed that the healthcare 
professional interviewed is unlikely to have been 
provided with advance notice of the questions that 
Mr Sattler would ask. The Code Committee also 
agreed that neither Sanofi nor its communications 
agency would have received advance notice of the 
interview questions. The Code Committee agreed 
that neither Sanofi nor its communications agency 
could have had any influence on the interview 
style or content and they could not be held 
responsible for the line of questioning chosen by 
the interviewer.  
 
The Code Committee discussed the statements 
and responses by the healthcare professional 
interviewed. One Code Committee member who 
has had experience being interviewed for 
programs similar to the one subject to this 
complaint noted that the tactics of an interviewer 
are designed to take the interviewee down a 
particular path. If someone is not particularly 
experienced with this technique it can be difficult 
to avoid being led into making unguarded 
statements. The Code Committee agreed that the 
healthcare professional’s statements were 
consistent with the information contained in the 
media statement, which the Code Committee 
considered to be consistent with the Code, and 
with the approved use of the product. The Code 
Committee also thought that the healthcare 
professional had tried to keep the conversation on 
the disease, rather than focussing on the product. 
The Code Committee noted that it was the 
interviewer’s repeated attempts at spelling the 
product name that had resulted in over-emphasis 
on the product, and concluded that the healthcare 
professional was unable to prevent this.  
 
The Code Committee discussed whether media 
training is provided to key opinion leaders 
recommended by companies. The company 
representatives in attendance noted that it is 
provided where necessary. A number of the 
Committee members felt that media training could 
potentially been construed as indoctrinating a 
spokesperson or biasing what should be an 
independent opinion. 
 
The Code Committee remained concerned that the 
activity was direct to consumer advertising, as the 
end result of the media segment may be that 

patients would be encouraged to seek a 
prescription for a particular prescription medicine. 
However, the conduct of Sanofi and its 
representatives was consistent with the Code. The 
Code Committee requested the Secretariat to refer 
Sections 12.3 and 12.4 to the Code Review Panel 
to consider making it clearer that direct to 
consumer promotion must be avoided if product 
specific media releases and interviews with 
spokespeople identified by companies are 
permitted. The Code Committee also requested 
that the Code Review Panel consider whether 
providing media coaching to key opinion leaders 
identified as spokespeople would be regarded as 
inappropriately influencing the independence of a 
healthcare professional.  
 
The majority of Code Committee members were of 
the opinion that the end result of this segment 
was the promotion of a prescription product to the 
general public; however no breach of the Code 
could be found because Sanofi and its 
communications agency had acted within the 
bounds of the Code of Conduct. The Code 
Committee agreed that the Code does not govern 
the radio station or interviewer who conducted 
the interview with the healthcare professional. In a 
majority decision, no breach of Section 12.3 of the 
Code was found.  
 
The Code Committee particularly noted that a 
pharmaceutical company is not absolved of 
responsibility for any expert it identifies as a 
spokesperson. Experts should be properly briefed 
on the company’s responsibilities under the Code 
and potentially offered media training to assist the 
expert to avoid any communication that could be 
regarded as promotion to the general public. 
Further, any agency working for a company should 
be fully cognisant of the Code and the company 
should ensure that its responsibilities are complied 
with. 
 
The Code Committee unanimously considered that 
Sections 12.5 and 12.7.1 were not relevant to the 
conduct examined as part of the complaint and no 
breach of the Code was found in relation to these 
provisions. 
 
The Code Committee considered whether the 
conduct brought discredit to the industry. In a 
majority decision the Code Committee found no 
breach of Section 9.13 of the Code. 
 
Decision 
In a unanimous decision, the Code Committee 
found no breach of sections 9.1, 9.12, 12.5, or 
12.7.1 of the Code of Conduct. Additionally, the 
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Committee found by majority decision no breach 
of sections 9.13, 12.3 and 12.4.  
 
Appeal 
The complainant appealed the decisions to find no 
breach of Sections 12.3, 12.4 and 9.13 of the Code. 
The complainant argued that the media release, 
media alert and background document, issued by 
Sanofi under embargo until 14 June 2011, 
contained promotional statements. The 
complainant argued that the purpose of these 
documents was to promote Actonel EC to the 
general public and resulted in the interview on 
radio 6PR with a healthcare professional which 
promoted a prescription medicine to the general 
public. The activity was therefore alleged to be in 
breach of Sections 12.3 and 12.4 of the Code. The 
complainant also argued that Sanofi had failed to 
properly brief the healthcare professional on the 
requirements of Section 12.3 and 12.4 of the Code 
and that Sanofi was therefore in breach of Section 
12.4 of the Code. 
 
The complainant further argued that the failure of 
Sanofi to disclose that it had a relationship with 
the healthcare professional brought the industry 
into disrepute and was therefore in breach of 
Section 9.13 of the Code.  
 
Response to the Appeal  
Sanofi reaffirmed its response to the complaint to 
the Code of Conduct Committee. Sanofi 
considered that its media release, media alert and 
background document were fully compliant with 
the Code. The media release and media alert were 
current, accurate and balanced and did not make 
comparisons with other products. Sanofi further 
argued that the healthcare professional is a 
respected clinician in his field and no payment was 
made to him for the media interview. Sanofi’s 
relationship with the healthcare professional 
reflected a common interest in management of 
osteoporosis.  
 
Sanofi contended that in issuing a product specific 
press release, as is permitted by the Code, the 
company cannot control or be held accountable 
for the questioning style of a journalist. Sanofi 
argued that its conduct was consistent with the 
Code and supported the Code Committee’s 
findings of no breach of the Code.  
 
Consideration of the Appeal 
The Chairman outlined for the Appeals Committee 
the process by which the complaint was originally 
sent to Medicines Australia. He noted that the 
complaint was originally lodged with the TGA, and 
that the complainant had requested confidentiality 

throughout the process. Following the Code of 
Conduct Committee’s decision, the complainant 
chose to appeal. As the complainant was unable to 
attend the appeal hearing in person they had 
requested to be represented by two independent 
representatives, Dr Ken Harvey and Mr Eran Segev.  
 
Prior to the complainant and Sanofi 
representatives joining the meeting the Appeals 
Committee had a brief in camera discussion to 
clarify the matters subject to appeal.  
 
The representatives of both parties joined the 
meeting and were introduced to the Appeals 
Committee. 
 
The Chairman explained the process for an appeal 
hearing to both parties 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 then set aside or vary the decision 
and any sanction imposed. The Chairman noted 
that it would constitute procedural unfairness if 
the appeal went beyond those matters identified 
in the complaint and appeal submissions and the 
Subject Company had not had the opportunity to 
respond to any such matters. The Chairman also 
reinforced the confidentiality of the hearing and 
requested that both parties maintain those 
principles until such time as the Appeals 
Committee’s decision and reasons for the decision 
of the meeting are provided to the parties.  
 
The Chairman then invited the Appellant’s 
representatives to present the appeal to the 
Appeals Committee. The following is a summary of 
that presentation: 
 
Dr Harvey noted that a pharmacist heard an 
interview with a healthcare professional on 6PR 
Radio in Perth on 14 June 2011 on the drive time 
segment hosted by Mr Howard Sattler. The 
pharmacist was of the opinion that the interview 
was advertising the prescription product Actonel 
EC to the general public.  
 
The pharmacist made a complaint to the TGA on 
the premise that the interview had breached the 
Therapeutic Goods Act 1989 which prohibits the 
advertising of prescription products to members of 
the general public. Dr Harvey advised the Appeals 
Committee that the complainant was not originally 
concerned about a breach of the Medicines 
Australia Code of Conduct, but was more 
concerned about what they considered to be a 
serious breach of the legislation. However, the 
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TGA had forwarded the complaint to Medicines 
Australia to consider whether there had been any 
breaches of the Code. 
 
Dr Harvey noted that in the reasons for decision 
from the Code Committee, the majority of the 
Committee had agreed that the activity resulted in 
the advertising of a prescription product to the 
general public. However, the Code Committee 
found that the media release issued by Sanofi was 
compliant with the Code. No breach of the Code 
had been found because the Code does not govern 
a radio station or interviewer. The Code 
Committee did note that expert spokespeople 
must be properly briefed on the company’s 
responsibilities under the Code. Dr Harvey argued 
that the media release was not compliant with the 
Code of Conduct and that any activities which 
resulted from its release were also not compliant 
with the Code of Conduct.  
 
Dr Harvey further argued that Sanofi and its 
communications agency would have been aware 
of the interviewing style of Mr Sattler. Dr Harvey 
stated that there should be disclosure of 
relationships, whether between the spokesperson 
and the sponsoring company, or the sponsoring 
company and the interviewer. He acknowledged 
that there was no commercial relationship 
between Sanofi and Mr Sattler or radio 6PR, but it 
would have been appropriate for Sanofi to have 
informed Mr Sattler that prescription medicines 
must not be promoted to the general public. Dr 
Harvey acknowledged that this is not currently a 
requirement of the Code of Conduct and 
recommended that the Code Review Panel 
consider this during the Code review process.  
 
Dr Harvey noted that the medical spokesperson 
had a relationship with Sanofi and had been 
selected by Sanofi to be interviewed. Dr Harvey 
noted that Sanofi has a responsibility to ensure 
that medical spokespeople are properly briefed on 
the Code and the Therapeutic Goods Legislation. 
Specifically, Sanofi had the responsibility to ensure 
that the healthcare professional was aware that 
promotion of prescription products to the general 
public is prohibited and should be avoided during 
any interview. Dr Harvey argued that the failure to 
provide adequate briefing was a breach of the 
Code by omission.  
 
Dr Harvey turned to the media release and media 
alert that had been issued by Sanofi. The Code 
Committee found the media release and alert to 
be compliant with the Code and found no breach 
in its decision. However, Dr Harvey argued that the 
media release contains a number of promotional 

claims, as were itemised in the appeal document, 
which are expressly prohibited by Section 12.4.1 of 
the Code. He argued that without the media 
release and without the involvement of the 
communications company the interview on 6PR 
would not have occurred. Therefore Sanofi bears 
some responsibility for the interview, which the 
Code Committee found resulted in promotion to 
the general public.  
 
Dr Harvey stated that the TGA has delegated the 
Code Committee to determine whether there was 
a breach of the Therapeutic Goods Act. He 
acknowledged that the Medicines Australia 
Secretariat had assisted the complainant in 
formulating the complaint so it could be evaluated 
against the Code of Conduct. The Code Committee 
found that a breach had occurred through the 
promotion of a prescription medicine to the 
general public. However, having found no breach 
of the Code by Sanofi the Code Committee took no 
further action. Dr Harvey argued that the Code 
Committee had some responsibility to refer the 
matter back to the TGA or the ACCC to inform 
them of the breach of the legislation. 
 
Dr Harvey closed the appeal presentation by 
asking the Appeals Committee to reconsider the 
media release and the activities that stemmed 
from it and find a breach of Sections 9.3, 12.3 and 
12.4 of the Code of Conduct.  
Sanofi representatives then provided their 
response to the Appeal. 
 
Sanofi noted that they represented both Sanofi 
and Warner Chilcott at the appeal as co-marketers 
of Actonel EC. Sanofi consider that the Code of 
Conduct Committee was correct in finding no 
breach of Sections 12.3, 12.4 and 9.13 of the Code. 
 
Sanofi addressed the provision of gifts by its 
communications agency to the healthcare 
professional. Following an internal investigation, it 
was discovered that individual(s) at Sanofi had 
been aware that the communications agency 
intended providing a thank you gift following the 
interview, which is inconsistent with the Code and 
company policies. The individual(s) have 
undertaken corrective action. Sanofi also 
contacted the healthcare professional, advising 
him that the provision of the wine and chocolates 
following the interview was not appropriate and 
would not be provided after any future 
engagements. The healthcare professional advised 
Sanofi that he did not receive any gifts. Sanofi 
accepts that it was incorrect to provide, or intend 
to provide, a gift to a healthcare professional. 
Sanofi also informed the healthcare professional of 
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the complaint and that his identity may be made 
public following the finalisation of the complaint.  
 
Sanofi then responded to the appeal in relation to 
Section 12.4 of the Code. Sanofi reiterated that the 
Code Committee determined that the media 
release was not in breach of the Code. Sanofi 
argued that the media release does meet the 
requirements of section 12.4 as it was released at 
a time point that is acceptable under the Code, 
contains the required safety and precaution 
information, and provides a link to the Consumer 
Medicine Information. Sanofi asserted that the 
media release is balanced, accurate and meets the 
standards as set by the Code of Conduct. Sanofi 
responded to the complainant’s submission, that 
the media release does not make any references 
to alternative treatments. Sanofi contend that by 
doing so it would be comparing treatment options, 
which is prohibited by Section 12.4. Sanofi instead 
chose to focus the release on the Government’s 
decision to list the product on the PBS. 
 
Sanofi further consider that the media release is 
consistent with the Code requirement for adhering 
to community standards. Sanofi stated that the 
information on bisphosphonates and osteoporosis 
were referenced to the Osteoporosis Australia 
website, which refers to the relative benefits of all 
products. Sanofi therefore consider that the media 
release is consistent with community standards.  
 
Sanofi agreed with the complainant that the 
company is responsible for their agents. Sanofi 
confirmed that its contracts with agents state that 
industry requirements must be upheld at all times. 
Sanofi selected the communications agency to 
represent its interests as they are experienced in, 
and solely focus on, the healthcare industry. Sanofi 
stated that the communications agency have a 
standard process briefing spokespeople on the 
Code of Conduct and their obligations when 
representing Sanofi.  
 
Sanofi advised that they believed that the 
healthcare professional’s actions during the 
interview were compliant with the Code of 
Conduct. Sanofi noted that the healthcare 
professional had only used the product name in 
response to a direct question from Mr Sattler. 
Sanofi further noted that the healthcare 
professional attempted to discuss osteoporosis in 
his responses rather than speaking only about the 
product. Sanofi also noted that in his responses, 
the healthcare professional referred members of 
the general public to their healthcare professionals 
to discuss the condition rather than the specific 
product.  

Sanofi advised that neither it, Warner Chilcott nor 
the communications agency have a financial 
arrangement with the healthcare professional, 
Radio 6PR or Mr Howard Sattler. Sanofi advised 
that following the media release being issued, 6PR 
had contacted the communications agency asking 
for an interview, and communications agency put 
them in touch with the healthcare professional. 
Neither Sanofi nor the communications agency is 
in the position to prescribe which questions a 
journalist asks. Sanofi issued the media release as 
a genuine media activity and not a promotional 
activity.  
 
Sanofi advised the Appeals Committee that it was 
not its intention to mislead by not disclosing any 
relationship it had with the healthcare 
professional; however Sanofi noted that it has met 
all obligations as described in the current Code of 
Conduct. If the Code is changed in the future, 
Sanofi will comply with any disclosure or 
transparency requirements. Sanofi does not 
consider that the healthcare professional’s 
responses in the interview have been 
compromised or biased by his previous 
relationship with Sanofi in co-authoring papers 
relating to osteoporosis management.  
  
In closing its presentation, Sanofi contended that 
the activity it undertook was in line with the Code 
of Conduct and therefore could not bring the 
industry into disrepute. Sanofi believe that it acted 
responsibly and engaged appropriately with the 
general public. Sanofi reiterated that it was within 
its rights to issue the media release. Sanofi 
acknowledged that the communications agency 
had erred in providing the healthcare professional 
with gifts following the interview, however they 
emphasised that the gifts were not provided with 
the intention of influencing the interview (as this 
occurred after the event) and it had acted to 
prevent this happening in the future.  
 
A member of the Appeals Committee asked Sanofi 
whether the healthcare professional was given a 
briefing on the Code and its requirements prior to 
the interview. Sanofi advised that the 
communications agency have a standard protocol 
which is to provide a briefing to each 
spokesperson on the Code. This includes a briefing 
to maintain focus on the message contained in the 
media release, including balanced and educational 
information not promotional statements. Sanofi 
advised that the provision of such a briefing is not 
documented.  
 
A member of the Appeals Committee questioned 
whether Sanofi had considered choosing a medical 
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expert who was more independent than the one 
selected. Sanofi responded that the selection of 
the healthcare professional as the spokesperson 
was appropriate. Sanofi noted that it works with a 
large number of healthcare professionals and 
believe that their interactions are appropriate, 
compliant with the Code of Conduct and do not 
compromise either party.  
 
A member of the Appeals Committee questioned 
what information was provided to 6PR and 
specifically Mr Sattler. Sanofi responded that the 
communications agency had communicated to 6PR 
via email. The only materials provided to 6PR were 
the media release, media alert and, following a 
further request, the healthcare professional’s 
biography. The Appeals Committee noted that at 
no point in this correspondence was the Code of 
Conduct mentioned to 6PR.  
 
The Chairman questioned if any other activities 
had resulted from the media release. Sanofi 
advised that 254 television events, 23 online 
articles, 8 print articles and 24 radio articles had 
occurred. However Sanofi also noted that many of 
these would have been the same item repeated at 
different times throughout the day on the various 
media. The 6PR interview was the only event 
where concerns have been raised. Sanofi noted 
that the healthcare professional was interviewed 
twice, with the other interview being a cut-down 
version of a longer interview and that it had 
focussed on the government listing of the product.  
 
One Appeals Committee member questioned why 
Sanofi considered that the media release did not 
contain promotional statements. Sanofi contended 
that the media release contained educational 
information relevant to the PBS listing of the 
product and the reasons for that decision – the 
reasons the product was approved by the TGA and 
PBS listed. The Appeals Committee questioned 
Sanofi if the reasons for these decisions are 
publicly available.  Sanofi advised that the 
information published by the PBAC is a summary 
document, not detailed information. The relevant 
information would be found in the Product 
Information, which is referenced in the media 
release. 
 
The Chairman asked whether Sanofi accepted that 
the healthcare professional went outside the 
scope permitted by the Code. Sanofi disagreed 
with that statement and reiterated that it believed 
that the healthcare professional did his best 
against a particularly leading line of questioning 
and had endeavoured to keep the interview on 
message. 

 
Sanofi concluded by reiterating that it considers 
that the media release was non-promotional and 
non-comparative and therefore any activities 
stemming from it could not be found in breach of 
the Code. 
 
Following this presentation, Dr Harvey made his 
closing statement on behalf of the Appellant:  
 
Dr Harvey challenged the Appeals Committee to 
determine that the media release was 
promotional. Dr Harvey questioned whether the 
activity would have been in breach if the medical 
expert was completely independent of Sanofi; in 
his opinion it would not be. He also noted that the 
brand name was used 15 times in the seven-
minute interview, and he questioned what would 
be deemed an appropriate use of the brand name. 
He contended that a brand name should not be 
mentioned at all and that the active ingredient 
name, rather than the brand name, of a product 
should be used.  
 
Dr Harvey urged the Appeals Committee to hold 
someone accountable for the promotion of a 
prescription product to the general public, which 
the Code Committee acknowledged had occurred. 
Sanofi has responsibility for not properly briefing 
the healthcare professional to avoid promoting the 
product in the interview. He recommended that 
the Code of Conduct review incorporate the 
requirement that a statement to the effect of 
“promotion of a prescription product to the 
general public must not occur” be included at the 
footer of each media statement issued to lay 
media.  
 
Dr Harvey also noted that there is a general move 
globally towards the declaration of conflicts of 
interest. Dr Harvey argued that healthcare 
professionals who have financial relationships with 
industry tend to be more favourable and positive 
about specific products and less likely to give 
balanced information. Declaration of conflicts of 
interest should be required. The end result of the 
interview was promotion of a prescription 
medicine to the general public and the industry 
was brought into disrepute. 
 
Sanofi responded to this comment, stating that it 
did not agree that the healthcare professional’s 
comments were unbalanced or promotional. 
 
Both parties then left the meeting and the Appeals 
Committee commenced its deliberation. 
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The Appeals Committee agreed that the issues 
raised by the Appellant’s representative relating to 
transparency and disclosure of conflicts of interest 
were outside the scope of this Appeal. The 
Secretariat advised the Committee that these 
issues were raised in several submissions to the 
Code of Conduct Review and are therefore under 
active consideration by the Code Review Panel.  
 
The Appeals Committee reviewed the media 
release and media alert that were issued by Sanofi 
in June 2011. The Appeals Committee considered 
that the Code Committee had erred in finding that 
the media release and media alert were not 
promotional. The Appeals Committee considered 
that a number of statements in the media release 
were promotional, as had been identified by the 
complainant in the appeal submission. The 
Appeals Committee noted that in the Consumer 
Media Alert the statement “...another option to 
help reduce the rates of fracture and early death 
associated with this insidious disease” was not 
consistent with Actonel EC’s Product Information 
because the product is not indicated for a 
reduction in death rates from osteoporosis. 
Further, the Appeals Committee considered that 
the media release and media alert both contained 
statements that exaggerated the benefits of the 
product. The Appeals Committee noted that the 
studies used to support these claims show that 
Actonel EC has an equivalent efficacy and adverse 
events when compared to other bisphosphonates. 
The terms “innovative”, “novel” and “important 
advance” were promotional and overstated the 
benefit of an enteric coated dosage form. 
 
The Appeals Committee agreed that the quotes 
contained in the media release from two medical 
experts were also promotional. Specifically, the 
Appeals Committee agreed that the statements 
“without the special enteric coating and calcium 
binding agent of Actonel EC, eating breakfast or 
even drinking a simple cup of coffee or glass of 
juice at the same time would significantly reduce 
the absorption of the medication...” and “With 
Actonel EC people with osteoporosis requiring a 
bisphosphonate tablet can still have breakfast and 
have optimal fracture protection”  were 
promotional. The Appeals Committee determined 
that the media release had not satisfied the 
provisions of Section 12.4 of the Code and 
therefore agreed by unanimous decision that the 
media release was in breach of the Code. 
 
The Appeals Committee agreed that the 
explanation of the briefing provided to the 
healthcare professional prior to the interview and 
the lack of evidence as to the content of the 

briefing was unsatisfactory. The Appeals 
Committee considered that the healthcare 
professional had been led by Mr Sattler’s 
questioning throughout the interview, which 
resulted in promotion of the product to the 
general public. If the healthcare professional had 
been properly briefed on the Code and the 
requirement to avoid any promotion of the 
product this would have been avoided. The 
Appeals Committee determined that the radio 
interview on 6PR was the culmination of Sanofi 
issuing the consumer media release and media 
alert for Actonel EC. Sanofi, through its 
communications agency, had identified the 
healthcare professional as a medical spokesperson 
available for interview; the interview on 6PR had 
resulted in promotion of a prescription product to 
the general public. The interview by Mr Sattler 
would not have progressed in that way if the 
media release had been framed in a non-
promotional manner. Sanofi had failed to ensure 
that the medical spokesperson it had nominated 
for interview was adequately briefed on the 
requirements of the Code. The Appeals Committee 
considered that the Code Committee was in error 
in not attributing responsibility to Sanofi for the 
outcome. The Appeals Committee agreed by 
unanimous decision that Sanofi was in breach of 
Section 12.3 of the Code of Conduct.  
 
The Appeals Committee determined that the 
activity did not generate any further media 
attention following the interview and therefore 
agreed by unanimous decision that it was not in 
breach of Section 9.13.  
 
With regard to the Appellant’s question as to why 
the complaint was not referred back to the TGA 
following the Code of Conduct Committee’s initial 
determination, the Chairman noted that the 
relationship between the TGA and Medicines 
Australia is informal and not a delegation in 
legislation or regulation. The Appeals Committee 
agreed that the determination of the Committee 
finalised the complaint as it relates to the 
Medicines Australia Code of Conduct. However, 
the Appeals Committee noted that it remained 
open to the complainant to pursue the matter 
with the TGA if they chose. 
 
Sanction 
The Appeals Committee considered that the 
breaches of Sections 12.3 and 12.4 of the Code of 
Conduct were moderate because they would have 
no impact on a patient’s wellbeing but may 
influence prescribing by healthcare professionals. 
The Appeals Committee agreed that there was no 
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opportunity to correct the activity; only to prevent 
it from recurring.  
 
The Appeals Committee agreed that the media 
release and media alert issued by Sanofi must not 
be re-issued at any time. The Appeals Committee 
determined that if these media statements are 
available on a public website, Sanofi must remove 
them immediately. The Appeals Committee 
determined that Sanofi must cease using the 
promotional statements contained in the 
consumer media release in communications with 
the general public and they should not be used in 
similar materials directed to the general public or 
lay media.  
 
The Appeals Committee determined by unanimous 
decision that each breach should be considered 
individually and agreed that a sanction should be 
applied to each breach. The Appeals Committee 
agreed by unanimous decision that the breach of 
Section 12.3 should incur a fine of $20,000 and 
that the breach of Section 12.4 should also incur a 
fine of $20,000, bringing the total sanction to 
$40,000. 
 
The Appeals Committee also instructed Sanofi to 
provide the Reasons for Decision for this complaint 
to both the healthcare professional who was 
interviewed and Mr Sattler. 
 
 

FLOMAXTRA PROMOTIONAL MATERIALS 
- 1078 
 
Subject Company: CSL Limited 
 
Complainant: GSK Australia 
 
Product: Flomaxtra 
 
Complaint  
GSK asserted that the content of the following 
promotional materials breached the Code: 
Flomaxtra Leave behind CSLB3252.7 
Flomaxtra Leave behind CSLB3252.4 
Flomaxtra Promotional leave behind titled (Once 
daily in BPH – (no CSL code) found inserted in each 
Healthworks Patient Information booklet titled 
Living with BPH 10 per box. 
 
GSK alleged that the materials were misleading, 
unbalanced, inaccurate and substantially hindered 
clinicians from making informed assessments of 
the body of evidence relating to the treatment of 

benign prostatic hyperplasia/lower urinary tract 
symptoms in their patients.  
 
In addition, GSK alleged that CSL had directly 
promoted Flomaxtra to the general public through 
the insertion of the promotional leaflet in patient 
literature, which may lead patients to seek a 
prescription from their healthcare professional for 
a specific prescription medicine.  
 
Sections of the Code 
The materials were alleged to be in breach of the 
following Sections of Edition 16 of the Code:  

 1.1 Responsibility 

 1.2 Substantiating claims 

 1.3 False or misleading claims 

 1.3.1 Unapproved products or 
 indications 

 1.7 Comparative statements 

 2 Promotional material 
 directed at healthcare 
 professionals 

 12.1 Relationship with the 
 General Public – general 
 principles 

 12.3 Promotion to the General 
 Public  

 
Response  
CSL rejected the breaches alleged by GSK and 
argued that GSK had not been accurate in its 
representation of CSL’s position.  CSL stated that it 
had made considerable efforts to resolve the 
complaints with GSK and had committed to a 
number of actions including the withdrawal of all 
materials related to the complaint and agreement 
to cease using or revise the majority of the claims 
subject to complaint.   
 
CSL considered that GSK’s assertion that CSL was 
directly promoting to the general public was 
disingenuous.  CSL asserted that at no time did CSL 
specifically direct healthcare professionals to place 
the patient information booklets in surgery waiting 
rooms.  Further the patient booklet display box 
was clearly labelled with an instruction to remove 
the promotional insert before giving the item to a 
patient. 
 
Code Committee decision 
Across the various alleged breaches in the 
complaint, the Committee found: 

 Complaint 1: By unanimous decision a breach 
of Sections 1.2 and 1.3 

 Complaint 2: By majority decision a breach of 
Section 1.2  
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 Complaint 2: By unanimous decision a breach 
of Section 1.3 

 Complaint 3: By majority decision no breach of 
Sections 1.1, 1.2 and 1.3 

 Complaint 4: By unanimous decision no 
breach of Sections 1.2 and 1.3 

 Complaint 5: By majority decision no breach of 
Sections 1.1, 1.2, 1.3 and 1.7 

 Complaint 6: By majority decision breach of 
Sections 1.1, 1.3 and 12.3 

 Complaint 6: By majority decision no breach of 
Section 12.1 

 
Sanction 
The Committee imposed a fine of $75,000.  
 
Consideration of the complaint 
The Committee noted that GSK had presented its 
complaint as six individual complaints. The 
Committee considered the complaint following the 
order of issues raised in the letter of complaint.  
 
Complaint 1 

 Flomaxtra for male LUTS. It works. So your 
patients can too 

 Flomaxtra. Less nocturia. More energy 

 Go less at night, more ‘go’ the next day 
The Committee noted that Complaint 1 related to 
two issues: claims relating to less nocturia, which 
were referenced to a study by Abrams et al (1995), 
and claims relating to more energy and improved 
ability to work.   
 
The Committee reviewed the Abrams et al study 
(1995) used to substantiate the nocturia claims 
“Flomaxtra for male LUTS. It works” and the tag 
line “Less nocturia. More energy”. The Committee 
noted that the study used a modified release 
formulation of tamsulosin whereas Flomaxtra is an 
oral controlled absorption (OCAS) formulation.  
However a study by Chapple et al (2005) showed 
that there is no clinically significant difference in 
efficacy between tamsulosin MR and tamsulosin 
OCAS (Flomaxtra).  The Committee therefore 
accepted that Abrams et al study was sufficient to 
substantiate the claims relating to less nocturia 
with Flomaxtra, which has also been shown in 
several other studies in nocturia. The Committee 
noted that CSL had agreed to cease using the 
Abrams study to reference the nocturia efficacy 
claims.  The Committee unanimously found that 
the use of the Abrams et al study to reference the 
nocturia claims was not in breach of either Section 
1.2.2 or 1.3 of the Code.   
 
The Committee reviewed the studies used to 
reference the “(It works.) So can your patients can 
too”, “More energy” and “More ‘go’ the next day” 

claims.  The Committee noted that these claims 
had been referenced to several studies which 
examined duration of undisturbed sleep and 
quality of life measures.  The Asplund (2005) and 
Stanley (2005) studies investigated the impact of 
nocturia on sleep disruption, but did not examine 
energy or capacity to work.  Only the Kobelt G et al 
study (2003) investigated the impact of nocturia 
on quality of life and vitality.  The Committee 
discussed whether improved vitality could be 
interpreted to mean having ‘more energy’ or 
ability to work. The Committee concluded that the 
cited studies did not provide sufficient evidence to 
substantiate the energy claims, because none of 
the studies specifically examined energy or ability 
to work. The Committee noted that whilst it might 
be intuitive that unbroken sleep may give patients 
more energy the next day, there could be other 
factors which could impact unbroken sleep 
duration that are not attributable to Flomaxtra.  
 
The Committee agreed by unanimous decision that 
the claims relating to patients having more energy 
and ability to work could not be substantiated and 
were false and misleading and therefore were in 
breach of Sections 1.2 and 1.3 of the Code of 
Conduct.  
 
Complaint 2 

 Heading: “Monotherapy with an α-blocker is 
recommended first-line for men with LUTS” 

The Committee reviewed the European 
Association of Urology Guidelines (EAU Guidelines 
- 2010) and noted that the recommendation 3.1.6 
states that alpha-blockers should be offered to 
men with moderate to severe LUTS (lower urinary 
tract symptoms). The Committee agreed that the 
claim subject to Complaint 2 did not contain the 
limitation to use in men with moderate to severe 
LUTS; the claim was therefore more generalised 
than the EAU Guideline recommendation. The 
Committee agreed that the claim misrepresented 
the EAU Guidelines, as not every man presenting 
with LUTS should be started on an alpha-blocker; 
treatment will depend on symptomatology. The 
Committee stated that it is not good practice to 
paraphrase or reword Guideline recommendations 
for a promotional piece because a slight change in 
wording may change the meaning and thereby 
inappropriately alter the prescribing habits of 
healthcare professionals. The Committee noted 
that CSL had undertaken to use the exact wording 
from the EAU Guidelines in future materials.  
 
The Committee agreed that in its current form, the 
claim “Monotherapy with an α-blocker is 
recommended first-line for men with LUTS” does 
not accurately represent the EAU Guidelines 



 

Medicines Australia Code of Conduct Annual Report 2011 – 2012 50 

recommendation to which the claim is referenced; 
the claim does not adequately qualify the group 
that should receive treatment with an alpha-
blocker.  The Committee agreed by majority 
decision that the claim was in breach of Section 
1.2 of the Code and unanimously agreed that it 
was in breach of Section 1.3 of the Code of 
Conduct.  
 
Complaint 3 

 Key points section within both Leave Behinds 
The Committee noted that the issues concerning 
the first bullet point in this section: “alpha-
blockers still represent the first-line drug 
treatment of choice” were discussed under 
Complaint 2.  The wording of this bullet point also 
differs from the EAU Guidelines to which it is 
referenced through the inclusion of “still” and 
“(treatment of choice)”.  The Committee 
considered that its decision in relation to 
Complaint 2 also applied to the first dot point in 
the Key Points section of the promotional 
materials.  
 
The Committee reviewed the second and third 
bullet points in the Key Points section of the 
promotional materials and noted that the 
statements were generally consistent with the 
information and recommendations in section 
3.6.1.4, 3.6.1.5 and 3.6.1.6 of the EAU Guidelines – 
combination therapy is associated with more 
adverse events, as would be expected when two 
drugs are used together, and combination therapy 
should be used primarily in men with moderate to 
severe LUTS and are at risk of disease progression. 
 
The Committee noted that similarly to Complaint 2 
and the first dot point in the Key Points section, 
CSL had not used the precise wording from the 
EAU Guidelines and recommendations but had 
selectively extracted some of the wording for use 
in the Key Points. Some members of the 
Committee were concerned that this selective use 
of the EAU Guidelines text inappropriately 
emphasised the negative effects of combination 
therapy and did not include the balancing 
statements from the Guidelines about 
combination therapy resulting in a greater 
improvement in LUTS and superior prevention of 
disease progression or the recommendation to 
consider ceasing the alpha-blocker after 6 months 
in men with moderate LUTS.  These members 
considered that the emphasis from this extraction 
from the Guidelines was on monotherapy and was 
therefore misleading and not balanced.  A majority 
of the Committee accepted that the wording in the 
second and third bullet points adequately 
paraphrased the EAU Guidelines and contained 

sufficient information in order to not be 
misleading or unbalanced.  
 
The Committee determined by a majority decision 
that the second and third bullet points were not in 
breach of Sections 1.1, 1.2 or 1.3 of the Code of 
Conduct. 
 
Complaint 4 

 Flomaxtra relieves the most bothersome 
symptoms of BPH/LUTS, including nocturia 

The Committee noted that the study used to 
support this claim was the Abrams et al study 
considered in relation to Complaint 1. The 
Committee confirmed its decision that the Abrams 
study was sufficient to substantiate claims for 
Flomaxtra relating to nocturia.  
 
The Committee determined by unanimous 
decision that the claim was not in breach of 
Sections 1.2 or 1.3 of the Code of Conduct.  
 
Complaint 5 

 Flomaxtra has an established safety profile 

 Adverse events may be more likely with 
combination therapy 

The Committee noted that the safety claims were 
all referenced to the Product Information and the 
EAU Guidelines discussed in relation to Complaint 
3.  The Committee noted the statement on page 8 
of the Product Information was consistent with the 
second dot point under the heading Flomaxtra has 
an established safety profile and adequately 
supported the claims “generally well tolerated” 
and “no relevant differences between adverse 
events reported in the Flomaxtra and placebo 
arms”.  The Committee had previously accepted 
the claims that adverse events may be more 
frequent with combination therapy in relation to 
Complaint 3. 
 
The Committee agreed by a majority decision that 
the claims were not in breach of Sections 1.1, 1.2, 
1.3 or 1.7 of the Code of Conduct.  
 
Complaint 6 

 Promotion to the general public 
The Committee considered that there was a high 
risk that the promotional item inserted into each 
patient information booklet would end up being 
given to patients; it could not be guaranteed that 
all health professionals would remove the 
promotional insert before providing the booklet to 
the patient.  The Committee noted that there were 
instructions included in the box of booklets as well 
as on the top of each insert for it to be removed 
prior to being given to a patient.  Nevertheless, the 
Committee considered  that the promotional item 
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inserted in each patient educational booklet was 
inconsistent with the Code of Conduct’s 
prohibition against direct to consumer promotion; 
if a patient received the promotional insert they 
would be encouraged to request that their doctor 
prescribe Flomaxtra.  The Committee also noted 
that there had been some examples of the box of 
booklets, with the promotional leaflet remaining in 
each booklet, being made available in waiting 
rooms.  The majority of members of the 
Committee did not agree that it was the intention 
of CSL to promote its product to consumers.  A 
minority of members considered that the insertion 
of the promotional material in each booklet was 
deliberately intended to promote the product to 
consumers.  Irrespective of whether the intent was 
to promote the product to consumers, a majority 
of the Committee considered this to be the likely 
result.   
 
The Committee commended the informative 
booklet that would be useful to men with benign 
prostatic hypertrophy. The Committee was 
disappointed that this informative material was 
detracted from by the insertion of a promotional 
item directed at a healthcare professional.  
 
The Committee considered this to be a severe 
breach of the Code and agreed by a majority 
decision that the promotional insert in the patient 
educational booklet breached Section 12.3 of the 
Code.  
 
The Committee discussed whether the availability 
of the promotional leaflet inside the patient 
education booklet, where in a few instances the 
booklets were found in practice waiting rooms, 
brought discredit to the industry.  As already 
noted, the majority of the Committee did not 
consider this was a deliberate attempt to promote 
the product to consumers.  The Committee agreed 
by majority decision that no breach of Section 12.1 
of the Code should be found. 
 
The Committee had previously discussed the claim 
“Go less at night.  More ‘go’ the next day” under 
Complaint 1 and confirmed its previous decision 
that the claim was in breach of Sections 1.2 and 
1.3 of the Code. 
 
Decision 
Across the various alleged breaches in the 
complaint, the Committee found: 
Complaint 1, nocturia claims: By unanimous 
decision no breach of Sections 1.2 or 1.3 

 Complaint 1, energy claims: By unanimous 
decision a breach of Sections 1.2 and 1.3 

 Complaint 2: By majority decision a breach of 
Section 1.2  

 Complaint 2: By unanimous decision a breach 
of Section 1.3 

 Complaint 3: By majority decision no breach of 
Sections 1.1, 1.2 or 1.3 

 Complaint 4: By unanimous decision no 
breach of Sections 1.2 or 1.3 

 Complaint 5: By majority decision no breach of 
Sections 1.1, 1.2, 1.3 or 1.7 

 Complaint 6: By majority decision breach of 
Sections 1.2, 1.3 and 12.3 

 Complaint 6: By majority decision no breach of 
Section 12.1 

 
Sanction 
The Committee discussed appropriate sanctions 
and noted the actions proposed by CSL during the 
intercompany dialogue with GSK. 
 
The Committee determined that the claims that 
were found in breach of the Code should not be 
used again in any future material in the same or in 
a similar form.  
 
Corrective Action 
The Committee discussed corrective action in 
relation to this complaint: 
 
Complaint 1 
The Committee agreed by a majority decision that 
a corrective letter should not be imposed. 
 
Complaint 2 
The Committee noted that CSL had agreed to 
change the claim “monotherapy with an α-blocker 
is recommended first-line treatment for men with 
LUTS” to the exact wording from the EAU 
Guidelines. The Committee agreed by majority 
decision that this action was sufficient and no 
corrective action should be required. 
 
Complaint 6 
The Committee agreed that CSL should ensure that 
patient education material does not contain 
promotional material intended for healthcare 
professionals. The Committee confirmed that the 
actions agreed by CSL and GSK during 
intercompany dialogue, including that CSL had 
instructed its sales team to remove all promotional 
inserts from the BPH booklets already distributed 
to medical practices and CSL had sent a reminder 
letter asking health professionals to ensure that 
the insert is removed prior to giving the item to a 
patients. The Committee determined that CSL 
must provide confirmation to Medicines Australia 
that these actions have been completed and an 
undertaking that the distribution of patient 
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booklets with promotional inserts will not 
continue.  
 
Monetary Penalty 
The Committee noted that much of the revision of 
claims subject to the complaints had been agreed 
by both parties and a number of actions were 
taken to resolve this complaint prior to its 
submission to Medicines Australia.  
 
The Committee agreed that this was overall a 
moderate breach of the Code of Conduct and 
imposed a financial sanction of $75,000 on CSL.  In 
imposing the fine, the Committee took into 
consideration the resolutions to the complaints 
that had been agreed during intercompany 
dialogue, balanced with the Committee’s concern 
that promotion of a prescription medicine to the 
general public had been found.   
 
 

VOTE AGAINST STROKE WEBSITE – 1079  
 
Subject Company: Boehringer Ingelheim  
 
Complainant: NSW Therapeutic Advisory Group 
 
Activity: website voteagainststroke.com.au 
(relating to Pradaxa) 
 
Complaint  
The NSW Therapeutic Advisory Group (NSW TAG) 
alleged that the content of a public website, both 
in its original form and amended form, published 
by Boehringer Ingelheim was in breach of the 
Code. 
 
NSW TAG argued that the content of the 
information on the website, including content in 
embedded videos, constituted advertising in that it 
included statements which were intended to 
promote the use and supply of a prescription 
product. 
 
Sections of the Code 
The activity is alleged to be in breach of the 
following Sections of Edition 16 of the Code:  

 12.3  Promotion to the general public 

 12.8  Use of the Internet 

 12.9  Social Media 
 
Response  
Boehringer Ingelheim denied that the website was 
intended to promote Pradaxa to the general 
public. It argued that there was no mention of any 
product name on the website. The intent of the 

website was to inform doctors and patients of the 
Government’s decision, contrary to the advice of 
the PBAC, to delay the listing of a new stroke 
medication. The content of the website was 
changed on 21 November 2011; at this time the 
company’s ownership of the website was made 
more prominent. 
 
Code Committee decision 
The Committee determined by majority decision 
that version 1 of the website was in breach of 
Sections 12.3, 12.8 and 12.9 of the Code of 
Conduct.  
 
The Committee determined by majority decision 
that version 2 of the website was not in breach of 
Sections 12.3, 12.8 or 12.9 of the Code of Conduct. 
 
Sanction 
The Committee imposed a fine of $125,000. 
 
Consideration of the complaint 
The Committee discussed whether the activity to 
encourage members of the health profession and 
consumers to petition the Government came 
under the scope of the Code of Conduct. The 
Committee agreed that the use of the internet by 
companies to communicate with the general 
public or health professionals did fall within the 
Code, and in particular where such communication 
related to availability of prescription medicines 
and potentially promotion to the general public. 
The Committee agreed that activity had the 
potential to set a precedent and requested that 
the matter be referred to the Code Review Panel 
to consider including specific guidance on this type 
of lobbying activity in the next edition of the Code 
of Conduct.  
 
The Committee noted that two versions of the 
website were under consideration in this 
complaint. The first version of the website was 
available from 3 November 2011 until 20 
November 2011 and the modified version available 
from 21 November 2011 to the present. 
Boehringer Ingelheim had stated in its response 
that the website was modified in response to an 
enquiry from the Therapeutic Goods 
Administration (TGA).  
 
Website version 1 – Available 3 November 2011 – 
20 November 2011 
The Committee accepted that the primary purpose 
of the website was to encourage healthcare 
professionals and members of the general public 
to petition the Government to reverse its decision 
to defer the listing of a particular product to 
prevent stroke in people who have atrial 



 

Medicines Australia Code of Conduct Annual Report 2011 – 2012 53 

fibrillation. The Committee acknowledged that the 
Government’s deferral of listing of a range of 
medicines was of concern for companies, 
healthcare professionals, PBAC members and 
members of the general public. However the 
Committee was of the opinion that the website 
published by Boehringer Ingelheim was not 
consistent with the Code.  
 
The Committee considered that the language in 
version 1 of website was highly emotive and 
inflammatory and would create alarm and concern 
in members of the public. The Committee 
particularly noted the language such as “Australia 
is facing an epidemic of stroke” in people with 
atrial fibrillation and “this decision could be a 
matter of life or death for many thousands of 
elderly Australians with atrial fibrillation”. The 
Committee noted that the website did not include 
any safety information or potential side effects of 
the new medicine. The Committee considered that 
the website encouraged people to seek 
prescription of the new medicine because it gave a 
general public reader the impression that there 
were no other treatments available on the PBS or 
only “less effective medicines”, which added to the 
creation of fear that the community was 
experiencing a stroke “epidemic”.  
 
The Committee were concerned that the website 
did not include any information about who 
sponsored the website on any of its pages. The 
Committee were also concerned that the Pradaxa 
Product Information and the PBAC public summary 
document for dabigatran were used as references 
for claims about the benefits of the “21st century 
stroke prevention medicine”, which thereby 
identified the particular product and contributed 
to the promotion of the product to the general 
public.  
 
The Committee agreed that as access to this 
website was not restricted to health professionals 
only, but was accessible to the general public, it 
may encourage patients to seek a prescription for 
a particular product from their general 
practitioner. Although the Committee accepted 
that an average consumer would not immediately 
identify the product by name, they would likely 
remember the messages from the website (such as 
“Demand 21st Century Stroke Prevention”) when 
speaking with their general practitioner.  
The Committee agreed by majority decision that 
the website available between 3 November 2011 
and 20 November 2011 was in breach of Section 
12.3. The Committee further determined by 
majority decisions that the website version 1 was 
in breach of Sections 12.8 and 12.9 of the Code of 

Conduct because the website was a use of the 
internet and used social interaction to 
communicate with the general public in a 
promotional manner.  
 
Website 2 – 21 November 2011 to the present 
The Committee noted that the website had been 
substantially changed following enquiry from the 
TGA. The name of the company appears in the 
footer of each page and there is no reference to 
any product. The Committee found by majority 
decision that version 2 of the website was not in 
breach of Sections 12.3, 12.8 or 12.9 of the Code 
of Conduct. 
 
Decision 
The Committee agreed by majority decision that 
website version 1 was in breach of Sections 12.3, 
12.8 and 12.9 of the Code of Conduct. The 
Committee agreed by majority decision that the 
amended website (version 2) was not in breach of 
Sections 12.3, 12.8 and 12.9 of the Code of 
Conduct. 
 
Sanction 
The Committee discussed the severity of the 
breaches. A minority of the Committee considered 
the breaches to be severe breaches of the Code 
and possibly bringing discredit to the industry, 
although it was acknowledged that this was not 
alleged by the complainant. The majority of the 
Committee considered the breaches to be in the 
moderate category, there being no safety 
implications for patients but the activity may have 
an impact on how health professionals will 
prescribe the product as a result of encouraging 
members of the general public to seek a 
prescription for a specific medicine. 
 
The Committee determined that Website version 1 
must not be reinstated or made available on the 
internet at any time in the future. Boehringer 
Ingelheim must maintain its discontinuation.  
 
The Committee questioned what information 
would be provided to those healthcare 
professionals and members of the general public 
who had signed the online petition or who had 
signed up on the ‘keep me updated’ facility and 
who had submitted to their personal information. 
The Committee considered that any information 
provided by Boehringer Ingelheim to consumers or 
health professionals from this database would be 
inappropriate because the website was found in 
breach of the Code and determined that 
Boehringer Ingelheim must not use the names and 
contact details that have been gathered through 
this activity.  
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The Committee imposed a fine of $125,000. 
 
Appeal 
The Complainant appealed the decisions finding no 
breach of Sections 12.3, 12.8 or 12.9 of the Code 
of Conduct for version 2 of the 
voteagainststroke.com.au website.  
 
NSW TAG argued that the intent of the second 
version of the website is unclear, as is how the 
results of the petition will be used. Despite 
Boehringer Ingelheim being identified as the 
copyright owners of the site, the company has not 
made any reasonable disclosure of its financial 
interest in the Government decision surrounding 
the listing of a new stroke medication, dabigatran, 
(Pradaxa®). The website does not explain why the 
petition is of current interest or suggest what 
action the Government should take to reduce the 
incidence of strokes associated with atrial 
fibrillation. The website also does not provide 
information on the Government review of 
anticoagulants 
 
Appeal Response 
Boehringer Ingelheim responded to the appeal 
stating it has taken every reasonable action to limit 
any potential for misinterpretation of the content 
or purpose of the website. Boehringer noted that 
these actions were taken prior to the complaint 
lodged by NSW TAG, and were implemented 
rapidly. While Boehringer Ingelheim still considers 
that version 1 of the website met the Code 
requirements, and this website was live for just 18 
days, it had accepted the Code Committee's 
decision and sanctions both in regard to version 1 
and version 2 of the website. Version 2 of the 
website, which was not found by the Code 
Committee to have breached the Code, contains 
no mention or promotion of any prescription 
product and therefore Boehringer strongly 
believes that it meets all Code requirements.  
 
Consideration of the Appeal 
Prior to consideration of the appeal, the Chairman 
called for the declaration of any potential conflicts 
of interest. No conflicts were declared by the 
Committee and the meeting commenced. 
 
The Chairman explained the process for 
consideration of an appeal to Boehringer 
Ingelheim’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 then 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 submissions 
and the Subject Company had not had the 
opportunity to respond to any such matters.  
 
The Chairman noted that the complainant had 
appealed the Code Committee decision that the 
revised website (Version 2) was not in breach of 
the Code, and further noted that the findings in 
relation to the original website (Version 1) were 
not open for discussion.  
 
The Chairman then invited Boehringer Ingelheim 
to make its presentation to the Appeals 
Committee. The following summarises that 
presentation: 
 
Boehringer Ingelheim advised that it wished to 
address some misconceptions in the NSW TAG 
submission regarding the timeline for the approval 
of Pradaxa and the inception of both websites. 
Firstly, Boehringer noted that the Therapeutic 
Goods Administration (TGA) has introduced 
parallel processing allowing both TGA and 
Pharmaceutical Benefits Advisory Committee 
(PBAC) processes to occur in parallel. Previously 
products had to be approved by the TGA before 
being considered by the PBAC for listing on the 
Pharmaceutical Benefits Scheme (PBS). Pradaxa 
was one of the first products to be considered 
through parallel processing.  
 
Boehringer Ingelheim outlined the timeline of 
events in relation to the listing of Pradaxa, the 
inception of the websites, the NSW TAG complaint 
and other relevant factors: 
 

Mar 
2011 

PBAC recommended Pradaxa be 
listed on the PBS 

Apr 
2011 

TGA approved Pradaxa for the 
prevention of stroke in patients with 
non-valvular atrial fibrillation (AF) 

30 Sept 
2011 

Cabinet announced further review of 
anticoagulants, to be chaired by 
Emeritus Professor Lloyd Sansom  

3 Nov 
2011 

Vote Against Stroke Website 
launched (Version 1); one week later 
TGA Office of Product Review (OPR) 
raised concerns with Boehringer 

21 Nov 
2011 

Vote Against Stroke Website 
amended following discussion with 
the OPR (Version 2 instituted) 

30 Nov 
2011 

Boehringer Ingelheim received 
complaint lodged by NSW TAG 

22 Dec 
2011 

Terms of Reference released for the 
Review of Anticoagulants.  
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Boehringer Ingelheim also advised the Appeals 
Committee that the decision to list Pradaxa on the 
PBS, following a positive recommendation from 
the PBAC, had been deferred by the Federal 
Government.  
 
Boehringer Ingelheim noted that the version 1 
website was launched seven weeks prior to the 
release of the terms of reference or any other 
information pertaining to the anticoagulant 
review, which was announced by the Federal 
Government in September 2011.  
 
Boehringer Ingelheim provided the Appeals 
Committee with context for consideration of PBS 
listing of Pradaxa, noting that AF patients are five 
times more likely to experience a stroke and that 
70% of patients presenting to hospital with an AF-
related stroke were not taking anticoagulants. 
Boehringer Ingelheim stated that the intent of the 
website was not to promote any product but to 
simply provide a vehicle for healthcare 
professionals and patients on Pradaxa to comment 
to the Government on anticoagulant issues in light 
of the Government deferral of listing the product. 
The Code of Conduct Committee had accepted 
that the primary purpose of the website was to 
encourage health professionals and patients to 
petition the Government. Boehringer Ingelheim 
noted that all comments through the website were 
provided directly to the Federal Government; no 
filtering occurred.  
 
An Appeals Committee member questioned how 
members of the general public would find the 
website. Boehringer Ingelheim responded that it 
had communicated with all physicians and patients 
involved in the Pradaxa Product Familiarisation 
Program (PFP) and that the website was accessible 
to all members of the general public and could be 
easily found using any internet search engine. 
Boehringer Ingelheim noted that the PFP had 
recruited a large number of patients, however it 
had not commenced until the PBAC had made its 
positive recommendation. Boehringer Ingelheim 
noted that in the period 20 November 2011 to 17 
February 2012 version 2 of the website had 
received just over 1000 hits.  
 
Boehringer Ingelheim representatives stated that 
they considered that the fine for version 1 of the 
website imposed by the Code Committee was 
excessive and not in line with other fines for 
similar conduct. Boehringer Ingelheim had taken 
care to not directly advertise a prescription 
product to the general public and did not mention 
any product name on either site. Nevertheless 

Boehringer Ingelheim had accepted the Code 
Committee’s decision.  
 
Boehringer Ingelheim then addressed the issues 
raised in NSW TAG’s Appeal Submission: 
 
Rhetorical statement 
NSW TAG alleged that the statement “help the 
federal government understand the need for action 
to reduce the number of strokes suffered by 
Australians with an irregular heartbeat, known as 
Atrial Fibrillation” was rhetorical and did not 
provide a rationale for why the petition is of 
current interest or suggest what the Federal 
Government should do to reduce the number of 
strokes resulting from AF.  
 
Boehringer Ingelheim argued that a less rhetorical, 
more explicit statement might have been in breach 
of the Code. The site contained no product 
information, nor a product brand name; inclusion 
of this explicit information would have been 
considered to be promotional and therefore in 
breach of the Code. Further, rhetorical statements 
are not prohibited by the Code. 
 
Department of Health and Ageing (DoHA) Review 
NSW TAG alleged in its response that the website 
had been activated 2 months after the 
announcement of DoHA’s review of the role of 
anticoagulants in AF.  
 
Boehringer Ingelheim reiterated the timeline of 
events as previously noted; the website was 
actually created 2 months after the review had 
been announced, but this was more than seven 
weeks prior to the terms of reference or any 
details of that review being released.  
 
Disclosure of financial interest 
NSW TAG noted in its response that although 
website version 2 identifies Boehringer Ingelheim 
as copyright owner of the site and provides its 
contact details, there is no reasonable disclosure 
of Boehringer Ingelheim’s financial interest in the 
Government decision surrounding the listing of 
dabigatran. 
 
Boehringer Ingelheim responded that it stands by 
website version 2 as being clear that the site is 
owned and maintained by Boehringer Ingelheim 
Pty Ltd, and that this information appears on every 
page of the website. Boehringer Ingelheim 
reiterated that if a product name had been 
mentioned, this would have constituted 
promotion. 
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Information regarding serious adverse events 
NSW TAG noted in its response that website 
version 2 lacked any information regarding serious 
adverse events associated with the use of new oral 
anticoagulants, including dabigatran, and other 
limitations such as the inability to reverse 
anticoagulation in emergency situations. 
 
Boehringer Ingelheim reiterated that all oral 
anticoagulants have side effects and adverse 
events. Again, Boehringer Ingelheim stood by its 
decision that to include this information about a 
specific product would have constituted 
promotion and would have therefore been in 
breach of the Code.  
 
Sanctions 
In its submission, NSW TAG requested that the 
Appeals Committee impose the same sanctions on 
website version 2 as the Code Committee imposed 
on website version 1.  
 
Boehringer Ingelheim advised that website version 
2 did not gather signatures via a petition; rather 
emails were generated directly to the three people 
identified on the site. A respondent may choose 
who an email is sent to, with no interference from 
Boehringer Ingelheim.  
 
Further, Boehringer Ingelheim argued that website 
version 2 does not contain promotion to the 
general public and therefore no sanction should 
apply.  
 
Boehringer Ingelheim summarised its 
presentation: 

 The intention of the site was not to promote a 
product. The Code Committee found 
differently, but Boehringer Ingelheim is not 
contesting that decision. 

 The Code Committee had agreed that the 
deferral issue was a major concern – 
supported by consumers and Medicines 
Australia. 

 Rapid action was taken following initial 
concerns raised by OPR (TGA). 

 Sanctions imposed for website version 1 
appear to be at odds with precedents for 
similar activities. 

 Website version 2 contains no promotion of a 
particular product and does not breach the 
Code. 

 
One Appeals Committee member questioned 
Boehringer Ingelheim whether the comments 
gathered via the website would feed directly into 
the Federal Government’s anticoagulant review. 
Boehringer Ingelheim advised that it had recently 

met with the chairman of the review panel, 
Emeritus Professor Lloyd Sansom. Professor 
Sansom agreed that consumers should have an 
active role in making their views known to the 
review panel, however the review would rather 
hear this through patient groups and individuals, 
as opposed to through company websites.  
 
The Chairman then thanked Boehringer Ingelheim 
for its presentation and the company 
representatives left the meeting. The Appeals 
Committee then commenced its deliberations.  
 
The Chairman reiterated to the Appeals 
Committee that the appeal was only in relation to 
website version 2 and therefore it must be 
considered in isolation of website version 1.  
 
The Appeals Committee discussed who could 
access website version 2, noting that it could be 
accessed by any member of the general public. 
The Appeals Committee agreed that if the site had 
been only accessible to healthcare professionals 
and patients who were already prescribed the 
product as part of the Product Familiarisation 
Program, promotion to the general public 
wouldn’t have been as much a concern. However, 
this website is widely accessible to all members of 
the public through a simple internet search engine, 
which indirectly promotes the product to those 
people who are not taking it.  
 
The Appeals Committee considered that the 
revised version of the website (version 2) provided 
neither education nor information and sought to 
harness representations to Government by people 
who have no information about the background to 
the petition or the company’s financial interest in 
the issue. The website evidently did not achieve 
the outcomes Boehringer Ingelheim intended. The 
chairman of the anticoagulant review has 
reportedly stated that the review panel was not 
interested in any submissions from the site but 
wished to receive consumer input directly. The 
Appeals Committee noted that the number of 
visits to the website was low.  
 
The Appeals Committee considered that the 
limited information on the site encouraged 
members of the general public to make a 
submission or sign a petition without being given 
relevant information such as Boehringer 
Ingelheim’s interest in getting Pradaxa listed on 
the PBS – the action required of Government “to 
reduce the number of strokes suffered by 
Australians with an irregular heart beat, known as 
atrial fibrillation”. The Appeals Committee 
considered that the website was indirectly 
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promoting the product Pradaxa to those members 
of the general public who were not already 
prescribed dabigatran. The Committee agreed that 
if the website had been contained to healthcare 
professionals and PFP enrolled patients only, the 
website may not have been in breach of the Code.  
 
The Appeals Committee noted that there was wide 
media attention for the product when it was 
approved by the TGA and the PBAC summary is 
publically available. Therefore, members of the 
general public would be aware of which product is 
the subject of the required Government action.  
 
The Appeals Committee agreed by majority 
decision that website version 2 was in breach of 
Sections 12.3, 12.8 and 12.9 of the Code of 
Conduct because it was indirectly promoting a 
prescription medicine to the general public by not 
restricting the site to the PFP participants and 
healthcare professionals. By virtue of enrolment in 
the PFP, patients have sufficient information to 
make an informed decision about participating in 
the petition. The Appeals Committee agreed that 
members of the general public who accessed this 
site through an internet search would not have 
access to that information. The website amounted 
to promotion to those people who accessed the 
website who were not already prescribed 
dabigatran. The Committee considered that the 
breach should be classified as minor. 
 
Sanction 
The Appeals Committee determined by unanimous 
decision that no additional financial sanction 
should be imposed on Boehringer Ingelheim.  
 
The Appeals Committee also unanimously 
determined that website version 2 should also be 
removed immediately. Further, the Appeals 
Committee determined that any information 
gathered through the website that is held by 
Boehringer Ingelheim must not be used in any 
manner.  
 
 

LEXAPRO PROMOTIONAL MATERIALS – 
1080  
 
Subject Company: Lundbeck  
 
Complainant: Healthcare professional 
 
Product: Lexapro 
 
Complaint 

A healthcare professional alleges that material left 
by a Lundbeck representative in a hospital meeting 
room on 22 November 2011 is in breach of the 
Code of Conduct. The material uses the tag line 
“tick the box...” which is interpreted by this 
healthcare professional and their colleagues as 
encouraging prescribers to disallow generic 
substitution by the pharmacist.  
 
The healthcare professional also alleges that the 
statement could also be interpreted that the 
Lexapro is superior to other products in its class. 
The healthcare professional notes that the TGA 
advises that all escitalopram products are 
bioequivalent and thus no single product could be 
expected to produce a superior clinical response 
over another.  
 
Sections of the Code 
The activity is alleged to be in breach of the 
following Sections of Edition 16 of the Code:  

 1.3 False and misleading claims 
 
Response  
Lundbeck submits that the promotional piece for 
Lexapro provides current, balanced and accurate 
information which is satisfied by the supporting 
references. Lundbeck notes that no mention or 
comparison to a generic product was made in the 
piece, and denies that any statement in the piece 
claims that Lexapro is more efficacious than a 
generic version.  
 
Lundbeck denies that any comparison is made or 
implied that suggests that Lexapro is in some way 
superior and feels that the piece is not misleading.  
 
Code Committee decision 
The Committee agreed by unanimous decision that 
there was no breach of Section 1.3 of the Code of 
Conduct.  
 
Consideration of the complaint 
The Committee noted that the matter at the heart 
of the complaint is whether the term “tick the 
box” is an inducement for prescribers to prevent 
pharmacist switching patients to a generic brand 
at the time of dispensing, thereby blocking generic 
substitution.  
 
The Committee agreed that the phrase “tick the 
box” is used by healthcare professionals when 
discussing substitution; however the Committee 
agreed that in this instance there was no 
inducement for prescribers to block generic 
substitution. 
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The Committee discussed the Complaints 
allegations that Lexapro is superior to other 
products in its class. The Committee noted that the 
Cipriani et al study used to support the comparison 
table on the piece showed that citalopram and 
escitalopram were treated as different drugs 
which was appropriate as citalopram is not a 
generic version of escitalopram.  
 
The Committee appreciates how the complainant 
may have come to their interpretation of the 
promotional piece, especially the statement “tick 
the box”. However the Committee agreed by 
unanimous decision that there was no inducement 
to block generic substitution and no breach of 
Section 1.3 of the Code of Conduct was found.   
 
Sanction 
As no breach of the Code of Conduct was found, 
no sanction was levied.  
 
 

SPRYCEL EXPANDED ACCESS SCHEME – 
1081  
 
Subject Company: Bristol-Myers Squibb 
 
Complainant:  Novartis 
 
Product: Sprycel 
 
Complaint  
Novartis alleged that the “expanded access 
scheme” for Sprycel run by Bristol-Myers Squibb is 
a Product Familiarisation Program which is in 
breach of Section 8.5 of the Code of Conduct 
because recruitment of patients has continued 
beyond the six month period permitted under this 
section. Novartis contended that as there are 
other products available to treat CML, Novartis 
disputed that there was an unmet medical need 
which would justify the extension of the program 
beyond the six months permitted for a Product 
Familiarisation Program.  
 
Sections of the Code 
The activity is alleged to be in breach of the 
following Sections of Edition 16 of the Code:  

 8.5  Product Familiarisation Program 
 
Response  
Bristol-Myers Squibb responded that the program 
and the provision of free stock between TGA 
approval and PBS listing is a company business 
decision and therefore falls outside the Code. The 

recipient of the product is appropriately evaluated 
by specialist prior to receipt. 
 
Bristol-Myers Squibb noted the precedent set by 
the Code of Conduct Committee in its 
consideration of complaint 1059, Pegasys “Free of 
Charge” RBV Program, which was very similar to 
the Sprycel program and where the Code 
Committee found that the program was not a 
Product Familiarisation Program.  
 
Code Committee decision 
The Committee agreed by majority decision that 
there was no breach of Section 8.5 of the Code of 
Conduct.  
 
Consideration of the complaint 
The Committee discussed the Sprycel Expanded 
Access Program to determine whether it fell within 
the definition of a Product Familiarisation 
Program. The Committee noted that Sprycel is an 
existing product for which a new indication has 
been approved for first line treatment for CML as 
opposed to its original indication as second line 
treatment.  The Committee noted that Bristol-
Myers Squibb (BMS) had not contested that the 
supply of the product under the Expanded Access 
Program had continued for longer than six months.  
Enrolment in the BMS program had been closed 
shortly after receiving the complaint from 
Medicines Australia. 
 
The Committee also reviewed the reasons for 
decision for Complaint 1059 Pegasys “Free of 
Charge” RBV Program, which had been referred to 
by BMS in its response to the complaint. This 
complaint had been heard by the Committee in 
2011 and concerned a program run by Roche 
Products which was apparently very similar to the 
Sprycel Expanded Access Program.  In each case 
the products had been available for some time 
prior to the Access Program being initiated; the 
products were supplied via pharmacy and were 
not given to the clinician to supply to patients; the 
Programs were not intended to enable physicians 
to gain familiarity with the products (according to 
the companies) but were to enable patients to 
access the products within their approved 
indications at no cost.  The Code Committee had 
determined that the Roche Program was not a 
Product Familiarisation Program and therefore 
Section 8 of the Code did not apply; no breach of 
the Code had been found in relation to complaint 
1059. 
 
The Committee discussed at length what would be 
considered a Product Familiarisation Program 
under the terms described in Section 8 of the Code 
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of Conduct and the definition of a Product 
Familiarisation Program in the Glossary. The 
Committee noted during this discussion that the 
definition of a Product Familiarisation Program in 
the Glossary was not entirely consistent with the 
terms set out in Clause 8.5 of the Code.  The 
Glossary definition only refers to gaining familiarity 
with a product (a defined term in the Glossary) and 
does not mention use in new indications or where 
patient management might be different to current 
therapy as stated in Section 8.5. The Committee 
agreed that this inconsistency should be rectified 
and referred the issue to the Code Review Panel 
for its consideration. The Committee further 
recommended that there should be consideration 
of further clarification of the Code requirements 
such that if a program has the characteristics of a 
Product Familiarisation Program as described in 
Section 8 and the Glossary (as revised) then it 
should be determined to be a Product 
Familiarisation Program irrespecive of the aim of 
the company.  
 
The Committee also noted that a pharmaceutical 
company has the right to provide its products at 
any price or even at no cost to the patient. This is a 
business decision, and one that is outside the 
scope of the Code of Conduct. The Committee 
agreed, however, that the guidance in the Code is 
not sufficiently clear, as identified above, in 
relation to the definition of a Product 
Familiarisation Program. 
 
A number of the Committee members felt that the 
BMS Program was not in line with the spirit of the 
Code of Conduct and that a breach had occurred.  
These members considered that the Sprycel First 
Line Access Program had the characteristics of a 
Product Familiarisation Program and could easily 
be construed as a marketing activity rather than a 
compassionate access program. One Committee 
member likened this activity to “seeding studies”, 
which aim to gain market share for a new product, 
that have been prohibited under the Code of 
Conduct for some time and are not considered 
good practice.  
 
The Committee determined by narrow majority 
that the Sprycel First Line Access Program did not 
fall within the definition of a Product 
Familiarisation Program as described in Section 8 
and the Code Glossary and therefore a breach of 
Section 8.5 could not be found. The Committee 
were concerned that companies should not take 
advantage of specific terminology in the Code to 
avoid compliance with its intent by simply calling a 
program an ‘early/compassionate access program’ 
rather than a Product Familiarisation Program.  

However, on this occasion the Committee was 
unable to find a breach of the Code.  
 
Sanction 
As no breach of the Code of Conduct was found, 
no sanction was imposed.  
 

ONBREZ BREEZHALER DETAIL AID - 1082 
 
Subject Company: Novartis Pharmaceuticals  
 
Complainant:  Boehringer Ingelheim/Pfizer 
Australia 
 
Product: Onbrez Breezhaler 
 
Complaint  
In its joint complaint submission, Boehringer 
Ingelheim and Pfizer alleged that the detail aid for 
Onbrez Breezhaler contained several misleading 
claims regarding the relative benefits of Onbrez.  
 
After conducting intercompany dialogue, several 
changes were agreed to by both parties. However, 
Boehringer Ingelheim and Pfizer believe that the 
piece remains inconsistent with the Code of 
Conduct.  
 
Sections of the Code 
The activity is 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  
In its response, Novartis addressed each complaint 
as alleged by Boehringer Ingelheim and Pfizer.  
 
Novartis noted its disappointment that the 
complaint had been escalated to Medicines 
Australia as it was of the opinion that it was still an 
ongoing matter. 
 
Code Committee decision 

 Complaint 1 – Breach of Section 1.3 and 1.7; 
No breach Section 1.2.2 

 Complaint 2 – Breach of Section 1.3; No 
breach Section 1.2.2 

 Complaint 3 – No breach of Section 1.3  

 Complaint 4 – Breach of Section 1.3; No 
breach Section 1.2.2 

 Complaint 5 – No breach of Section 1.3  
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Sanction 
Cease use of the detail aid and do not use the 
same claims again in any future materials  
Pay a $100,000 fine.  
 
Consideration of the complaint 
The Committee noted that this complaint 
consisted of five matters that had not been 
resolved during intercompany dialogue. The 
Committee further noted that Novartis had agreed 
during intercompany dialogue to make certain 
amendments to the promotional material but 
Novartis had not agreed to issue a corrective letter 
as had been requested by Boehringer 
Ingelheim/Pfizer and Novartis had not conceded 
that any comparisons in the detail aid were 
inappropriate. The Committee also noted that the 
detail aid in question is no longer in circulation. 
 
The Committee reviewed the minutes from the 
intercompany dialogue which were included in 
Novartis’s response to the complaint.  It noted that 
Novartis had stated that this piece was a detail aid 
and not a leave behind.  Novartis had asserted that 
its sales representatives would be trained to 
explain the correct interpretation of the detail aid 
and that it was not intended to claim superiority of 
indacaterol over tiotropium.  The Committee 
considered that it was irrelevant whether the 
piece is a detail aid or a leave behind, because the 
provisions of the Code of Conduct relating to false 
and misleading claims and substantiation of claims 
apply to both types of material.  Additionally, the 
Committee considered that an item of 
promotional material must comply with the Code 
independent of any clarification or interpretation 
offered by a sales representative.  Furthermore, 
sales representatives cannot be expected to 
correct any misrepresentation in a printed detail 
aid. The Committee noted that medical 
practitioners have less time to appreciate any 
qualifications to possible claims made in detail aids 
for the very reason that they are not left behind. 
Finally, the Committee considers/interprets any 
statements or headings (whether headings for 
graphs) written or graphically represented on 
promotional materials as “claims”. 
 
Complaint 1 
“Improved bronchodilation with Onbrez 
Breezhaler” 
The Committee noted that there had been two 
recent studies comparing the efficacy of 
ondacaterol (Onbrez) and tiotropium – studies by 
Donohue et al (2010) and Buhl et al (2011).  The 
Donohue study also included a placebo arm.  This 
study was used to substantiate the claims and 
graphs subject to complaints 1, 2 and 4.   

The Code Committee noted that both the Buhl and 
Donohue studies were well designed and had been 
published in good quality, peer-reviewed journals.   
Both studies had demonstrated that ondacaterol 
was non-inferior to tiotropium in relation to FEV1 
after 12 weeks of treatment – this was the primary 
outcome objective in the Buhl study and a 
secondary outcome objective in the Donohue 
study. In addition, the Donohue study had 
demonstrated that indacaterol was superior to 
placebo based on FEV1 after 12 weeks treatment, 
which was the primary outcome measure in this 
study.  The Buhl study had shown superiority of 
ondacaterol over tiotropium in some secondary 
outcome measures, which suggested further 
investigation was required. 
 
The Committee considered that the Donohue et al 
study was an appropriate study on which to base 
claims of non-inferiority of ondacaterol when 
compared with tiotropium and superiority of 
ondacaterol versus placebo.  However, the 
Committee noted that superior efficacy of 
ondacaterol over placebo would be expected for a 
medicine approved by the TGA to provide 
bronchodilation in COPD patients.  The Committee 
agreed by unanimous decision that there was no 
breach of Section 1.2.2 of the Code of Conduct.  
 
Whilst the Donohue et al study was of good 
quality, the Committee considered that Novartis 
had failed to translate its outcomes adequately in 
the claims subject to complaint or in the graphical 
adaptations from the Donohue study.   
 
In relation to the claim “Improved bronchodilation 
with Onbrez Breezhaler”, this claim contained no 
qualification that it related to a comparison of 
ondacaterol with placebo.  The claim was a 
hanging comparator because the comparator was 
not stated.  The Committee determined by 
unanimous decision that the claim was in breach 
of Section 1.7 of the Code.  The Committee also 
considered that the claim was false and misleading 
because it was linked to the two claims 
immediately below the heading and the graph.  
The claim gave the impression that the ‘improved 
bronchodilation’ was the outcome from “Onbrez 
versus open-label tiotropium at week 12”, 
whereas, as noted previously, the Donohue et al 
study showed non-inferiority between the two 
treatments.  Further, in the footnote of the graph, 
the definition of the primary efficacy outcome 
failed to specify that it was for the comparison of 
Onbrez with placebo only. The Committee 
unanimously determined that the claim “Improved 
bronchodilation with Onbrez Breezhaler” was in 
breach of Section 1.3 of the Code of Conduct.  
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Complaint 2 
“Significantly greater improvement in lung 
function” and “Onbrez versus open-label 
tiotropium at week 12” 
The Committee considered that the rationale for 
finding the claim “Improved bronchodilation with 
Onbrez Breezhaler”  in breach of Section 1.3 of the 
Code also applied to the claims “Significantly 
greater improvement in lung function” and 
“Onbrez versus open-label tiotropium at week 12” 
in this complaint.  The Committee considered that 
the statements were misleading because the study 
showed non-inferiority between ondacaterol and 
tiotropium. Further the FEV1 difference of 40mL 
between Onbrez vs open-label tiotropium at week 
12 would not be considered a clinically relevant 
improvement; therefore Onbrez did not provide 
significantly greater clinically relevant 
improvement when compared to tiotropium and a 
claim of superiority of Onbrez over tiotropium, 
which is implied, is misleading. The Committee 
unanimously determined that the claim 
“Significantly greater improvement in lung 
function” was in breach of Section 1.3 of the Code 
of Conduct. 
 
Whilst not raised by Boehringer Ingelheim/Pfizer in 
the complaint, the Committee considered that 
truncating the y-axis in the graph gave a 
misleading impression of the scale of the 
difference between Onbrez and tiotropium.   If the 
y-axis had not been truncated, the actual 
difference between the products shown in the 
Donohue et al study would be clearer to a reader. 
 
The Committee reiterated that the studies used to 
substantiate this claim were appropriate and 
found by unanimous decision no breach of Section 
1.2.2 in relation to complaint 2.  
 
Complaint 3 
Unbalanced presentation of important 
precautions 
The Committee accepted Novartis’ argument that 
the page titled “The most common side effects, for 
the vast majority of patients, are mild to 
moderate”, which lists the common side effects 
that can be experienced by patients who take 
Onbrez, was adequate and representative of the 
Product Information. In addition, the Committee 
noted that on the back page of the detail aid there 
are two bullet points stating that Onbrez is 
indicated for COPD and should not be used in the 
treatment of asthma.  The Committee considered 
that the inclusion of this information was 
sufficient.   
 

The Committee agreed by unanimous decision that 
there was no breach of Section 1.3 of the Code of 
Conduct in relation to complaint 3. 
 
Complaint 4 
“Clinically important improvement in 
breathlessness over 26 weeks” 
The Committee unanimously agreed that the claim 
“Clinically important improvement in 
breathlessness over 26 weeks” and the associated 
graphical representation of the Donohue et al 
study dyspnoea measure was misleading.   It is not 
clear that the claim relates only to the comparison 
between Onbrez and placebo.  As the graph below 
the claim includes information on tiotropium as 
well as placebo, a reader would be likely to be 
misled into believing that the claim related to a 
comparison between ondacaterol and tiotropium.  
The Donohue et al study showed no significant 
difference between ondacaterol and tiotropium 
for the 150µg dose.  Only the higher 300µg dose 
showed a significant difference. The Committee 
agreed that this was a misleading representation 
of the study results.   
 
The Committee’s comment regarding the 
truncation of the y-axis, which gave a misleading 
impression of the magnitude of the difference 
between treatments, also applied to this graph. 
The Committee also considered that the omission 
of the study details relating to the graph was 
misleading. The Committee considered that relying 
on a reader to refer to information that had 
previously appeared in the detail aid was not 
satisfactory.  The study details must appear with 
each graphical representation of the study.  
The Committee agreed by unanimous decision that 
the claim and the graph were misleading and were 
in breach of Section 1.3 of the Code. 
 
For similar reasons as found in relation to 
complaints 1 and 2, by unanimous decision, no 
breach of Section 1.2.2 was found. 
 
Complaint 5 
“300µg has been shown to provide additional 
clinical benefits in some patients” 
The Committee noted that the statement was 
directly taken from the Product Information for 
Onbrez. The context of the statement in the detail 
aid makes it sufficiently clear to a reader that the 
claim of ‘additional benefit’ is in comparison to the 
lower strength 150µg Onbrez.  No other product 
or drug is mentioned on that page of the detail aid. 
The Committee agreed by unanimous decision that 
the statement was not misleading and there was 
no breach of Section 1.3 of the Code of Conduct.  
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Sanction 
Having found a number of breaches of the Code, 
the Committee considered an appropriate 
sanction.  The Committee agreed that the Onbrez 
Breezhaler detail aid did not represent the 
relevant study findings in a manner that is 
consistent with the Code of Conduct. The 
Committee agreed that in its current format the 
detail aid included false and misleading claims, 
hanging comparator claims and misleading 
graphical representations. The Committee agreed 
that the breaches found were Moderate, as the 
detail aid would have no safety impact on patients 
but may have an effect on how medical 
practitioners will prescribe the product.  
 
The Committee noted that the Onbrez Breezhaler 
detail aid had already been withdrawn. 
 
The Committee unanimously determined that the 
detail aid and the claims found to be in breach 
should not be used again in the same or similar 
form.  
 
The Committee also agreed by unanimous decision 
to impose a fine of $100,000.  
 
The Committee agreed by unanimous decision that 
a corrective letter was not required in this 
instance.    
 
 

PRESENTATION TO HEALTHCARE 
PROFESSIONALS – 1083 
 
Subject Company: AstraZeneca 
 
Complainant:  Healthcare Professional 
 
Product: Brilinta 
 
Complaint  
A healthcare professional alleged that AstraZeneca 
sales representatives had given presentations at 
the Prince of Charles Hospital in Brisbane 
regarding Brilinta that are in breach of the Code of 
Conduct. 
 
The healthcare professional alleged that the 
statement “clear total mortality benefit” as used 
by the AstraZeneca representatives in relation to 
Brilinta was false and misleading.  
 
 
 
 

Sections of the Code 
The Secretariat had asked AstraZeneca to respond 
to the complaint in relation to the following 
Sections of Edition 16 of the Code:  

 1.2 Substantiating data 

 1.3 False or misleading claims 
 
Response  
AstraZeneca responded that it had conducted an 
investigation of its activities at the Prince of 
Charles Hospital and was unable to find any 
evidence that corroborates the complainant’s 
allegations.  
 
AstraZeneca stated that it has strict policies 
regarding the promotion of Brilinta which include 
specific direction when using the PLATO endpoints, 
with only cardiovascular mortality data used in 
promotion.  
 
AstraZeneca disputed that its sales representatives 
had made the statements as alleged by the 
healthcare professional.  Therefore, no breach of 
the Code should be found. 
 
Code Committee decision 
The Committee agreed by majority decision that 
no breach of Sections 1.2 or 1.3 of the Code of 
Conduct had been demonstated.  
 
Consideration of the complaint 
The Committee noted the difficulty in arbitrating 
on a situation where there are different 
recollections of what was said at a particular 
event.  On one hand the Committee recognised 
that the healthcare professional had felt 
sufficiently concerned about what had been stated 
by the AstraZeneca representatives and had 
lodged a complaint.  It would be expected that a 
healthcare professional would not make a 
complaint unless very confident that a breach had 
occurred.  On the other hand AstraZeneca 
appeared to be well aware of its responsibilities 
and had identified the need to be very careful in 
communicating accurately about the PLATO study 
endpoints.  The Committee acknowledged 
AstraZeneca’s description of its internal 
promotional policy and noted that the AstraZeneca 
training protocol should have prevented any 
misinformation being communicated by a sales 
representative.  
 
There was no information before the Committee 
to illuminate whether the complainant had 
challenged the alleged statement during the 
educational event, which would have supported 
the healthcare professional’s belief that a claim of 
total mortality benefit had been made. 
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The Committee determined that given the 
difficulty in ascertaining whether the claim 
regarding clear total mortality benefit had been 
made as alleged, it was unable to find a breach of 
the Code of Conduct. However, the Committee 
recognised the concern of the complainant to 
ensure that accurate information is conveyed to 
healthcare professionals.  
 
The Committee highly respected the concern of 
the complainant about this matter and 
recommended that AstraZeneca communicate 
with clinicians at the Prince of Charles Hospital in 
Brisbane and make it clear that the company does 
not claim a total mortality benefit for Brilinta. The 
Committee understood that AstraZeneca should 
be able to identify when education for Brilinta was 

conducted at the institution and write to those 
attendees.  
 
The Committee agreed by unanimous decision that 
no breach of Sections 1.2 and 1.3 could be found.  
 
Sanction 
As no breach of the code had been found, no 
sanction was imposed. 
The Committee reiterated that it recommended 
that AstraZeneca should correct any perception 
that AstraZeneca representatives were claiming a 
total mortality benefit for Brilinta by writing to any 
healthcare professionals that were present at the 
educational event.  
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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 2011-2012. 
 

EDUCATIONAL EVENT REPORTS 

Educational Event Reports for the period April 2011 – September 2011 were published on 16 December 2012; 
and the reports for the period October 2011 – March 2012 were published on 22 June 2012. 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 2010-2011 
For the 2010-2011 review, the Monitoring Committee reviewed reports from the months July 2010, November 
2010 and March 2011. The Monitoring Committee commenced this review in May 2011 with subsequent 
meetings held in June and July 2011. This review included over 9,000 events, from 38 companies. As a result of 
its review of the three months of events, the Monitoring Committee sought further information from 25 
companies regarding events held during the reviewed months. The Monitoring Committee completed this 
review at the end of August 2011, with one event held by Merck Serono being referred to the Code of Conduct 
Committee for its decision. The outcome of this complaint (complaint No 1073) can be found on page 33. 
 

http://medicinesaustralia.com.au/code-of-conduct/education-events-reports/
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REVIEW OF EDUCATIONAL EVENTS 2011-2012 
In 2011-2012 the Medicines Australia Secretariat moved the review of educational event reports to later in the 
Monitoring Committee’s schedule of reviews, to July and August. This allows the Secretariat more time in 
which to prepare the requested reports for the Committee, and is after the reports for the full twelve months 
have been published on the Medicines Australia website. The outcomes from this review are therefore not 
available at the time of publishing this Code Annual Report. 
 
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 a subsequent meeting 
scheduled for August 2012 to review responses from companies to any requests for further information from 
the Monitoring Committee. The Monitoring Committee anticipates the completion of its review by September 
2012 with any events which may be in breach referred to the October 2012 Code of Conduct Meeting for its 
decision.  
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Table 9 
Summary of materials and activities reviewed by the Monitoring Committee 2005 – 2012  

 
2005-2006 2006-2007 2007-2008 2008-2009 2009-2010 2010-2011 2011-2012 

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 

 Websites 

 Patient education 

 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  
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Table 10 
Summary of materials and activities reviewed by the Monitoring Committee in 2011-2012 

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 Patient Educational Materials 
and Patient Support Programs 

28 471  2 

Central Nervous System Printed Promotional Material 11 129 
 

1 

Cardiovascular Printed Advertisements 12 225 1 

All therapeutic classes Media releases in the general 
media 

6 8 1 

Immunology Printed promotional material 16 200 1 
 

Genitourinary Advertisements 2 4 1 

All therapeutic classes Disease Education Activities 19 153 1 

Respiratory Audiovisual advertisements 3 5 1 

All therapeutic classes Websites directed at healthcare 
professionals 

25 52 2 

TOTAL   1046 11 

 

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 2011-2012 the Monitoring 
Committee referred an educational event conducted by Merck Serono and promotional materials from Alcon 
Laboratories pertaining to the Eye, Ear, Nose and Oropharynx review to the Code of Conduct Committee for 
determination (complaints 1073 and 1074). The outcomes of these complaints can be found on pages 33 and 
34 of this report respectively. 
 

OUTCOMES OF THE MONITORING COMMITTEE REVIEW OF MATERIALS AND ACTIVITIES 
2011-2012  

 

PATIENT EDUCATION MATERIALS AND PATIENT SUPPORT PROGRAMS 
The Committee reviewed 471 items from 78 individual patient support programs and over 100 disease 
education activities across all therapeutic areas that were in circulation during April – June 2011.  
 
Materials were provided by the following 28 companies: 

 Abbott Australasia 

 Actelion Pharmaceuticals Australasia 

 Allergan Australia 

 Amgen Australia 

 AstraZeneca  

 Baxter Healthcare 

 Bayer Australia 

 Boehringer Ingelheim 

 Biogen Idec Australia 

 Bristol-Myers Squibb Australia 

 CSL 

 Eli Lilly Australia 

 Gilead 

 GlaxoSmithKline Australia 

 iNova Pharmaceuticals 

 Ipsen 

 Janssen Australia 

 Lundbeck 

 Merck Serono Australia 

 Merck Sharp and Dohme (Australia) 

 Novartis Pharmaceuticals Australia   

 Novo Nordisk Pharmaceuticals 

 Nycomed 

 Pfizer Australia 

 Roche Products 

 sanofi-aventis  

 Servier Laboratories (Aust) 

 Shire Australia
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The Monitoring Committee discussed the use of testimonials in patient materials. The Committee agreed that 
testimonials are generally very useful to patients. However, the Committee also noted that the testimonials 
used are usually very positive regarding the treatment. The Committee suggested that a balance of 
testimonials, which include those where the outcome is not optimal, would be preferable. The Committee 
commended members on the improvement in testimonial use in the materials shown since the previous 
review of Patient Support Programs and Patient Educational Materials. 
 
The Committee sought feedback in relation to items from Boehringer Ingelheim, Bristol-Myers Squibb, CSL, 
Merck Sharp & Dohme and Servier and provided comments and suggestions to Biogen Idec, Merck Serono, 
Novartis, sanofi aventis, Servier Laboratories, Shire and Pfizer.  The issues raised with these companies 
included: 

 ensuring that there was no product branding appearing on items that might be used by a patient outside 
the home;  

 requesting an explanation of a named patient’s story included in educational material;  

 requesting clarification of the purpose of a leather-look folio in a patient support program 

 ensuring the location of the Australian Approved Name (active ingredient name) is adjacent to the most 
prominent appearance of the product name;  

 use of an image of product packaging in patient education materials 

 ensuring the company’s address is included on materials 

 suggesting a more appropriate section of a women’s magazine for education information; 

 suggesting the company develop materials for men with breast cancer rather than combining the male 
perspective in materials primarily for women.  

 
The Committee commended several companies for the quality materials for patient eduction – Abbott, 
Amgen, AstraZeneca, Baxter Healthcare, Biogen Idec, Boehringer Ingelheim, Eli Lilly, GlaxoSmithKline, 
Lundbeck, Merck Serono, Merck Sharp & Dohme, Novartis and Roche.  
 
Following its review of company responses, the Committee determined that no items of patient education or 
patient support materials should be forwarded to the Code of Conduct Committee for a determination on a 
potential breach of the Code. 
 

CENTRAL NERVOUS SYSTEM 
The Monitoring Committee reviewed 129 items of printed promotional material in the central nervous system 
therapeutic class that were in circulation during the period June – August 2011. 
 
Materials were received from the following 11 companies: 

 Abbott Australasia 

 AstraZenca  

 Eli Lilly Australia 

 GlaxoSmithKline Australia 

 Janssen Australia 

 Lundbeck 

 Novartis Pharmaceuticals Australia   

 Pfizer Australia 

 sanofi-aventis  

 Servier Laboratories (Aust) 

 UCB Pharma 

 
The Monitoring Committee did not identify any general issues across the printed promotional materials 
submitted by members. The Committee provided comments and feedback to Abbott, AstraZeneca, Eli Lilly, 
Lundbeck, Pfizer, and Sanofi and sought further information and explanations from Janssen and Novartis. The 
issues the Committee raised with individual companies in relation to their materials included: 

 ensuring that patient case studies are representative of actual patient cases and outcomes 

 ensuring the active ingredient name (AAN) is located adjacent to the most prominent representation of 
the brand name 

 ensuring a PBS listing statement was accurate and not misleading as a result of its layout 

 questioning the graphical representation of data and its interpretation in product claims 

 clarifying use of an abbreviation so it is not confused with another common statistical term 

 requesting an explanation of how a reference supported a claim to ensure the claim was not misleading 

 ensuring that a PBS boxed statement is included in a digital sales aid. 
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The Committee commended Eli Lilly for providing a placebo version of its product to assist healthcare 
professionals explain how to take a product and Lundbeck for the usefulness of some of its materials.  
 
Following this review the Monitoring Committee did not refer any matters to the Code of Conduct Committee. 
 

CARDIOVASCULAR SYSTEM 
The Monitoring Committee reviewed 225 advertisements from 12 member companies. 
 
Advertisements from the following companies were reviewed: 

 Abbott Australasia  

 Actelion Pharmaceuticals Australasia 

 AstraZeneca  

 Bayer Australia  

 Boehringer Ingelheim  

 CSL  

 Eli Lilly Australia  

 Merck Sharp and Dohme (Australia) 

 Novartis Pharmaceuticals Australia   

 Pfizer  Australia 

 sanofi-aventis  

 Servier Laboratories (Australia)
 
The Monitoring Committee did not identify any general issues in relation to the reviewed advertisements.  
The Committee provided feedback to Abbott, Bayer, Boehringer-Ingelheim, CSL, Eli Lilly and Merck Sharp & 
Dohme. The issues the Committee raised with individual companies in relation to their advertisements 
included:   

 ensuring that safety and warning information is included in advertisements 

 ensuring that statistical data includes a p-value 

 improving the contrast between text and background to ensure legibility of information, including symbols 
linking to qualifying statements 

 ensuring prescribing information (Minimum PI) is printed over a solid background and not over  
background images which make the text difficult to read, and that the font is not narrow and therefore 
hard to read 

 ensuring the active ingredient name (AAN) is located adjacent to the most prominent representation of 
the brand name 

 ensuring tag lines are referenced if they make a product-related claim 

 ensuring that the PBS price is included when required by the Code. 
 
Following this review the Monitoring Committee did not refer any matters to the Code of Conduct Committee. 
 

PRODUCT SPECIFIC MEDIA RELEASES IN THE LAY (GENERAL PUBLIC) MEDIA 
The Monitoring Committee reviewed 8 media releases to the lay (general public) media from 6 member 
companies. 
 
Media releases to the general media were provided by the following companies:

 Abbott Australasia 

 Allergan Australia 

 Bristol-Myers Squibb Australia 
 

 CSL  

 Merck Serono Australia 

 Novartis Pharmaceuticals Australia   
 

The Monitoring Committee did not identify any general issues across all of the media releases. 
 
The Monitoring Committee requested further information and explanation in relation to media releases from 
Allergan, CSL and Merck Serono and provided comments and feedback on their media releases to Abbott, 
Bristol-Myers Squibb and Novartis. The issues raised with the companies included: 

 inclusion of statements that may be considered promotional 

 using statistics about different cohorts of patients that could have been more clearly presented 

 clarifying that a statement was not implying a comparison with other products 

 ensuring that there is a link to the CMI or the CMI is included with the media release 

 questioning reference to medicines  under research and which are not yet available 
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 inclusion of a quote from the Health Minister about several PBS listings which could give the impression 
that it related to a specific product  

 
The Monitoring Committee commended Abbott, CSL, and Novartis for their media releases: 

 using clear plain English  

 including a statement about the relationship between a healthcare professional quoted in the media 
release and the company 

 addressing concerns about a product in a balanced and non-patronising manner 
 
Following the review of company responses, the Committee determined that no media releases should be 
forwarded to the Code of Conduct Committee for a determination on a potential breach of the Code. 
 

IMMUNOLOGY 
The Monitoring Committee reviewed 200 items of printed promotional material from 16 companies.  Printed 
promotional materials were provided by the following companies: 
 

 Abbott Australasia 

 Bayer Australia 

 Biogen Idec Australia 

 Bristol-Myers Squibb Australia 

 CSL  

 GlaxoSmithKline Australia  

 Genzyme Australasia 

 iNova Pharmaceuticals 

 Janssen Australia 

 Merck Serono Australia 

 Novartis Pharmaceuticals Australia   

 Pfizer Australia 

 Roche Products 

 sanofi-aventis  

 Shire Australia 

 UCB Pharma 
 
The Monitoring Committee did not identify any general issues across the printed promotional materials. The 
Committee provided comment and feedback to Abbott, Bristol-Myers Squibb, CSL, iNova, Merck Serono and 
UCB Pharma in relation to their materials and sought further information and explanations from Janssen, Shire 
and Pfizer in relation to their materials. 
  
The issues the Committee raised with individual companies in relation to their materials included: 

 typographical errors in which figures were transposed and a spelling error 

 giving more prominence to a statement clarifying the approved use of a product 

 increasing the font size of the company name and details where they appeared in Product Information 

 including a reference for a statement about product class availability 

 requesting explanation of the currency of advice about the management of anaphylaxis 

 clarifying a statement about access to treatment in relation to a patient support program 

 correct labelling of axes on a graph and ensuring it included the placebo arm of the referenced study 

 ensuring the Australian Approved Name (active ingredient) is included on a display banner 

 justification and explanation of evidence to support safety claims and whether the supporting study was 
sufficiently powered 

 ensuring that it is clear to a reader if a primary endpoint in a study was not met 

 ensuring the description of a study design was not confusing 
 
The Monitoring Committee commended CSL for inclusion of reference to the Medicines Australia Code of 
Conduct in its materials. 
 
Following the review of the company responses, the Committee determined that no items of printed 
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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GENITOURINARY  
The Monitoring Committee reviewed 4 advertisements from the following 2 member companies: 

 Novo Nordisk Pharmaceuticals  Pfizer Australia 
 
The Monitoring Committee did not identify any general issues in relation to the advertisements. The 
Committee provided comment and feedback to Novo Nordisk and Pfizer in relation to their advertisements. 
The comments and advice to the companies in relation to their materials included: 

 ensuring that the Australian Approved Name (active ingredient name) appears adjacent to the most 
prominent representation of the brand name 

 ensuring that the PBS dispensed price is included in advertisements 

 to avoid using an ‘all capitals’ font for mandatory text, which is more difficult to read 
 
Following this review the Monitoring Committee did not refer any advertisements to the Code of Conduct 
Committee. 
 

DISEASE EDUCATION ACTIVITIES IN ANY MEDIA 
The Monitoring Committee reviewed 153 disease education activities in any media across all therapeutic 
classes that were submitted by 19 member companies. 
 
Materials from the following companies were reviewed: 

 Abbott Australasia  

 Allergan Australia  

 AstraZeneca  

 Bayer Australia  

 Boehringer Ingelheim  

 Bristol-Myers Squibb Australia  

 CSL  

 Eli Lilly Australia  

 GlaxoSmithKline Australia  

 Ipsen  

 LEO Pharma 

 Merck Serono Australia  

 Novartis Pharmaceuticals Australia  

 Novo Nordisk Pharmaceuticals Australia   

 Pfizer Australia  

 Roche Products  

 sanofi-aventis  

 Servier Laboratories (Aust)  

 Shire Australia  

 
The Monitoring Committee did not identify any general issues across the disease education activities and 
materials. The Monitoring Committee requested further information and explanation in relation to materials 
from Allergan and LEO Pharma and provided comments and feedback on their materials to Eli Lilly, Merck 
Serono, Novo Nordisk, Pfizer and Roche. The issues raised with the companies included: 

 recommended listing products in alphabetical order so as to avoid any suggestion of giving any particular 
product prominence 

 clarification that a product-specific patient brochure was only to be given to patients prescribed that 
product 

 clarification about whether taglines were product-related claims 

 explanation as to whether a graphical representation made a promotional claim in materials for 
consumers 

 explanation as to whether a statement was a promotional claim in materials for consumers 

 clarification of who is responsible for a website and management of information collected via a subscribe 
facility 

 
The Monitoring Committee commended four companies for their excellent information for children and adults 
on medical conditions – Eli Lilly, Merck Serono, Novo Nordisk and Pfizer. 
 
Following the review of company responses, the Committee determined that no disease awareness activities 
or materials should be forwarded to the Code of Conduct Committee. 
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RESPIRATORY SYSTEM 
The Monitoring Committee reviewed 5 advertisements published in audiovisual material, Internet websites 
and eNewsletters from the following 3 member companies: 
 

 AstraZeneca  

 Merck Sharp & Dohme (Australia) 

 Novartis Pharmaceuticals Australia   
 

 
The Monitoring Committee did not identify any general issues across the advertisements in electronic media.   
The Monitoring Committee requested further information and explanation in relation to materials from Merck 
Sharp & Dohme and provided comments and feedback on their materials to AstraZeneca. The issues raised 
with the companies included: 

 comment on the interpretation of taglines, which were determined to be consistent with relevant studies 

 explanation of the use of IMS data and whether it was appropriate to substantiate certain claims 
 
Following the review of company responses, the Committee determined that no respiratory system materials 
should be forwarded to the Code of Conduct Committee.  
 

COMPANY CONTROLLED WEBSITES DIRECTED TO HEALTHCARE PROFESSIONALS 
The Monitoring Committee reviewed 51 websites directed to healthcare professionals that were under the 
control of 25 member companies.  Websites submitted by the following companies were reviewed.  
 

 Abbott Australasia  

 Actelion Pharmaceuticals Australasia  

 Allergan Australia  

 Amgen Australia  

 AstraZeneca  

 Baxter Healthcare  

 Bayer Australia  

 Biogen Idec Australia  

 Boehringer Ingelheim  

 Bristol-Myers Squibb Australia  

 Celgene  

 CSL  

 Eli Lilly Australia  

 FIT BioCeuticals  

 Gilead Sciences  

 GlaxoSmithKline Australia 

 Ipsen  

 Janssen Australia 

 Merck Serono Australia 

 Merck Sharp & Dohme (Australia) 

 Novo Nordisk Pharmaceuticals Australia   

 Pfizer Australia  

 Roche Products  

 sanofi-aventis  

 UCB Australia 

 
The Monitoring Committee did not identify any general issues across the websites exclusively available to 
healthcare professionals. The Monitoring Committee requested further information and explanation in 
relation to websites from Ipsen, and provided comments and feedback on their websites to Abbott, Actelion, 
Amgen, Allergan, AstraZeneca, Eli Lilly, FIT Bioceuticals, Janssen, Novo Nordisk, Pfizer, Roche, sanofi-aventis, 
and UCB Pharma. The issues raised with the companies included: 

 suggestion that a privacy statement is relevant to both consumers and healthcare professionals 

 improving readability of text which was difficult to read against background images 

 ensuring that all hyperlinks to external websites include an appropriate disclaimer advising readers they 
are leaving the company’s site 

 ensuring that the Australian Approved Name (active ingredient name) is located adjacent to the most 
prominent representation of the product name 

 repair of hyperlinks that were not working correctly when the Committee reviewed the sites 

 questioning the use of Wikipedia as a reference source for word definitions 

 ensuring a tagline claim is referenced 

 ensuring that a privacy statement is included on every website 

 updating medical conference calendar information 

 ensuring a boxed warning text is updated in all materials provided on a website 

 removing a statement about product availability on the public landing page of a website, which may be 
considered to be promotional 

 updating promotional materials to include current Product Information 
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The Committee commended a number of companies for the quality of information and materials provided via 
their websites - AstraZeneca, Bayer, Boehringer Ingelheim, Eli Lilly, Merck Sharp & Dohme and Roche. 
 
Responses to the Committee’s requests are due to be reviewed at the July 2011 Monitoring Committee 
meeting. The outcome of this review will be included in the 2012-2013 Annual Report.  


