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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 1 
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 

 
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.  
 

http://medicinesaustralia.com.au/code-of-conduct/code-and-monitoring-meeting-dates/
http://medicinesaustralia.com.au/code-of-conduct/code-and-monitoring-meeting-dates/


 

Medicines Australia Code of Conduct  
Outcomes of Monitoring Committee Reviews 2011 – 2012 

5 

 
Figure 1 - Monitoring Committee Meeting Attendance 2011-2012 
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. 
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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. 
 

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.  
 

http://medicinesaustralia.com.au/code-of-conduct/education-events-reports/
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Table 2 
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 3 
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. 
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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
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. 
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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. 
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. 
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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 

 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 
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 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.  
 

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: 
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 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. 
 

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 
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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 
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.  
 
 
 
 
 
 
 

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 4 
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 
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 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 
within 1 month” was in breach of Section 1.3 of 
the Code. As the Committee’s determination 
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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.  
 
 

 


