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Code of Conduct complaints relating to activities directed at 
the general public  

 

The Medicines Australia Code of Conduct Edition 16 (Section 35.3) provides for the 
publication on the Medicines Australia website of information regarding complaints that 
involve activities directed towards members of the general public. Section 35.3 states that 
this information will include the following: 

a) The name of the company against which a complaint has been lodged 
b) The name of the complainant, where appropriate 
c) The product, behaviour, conduct and/or promotional material subject to complaint 
d) A summary of the complaint, response and deliberations of the Code of Conduct 

Committee 
e) The section of the Code, if any, which was breached and the reasons for finding the 

breach 
f) Any sanctions imposed for the breach 

 
The information shall be released following the exhaustion of all appeals procedures and 
the outcome of any appeal is known. 
 
 

Table of finalised complaints where activity directed at the general public, for 
complaints finalised between February and May 2013 

No. Subject 
Company 

Material/ 
Activity 

Product Complainant Outcomes* Sanction 

1090 AstraZeneca Promotional 
Material 

Nil Healthcare 
Professional via 
the TGA 

No breach 
found 

 

n/a 

1093 Biogen Idec Promotional 
Material 

Nil Novartis 
Pharmaceuticals 

Breach of 
Sections 1.3, 
1.7 and 12.6 

Pay a fine 
$150,000 

 
 
*The outcomes will also be published in the quarterly and annual Code reports. 
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1090 – Clear Out Cholesterol 
Campaign 

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

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

 
Response  
AstraZeneca disagreed that the Clear Out 
Cholesterol campaign breached the Code 
of Conduct. AstraZeneca contended that 
the campaign was designed to build 
disease awareness in a target group of 
high cardiovascular risk patients who 
have ceased taking their prescribed 
cholesterol-lowering therapy. The 

purpose of the campaign was to address 
a quality use of medicines issue in 
patients already prescribed a lipid-
lowering therapy by a doctor.  
 
AstraZeneca argued that the campaign 
was in line with the Australian guidelines 
for primary and secondary prevention of 
cardiovascular disease, and the health 
messages provided by health consumer 
organisations such as the National Heart 
Foundation and the National Stroke 
Foundation of Australia.   
 
Code of Conduct Committee decision 
The Committee agreed unanimously that 
Section 12.7.2 did not apply to this 
complaint and therefore did not make a 
ruling on this Section. The Committee 
agreed by majority decision that there 
was no breach of Sections 12.7.3, 12.7.4 
or 12.7.6. 
 
Sanction 
As no breach was found, no sanction was 
imposed by the Committee.  
 
Consideration of the complaint 
The Chairman advised the Committee 
that the complaint was initially made to 
the Therapeutic Goods Administration 
(TGA), and was forwarded to Medicines 
Australia following consultation with the 
healthcare professional complainant. The 
Committee noted that in its 
communication with the complainant the 
TGA had identified sections of the Code 
of Conduct that had potentially been 
breached. 
 
The Committee discussed the media and 
regulatory environment at the time the 
campaign was initiated. The Food and 
Drug Administration (FDA) in the United 
States of America had issued a safety 
communication relating to all statins. This 
communication received extensive 
coverage in Australian media, prompting 
an escalation in adverse event reporting 
related to statins. The Committee 
acknowledged that AZ and other 
companies producing products in the 
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same class had contacted healthcare 
professionals regarding this safety 
communication. The Committee also 
noted that several key stakeholders had 
released communications urging patients 
to continue statin therapy unless 
otherwise advised by their healthcare 
professional.  
 
The Committee discussed the content of 
the FDA safety communication and noted 
that it advised a potential worsening of 
diabetes, and cognitive issues. The FDA 
communication also noted that the 
cognitive changes associated with statin 
use were not common and did not lead to 
a clinically significant cognitive decline.  
 
The Committee accepted that statin use 
in Australia is high. The Committee also 
acknowledged that coverage in the 
Australian media of the FDA 
communication was intense, and was 
followed by a marked drop-off in statin 
use. The Committee agreed that the 
general public should be made aware of 
the safety concerns.  
 
The Committee noted that the 
AstraZeneca ‘Clear Out Cholesterol’ 
campaign did not mention any specific 
product or therapeutic class, but referred 
to “cholesterol-lowering medication”. The 
Committee agreed that the key message 
of the campaign was for patients who had 
been prescribed a cholesterol-lowering 
medication, but had ceased taking it, to 
consult their healthcare professional.  It 
was noted that at the top of the patient 
questionnaire it was stated “If you 
stopped ...”. 
 
The Committee considered the imagery 
used in the campaign. The Committee 
noted that the campaign used the 
consistent image of a scuba diver, 
identified as David Apps a former 
Australian and British Special Forces 
officer. One Committee member was of 
the opinion that the imagery was 
potentially misleading as it could lead 
patients to believe that if they took their 

cholesterol-lowering medicine, in spite of 
having a high risk of heart attack or 
stroke, they could be qualified or re-
certified to scuba dive. The Committee 
member noted that cardiovascular risk 
could exclude a person from achieving 
that qualification.  Further, the Committee 
member felt that the materials were 
alarmist and sensationalist.  
 
The Committee agreed that the title of the 
campaign – ‘clear out cholesterol’, and 
specifically the use of this wording in the 
associated website URL, potentially could 
be misleading. The Committee agreed 
that the use of “clear out” could suggest 
that treatment will reduce or ‘clear out’ 
plaque build-up in arteries, which is not 
the case.  Cholesterol-lowering 
treatments have been shown to stabilise 
plaque but not to reduce or clear it.  The 
Committee noted that the campaign 
materials referred to exercise and diet in 
addition to use of medication.  The 
Committee agreed by majority that overall 
the messages and information contained 
in the materials and television 
advertisement were sufficiently balanced.   
 
The Committee noted that the call to 
action in the campaign was directing 
patients who had ceased taking their 
cholesterol-lowering medication to return 
to their healthcare professional. The 
patient group targeted by the campaign 
had already been diagnosed by their 
healthcare professional as being at high 
enough risk to require cholesterol-
lowering therapy.  
 
The Committee discussed the method 
chosen by AstraZeneca to target this 
group. Some Committee members were 
concerned that by conducting a wide-
ranging campaign, AstraZeneca was 
potentially encouraging members of the 
general public who were not taking a 
cholesterol-lowering medicine to see their 
healthcare professional and ask for a 
prescription. These Committee members 
felt that a campaign initiated through 
healthcare professionals would have 
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been preferred. However, the Committee 
agreed that this would be a more difficult 
strategy to deliver as the target group are 
unlikely to present to their healthcare 
professional.  
 
The Committee agreed that this type of 
communication does not necessarily fall 
under the Code as a disease education 
campaign. The Code refers specifically to 
communication of educational messages 
that relate to a disease, and that such 
education activities must encompass all 
aspects of the disease. The AstraZeneca 
communication campaign addresses a 
specific target audience within a disease 
state, rather than a disease state as a 
whole. The Committee agreed that whilst 
some people may be misled in some way 
by the campaign, they are referred back 
to a healthcare professional who then 
makes the prescribing decision.  
 
In discussing whether any breach had 
occurred, the Committee referred to the 
sections of the Code. The Committee 
noted that section 12.7.2 of Edition 16 of 
the Code states “a disease education 
activity may make reference to the 
availability of different treatment 
options… but this should not be of such a 
nature than individual would be 
encouraged to seek a prescription for a 
prescription only product”. The 
Committee agreed that in the context of 
the ‘Clear Out Cholesterol’ campaign, 
Section 12.7.2 did not apply as the 
campaign was not about a disease state, 
but targeting a specific patient population 
who had been prescribed a class of 
medicine and had stopped taking it. 
Therefore the Committee agreed 
unanimously that Section 12.7.2 was not 
appropriately applicable to the campaign 
subject to complaint. 
 
Section 12.7.3 states “The emphasis of 
the disease education activity should be 
on the condition and its recognition rather 
than on the treatment options.  The 
appropriate treatment for an individual 
patient is for the healthcare professional 

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

1093 – MS Educational Booklet 

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

 encouraged patients to seek a 
prescription for a specific prescription 
product 

 was not current, accurate or balanced 

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

 Implied a comparison between 
fingolimod and Fampyra 

 was misleading in its reference to pre-
existing  conditions that should be 
taken into account when selecting an 
MS treatment 

 Included a promotional claim through 
the inclusion of the tagline “Biogen 
Idec – committed to the future of MS 
patients” 

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

 Section 1.2.2 Level of 
 Substantiating Data 

 Section 1.3 False or misleading 
 claims 

 Section 1.7 Comparative 
 statements 

 Section 12.6 Educational 
 information to the 
 general public 

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

 was not misleading either directly or by 
implication or omission 

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

 no one product had been highlighted or 
emphasised over another 

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

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

 
Biogen Idec further stated that it 
considered the corrective actions 
demanded by Novartis to be 
unreasonable and disparaging to Biogen 
Idec. 
 
Code of Conduct Committee decision 
The Committee unanimously agreed that 
the booklet in question was in breach of 
Sections 1.3, 1.7 and 12.6 of Edition 16 of 
the Code of Conduct.  
 
 
Sanction 
The Committee agreed that this was a 
moderate breach of the Code and levied 
the following sanctions: 
• Pay a fine of $150,000 
• The booklet must be withdrawn and 

not used again in the same or similar 
form  

 
Consideration of the complaint 
The Committee noted that the complaint 
centred on a trifold brochure titled 
“Choosing an MS therapy that is right for 
you”. The Committee noted from the 
Biogen Idec response that 1,000 of these 
brochures had been printed. Additionally, 
the Committee noted that the MS 

community were very motivated and have 
a strong understanding of the disease 
and treatment options.   
 
In considering the complaint, the 
Committee agreed to determine first 
whether this item was directed to 
patients, or whether, as argued by Biogen 
Idec, it was intended to be used by a 
healthcare professional and not given to 
patients. It would then consider the 
remaining four complaints as alleged by 
Novartis. 
 
Promotion to the general public 
The Committee determined that the use 
in the brochure of statements such as:  

 “Your MS, Your Choice”; 

 “Selecting a treatment that best suits 
your needs”;  

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

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

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

 Complaint 3 – Other considerations we 
need to take into account 

 Complaint 4 – Factors to consider 

 Complaint 5 – company tagline and 
brand name list 

supported the finding that the brochure 
was in breach of Section 12.6 of the 
Code. 
 
The Committee did not agree with 
Novartis’ assertion that the statement 
“other considerations we need to take into 
account” inferred that the brochure was 
published by an MS patient.  It also did 
not agree that the omission of information 
relating to pre-existing medical conditions 
from the body of the brochure made the 
brochure misleading.  The Committee 
determined unanimously that the 
remaining complaints were not in breach 
of Section 1.3 of the Code. 
 
Sanction 
The Committee reviewed the definitions 
of severe, moderate and minor breaches 
of the Code. It agreed by unanimous 
decision that booklet constituted a 

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

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

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

 Pay a fine of $150,000. 
 
The Committee agreed by unanimous 
decision that a corrective letter was not 
required as part of the sanctions imposed 
for this complaint. 
 


