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

 

The Medicines Australia Code of Conduct Edition 17 (Section 37.3) provides for the 
publication on the Medicines Australia website of information regarding complaints that 
involve activities directed towards members of the general public. Section 37.3 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 July - August 2013 

No. Subject 
Company 

Material/ 
Activity 

Product Complainant Outcomes* Sanction 

1098 Allergan 
Australia 

Promotional 
Material 

Nil Monitoring 
Committee 

No breach 
found 

 

n/a 

1099 FIT 
BioCeuticals 

Website Nil Monitoring 
Committee 

Breach of 
Sections 13.3 
and 13.8 

Pay a fine 
$25,000 

1100 Baxter 
Healthcare 

Website Nil Monitoring 
Committee 

No breach 
found 

n/a 

 
 
*The outcomes will also be published in the quarterly and annual Code reports. 
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1098 – Facial Aesthetics 
Disease Education Materials 
 
Subject Company: Allergan Australia 
Pty Ltd 
 
Complainant: Monitoring Committee 
 
Product: N/A 
 
Complaint  
Following its review of Disease 
Educational Materials and subsequent 
requests for clarification from Allergan, 
the Medicines Australia Monitoring 
Committee considered that materials 
submitted by Allergan were in breach of 
the Code, and therefore referred the 
matter to the Code of Conduct Committee 
for adjudication.  
 
The Monitoring Committee were of the 
opinion that the tag line “from here to 
here” combined with the sequential count 
down of age groups “60 50 40” etc. 
implied that treatment with an Allergan 
product will make patients look ten years 
younger. The Monitoring Committee were 
of the opinion that this claim was 
inappropriate in materials that were 
provided to the general public. 
 
Sections of the Code 
The promotional activities were alleged to 
be in breach of the following Sections of 
Edition 16 of the Code: 
 

 Section 12.3 Promotion to the 
general public 

 Section 12.7 Disease education 
activities in any media 

 
Response  
Allergan denied that the materials were in 
breach of the Code of Conduct as they do 
not promote a specific product, and are 
educational in nature. Allergan asserted 
that the materials should not have been 
reviewed by the Monitoring Committee as 

ageing is not a disease but rather a 
natural human phenomenon.  
 
Allergan also had advised that the tag line 
was withdrawn from materials in late 
2012. 
 
Code of Conduct Committee decision 
The Committee agreed unanimously that 
the materials did not breach Sections 
12.3 and 12.7 of Edition 16 of the Code of 
Conduct.  
 
Sanction 
As no breach was found, no sanction was 
imposed.  
 
Consideration of the complaint 
The Committee reviewed the materials 
provided by Allergan which included the 
tag line “From here to here” and agreed 
the tag line was in essence a promotional 
type claim. The Committee did note, 
however, that the materials did not 
include any reference to a specific 
product. Without this connection the 
Committee agreed unanimously that the 
materials were not in breach of Sections 
12.3 and 12.7 of the Code of Conduct.  
 
The Committee cautioned Allergan that 
any inference of a product would make 
use of this tagline promotional for a 
prescription product, which would be in 
breach of the Code. 
 
The Committee discussed Allergan’s 
defence of the complaint that “ageing” is 
not a disease and therefore should not 
have been included in the review 
conducted by the Monitoring Committee. 
The Committee agreed unanimously that 
there are many lifestyle issues that are 
considered to be diseases. It agreed that 
ageing could be considered in the same 
manner for the purposes of a Medicines 
Australia Monitoring Committee review.  
 
The Committee noted that not all of the 
pieces submitted with the complaint 
response included the registered 
Australian company name, and the 
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Committee recommended that Allergan 
ensures that this is on all future materials 
produced.  
 
Sanction 
As the Committee did not find a breach of 
the Code of Conduct, no sanction was 
levied.  
 

1099 – FIT Bioceuticals 
Corporate Website 
 
Subject Company: FIT Bioceuticals 
 
Complainant: Monitoring Committee 
 
Product: N/A 
 
Complaint  
The Medicines Australia Monitoring 
Committee reviewed corporate websites 
at its April 2013 meeting, and during that 
review noted that the website for FIT 
Bioceuticals (www.halldrug.com.au) 
contained a number of promotional claims 
that were accessible by the general 
public. Further, the Monitoring Committee 
noted that the product D50K is not 
registered in Australia, and is only 
available via the special access scheme. 
Therefore, the Monitoring Committee was 
of the opinion that any promotional claims 
for this product were inappropriate and 
referred the matter to the Code of 
Conduct Committee for its adjudication. 
 
Sections of the Code 
The website was alleged to be in breach 
of the following Sections of Edition 17 of 
the Code: 
 

 Section 13.3 Promotion to the 
general public 

 Section 13.8 Use of the internet 
 
Response  
FIT Bioceuticals responded that the 
website was designed to enable general 
practitioners to access the product 
through the special access scheme 

(SAS). FIT Bioceuticals advised that the 
product is available to patients through 
healthcare professionals. FIT Bioceuticals 
contended that all the icathnformation 
had been submitted for review by the 
Paediatric Medicines Advisory Group and 
the TGA. 
 
Code of Conduct Committee decision  
The Committee agreed by unanimous 
decision that the website was in breach of 
Sections 13.3 and 13.8 of Edition 17 of 
the Code of Conduct. 
 
Sanction 
The Committee agreed unanimously that 
the website must be corrected to ensure 
compliance with the Code of Conduct. 
The Committee also agreed unanimously 
to impose a fine of $150,000. 
 
Consideration of the complaint 
The Committee noted that the website 
was promoting a product D50K, an 
injectable vitamin D supplement that was 
not yet approved by the TGA. The 
Committee acknowledged that the higher 
dose of Vitamin D contained in D50K 
meant that it was a registrable product 
rather than a listable product; most 
Vitamin D supplements at lower daily 
doses were listable medicines. The 
Committee noted that the product is 
available via the Special Access Scheme. 
However, the Committee agreed 
unanimously that the Medicines Australia 
Code of Conduct governed the promotion 
of the product, as it requires a healthcare 
professional to write a prescription for 
patients to receive it.  
 
The Committee noted that the website 
contains a number of pages that 
encouraged patients to seek a 
prescription for the product, and which 
spoke to the benefits of the product, and 
directed them to seek access to the 
product through the Special Access 
Scheme. The Committee noted that the 
website also included instructions for 
patients to complete the Special Access 
Scheme forms on behalf of the healthcare 

http://www.halldrug.com.au/
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professional. The Committee agreed 
unanimously that the website was 
promoting an unregistered prescription 
product directly to the general public and 
therefore was in breach of Section 13.3 of 
Edition 17 of the Code of Conduct. The 
Committee agreed that the breach was 
particularly egregious as the product is 
unregistered and has not been evaluated 
by the TGA for safety and efficacy.  
 
The Committee agreed unanimously that 
a finding of a breach of Section 13.8 
should follow a breach of Section 13.3 
where the activity was conducted via the 
internet.  
 
Sanction 
The Committee agreed by unanimous 
decision that this represented a serious 
breach of the Code of Conduct as it was 
promoting an unregistered prescription 
product to the general public. The 
Committee agreed that the website needs 
to be brought in line with the Code, 
specifically ensuring that promotional 
information is password protected and 
only accessible by registered healthcare 
professionals. Such promotional 
information would need to be embargoed 
until the product was actually registered. 
 
The Committee agreed unanimously to 
impose a fine of $150,000. 
 
The Committee agreed that given the 
product is unregistered, the sanction 
might have been greater if the relevant 
sections of the Code relating to promotion 
of an unapproved product had been 
included in the complaint.  
 
Appeal 
FIT BioCeuticals appealed the decision of 
the Code Committee, because the 
company considered that the Code 
Committee had not given sufficient weight 
to the explanation and evidence provided 
by FIT BioCeuticals in its original 
response to the complaint. Fit 
BioCeuticals also pointed to deficiencies 
in the decision making process that, it 

argued, should be reviewed. In particular, 
FIT BioCeuticals appealed the magnitude 
of the fine imposed by the Code of 
Conduct Committee, which it argued was 
unreasonable and disproportionate to the 
conduct subject to complaint. 
 
Appeal Committee decision 
The Appeal Committee agreed by 
unanimous decision to uphold the appeal 
from FIT BioCeuticals. 
 
Sanction 
As the Appeal Committee upheld the 
appeal by FIT BioCeuticals, it agreed 
unanimously to reduce the fine to 
$25,000. The Appeal Committee also 
unanimously agreed to refund the 
$20,000 bond paid by FIT BioCeuticals.  
 
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 continued. 
 
The Committee Chairman explained the 
process for consideration of an appeal to 
the FIT BioCeuticals representatives, 
noting that an appeal is a re-hearing of 
the original complaint. The Appeals 
Committee must be persuaded that the 
findings of the Code Committee involved 
an error on the basis of which the 
decisions of the Code of Conduct 
Committee should be set aside or varied. 
The Chairman noted that it would 
constitute lack of procedural fairness if 
the appeal went beyond those matters 
identified in the complaint and appeal 
submissions. 
 
The Chairman also acknowledged the 
submission made by FIT BioCeuticals 
regarding the basis for the decisions 
made by the Code of Conduct Committee 
with respect to the Medicines Australia 
Constitution. The Chairman advised FIT 
BioCeuticals that this part of the matter is 
beyond the province and jurisdiction of 
the Appeals Committee. The Chairman 
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noted that Sections 2, 3 and 5 of FIT 
BioCeuticals’ letter did constitute 
arguments of appeal against the Code 
Committee’s decision and requested FIT 
BioCeuticals confine its comments and 
presentation to these matters only.  
 
The Chairman then invited Fit 
BioCeuticals to make its presentation to 
the Appeals Committee. The following 
summarises that presentation. 
 
FIT BioCeuticals stated that it is a 
relatively new member of Medicines 
Australia and has only one prescription 
product in its range. Its remaining 
products are complementary medicines. 
The prescription product is not a 
profitable product, and incurs a 
substantial loss each year. Given the 
nature of the product, FIT BioCeuticals 
has no incentive to promote it to the 
general public. FIT BioCeuticals asserted 
that the conduct subject to the complaint 
has arisen through no intentional or wilful 
design on its part. Further, FIT 
BioCeuticals contended that the site had 
been previously reviewed by Medicines 
Australia and no issues had been 
identified from that review. 

 
FIT BioCeuticals advised that the product 
which was the centre of the complaint 
about the website is listed on the 
Australian Register of Therapeutic Goods 
for export only. In its determination, the 
Code Committee had stated that the 
product had not gone through rigorous 
safety and efficacy testing. FIT 
BioCeuticals stated that this is incorrect.  
There is some TGA evaluation for safety 
and quality of a product for export listing. 
FIT BioCeuticals noted that the product is 
only available through the Special Access 
Scheme (SAS), which includes a 
healthcare professional as a gatekeeper 
to access, as well as approval required 
through the TGA prior to distribution of 
the product to patients.  Patients may 
only obtain the product directly from their 
healthcare professional. 
 

FIT BioCeuticals advised the Appeals 
Committee that the website had been 
active for 15 months. Following the 
decision handed down by the Code 
Committee FIT BioCeuticals removed the 
website from public view and has 
commenced a critical review of the 
materials. FIT BioCeuticals believe that 
the Code of Conduct Committee did not 
sufficiently weigh up the evidence 
supplied by FIT BioCeuticals in its 
response to the complaint, and believe 
the quantum of the fine to be 
disproportionate to the background 
factors at play.   
 
FIT BioCeuticals pointed the Appeal 
Committee to previous correspondence 
with Medicines Australia which suggested 
some changes to the website, which were 
actioned by FIT BioCeuticals, but no 
other changes were highlighted in the 
correspondence. Given these 
circumstances, FIT BioCeuticals were 
entitled to assume that the website was in 
compliance with the Code.  The 
Chairman advised FIT BioCeuticals that 
any advice from Medicines Australia is 
non-binding on the Code or Appeals 
Committees and it remains the 
responsibility of member companies to 
ensure compliance with the Code.  
 
The Committee sought clarification from 
FIT BioCeuticals as to how users would 
become aware of the website. FIT 
BioCeuticals advised that it did not 
promote the website in any way. Further, 
FIT BioCeuticals had sought advice from 
the PMAG and the TGA on how they 
could promote it, and were advised that 
as it is a SAS product only, it was not to 
promote the product at all. The website 
was built primarily to support access to 
the product under the SAS by general 
practitioners. General practitioners were 
only informed of the website reactively; if 
a general practitioner contacted the 
company to access the product, they 
would be directed to the website.  
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FIT BioCeuticals advised that general 
practitioners would only be aware of the 
website and the product if they came 
across the product through clinical 
research. The company has a limited 
sales force and did not actively 
disseminate information on the product or 
the website. FIT BioCeuticals developed 
the website to help doctors overcome 
some of the barriers to accessing the 
SAS.  
 
FIT BioCeuticals noted that in the 15 
months the website was active it had little 
more than 100 unique views, and of the 
1,000 views the site had achieved the 
majority of these were in the testing 
phase of the website development. FIT 
BioCeuticals noted that the site did not 
include any search engine optimisation, 
nor was it discoverable from a Google 
search.  
 
The Appeal Committee questioned that if 
the sole purpose of the website was to 
facilitate access to the SAS, why FIT 
BioCeuticals had included promotional 
claims on the site, along with the product 
information. FIT BioCeuticals responded 
that it didn’t believe the site to be 
promotional; the company considered it to 
be educational information. 
 
FIT BioCeuticals concluded their 
presentation by asking the Appeals 
Committee to reconsider the magnitude 
of fine imposed by the Code Committee 
based on the evidence provided on the 
circumstances surrounding the website.  
 
The Chairman thanked FIT BioCeuticals 
for presenting to the Appeals Committee. 
The FIT BioCeuticals representatives 
then left the meeting to allow the Appeals 
Committee to deliberate.  
 
The Appeal Committee accepted that the 
website was not easily accessible to the 
general public, and that it would be 
unlikely to generate a groundswell of 
patients seeking treatment. The Appeals 
Committee also noted that access to the 

product is closely regulated by the TGA 
and a patient may not access the product 
unless the prescriber has received 
approval under the SAS for a particular 
patient. The Appeals Committee did 
agree that some of the statements on the 
site went beyond educational messages, 
which were cause for concern. 
Specifically, the Appeals Committee 
noted that under the heading “D50K 
Product Features” a number of the bullet 
points were inappropriately referenced to 
a guideline which discusses an 
intramuscular  50 000 unit injection and 
an oral tablet which is available in New 
Zealand, rather than to any clinical data 
for the oral “injectable” product. The 
Appeals Committee cautioned FIT 
BioCeuticals that these statements were 
not adequately supported by clinical 
evidence, particularly given the absence 
of completed clinical studies with D50K.  
 
The Appeals Committee agreed that 
there should be no possibility for a 
clinician to navigate to a website for a 
SAS product without first obtaining SAS 
authorisation code from the TGA, in order 
to avoid any suspicion that access to an 
unregistered product was being promoted 
by the sponsoring company.  
 
The Appeals Committee recommended 
that FIT BioCeuticals develop much 
better greater awareness and 
understanding of the Code of Conduct, 
whether through working with the 
Medicines Australia Secretariat or 
through any number of compliance 
consultants who work with the 
pharmaceutical industry.  
 
Sanction 
The Appeals Committee noted that FIT 
BioCeuticals had shown willingness to be 
compliant in its development of the site, 
by working with the TGA.  However the 
Appeals Committee agreed with the Code 
Committee’s assessment that the site 
was not appropriate and was in breach of 
the Code. The Appeals Committee further 
agreed that the amount of the fine was 
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disproportionate to the severity of the 
breach and agreed unanimously to 
reduce the fine to $25,000. Further, the 
Appeals Committee agreed unanimously 
to refund the bond of $20,000 paid by FIT 
BioCeuticals.  
 
The Appeals Committee also required FIT 
BioCeuticals to provide documentary 
evidence that a compliance audit of all 
general promotional activities has been 
undertaken by the company.  
 
 

1100 – Baxter Corporate 
Website 
 
Subject Company: Baxter Healthcare 
Pty Ltd 
 
Complainant: Monitoring Committee 
 
Product: N/A 
 
Complaint  
At its 15 April 2013 meeting, the 
Medicines Australia Monitoring 
Committee reviewed corporate websites. 
During the review, the Committee noted 
that the testimonials on the Baxter 
corporate website 
(www.baxterhealthcare.com.au) 
appeared to contain promotional 
statements and referred the matter to the 
Code of Conduct Committee for its 
adjudication. 
 
Sections of the Code 
The promotional activities are alleged to 
be in breach of the following Sections of 
Edition 17 of the Code: 

 Section 13.3 Promotion to the 
general public 

 Section 13.8 Use of the internet 
 
Response  
Baxter denied that the testimonials were 
promoting prescription products, but 
provided information on the service 
offerings provided by the company. 

Additionally, Baxter noted that the 
haemophilia testimonial referred to a 
product that is no longer available, nor 
was it covered by the Medicines Australia 
Code of Conduct.  
 
Code of Conduct Committee decision 
The Committee agreed by majority 
decisions that the Baxter Corporate 
website did not breach sections 13.3 and 
13.8 of Edition 17 of the Code. 
 
Sanction 
As no breach was found, no sanction was 
imposed.  
 
Consideration of the complaint 
The Committee discussed the type of 
products and services provided by Baxter 
Healthcare Australia. The Committee 
agreed that it was disingenuous of Baxter 
to assume that the Committee would not 
understand the nature of its business, 
and the inclusion of the glossy brochure 
did not advance their position.  
 
The Committee agreed that products and 
services provided by Baxter were not 
available for patient selection at time of 
treatment, as they were usually provided 
to hospitals as part of a tender process.  
 
The Committee reviewed the testimonials 
pages of the Baxter website and noted 
that there while there was mention of 
conditions there was no mention of a 
specific product in any of the testimonials. 
Further the nature of the testimonials was 
considered to be partially directed to the 
promotion of the Baxter “brand”, such that 
overall it was considered that the 
testimonials were not promotional of a 
specific product. Therefore, the 
Committee agreed that the website was 
not in breach of Sections 13.3 and 13.8 of 
Edition 17 of the Code of Conduct. 
 
The Committee did caution Baxter that 
some of the wording used in the 
testimonials was bordering on 
promotional, which had justifiably raised 
the Monitoring Committee’s concern. 

http://www.baxterhealthcare.com.au/
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Specifically, the Committee was 
concerned with statements in the 
haemophilia testimonial such as 
“…provides and efficient treatment as 
well as being free from any life 
threatening viruses” and “the safest 
treatment possible”. The Committee 
considered that these statements were 
implying a level of safety that is not 
prudent in a consumer level 
communication. The Committee noted 
that the Australian Blood Authority refrain 
from using these statements; rather it 
advises patients that there are filters in 
place to protect against any known 
viruses. The Committee recommended 
that Baxter follow the Australian Blood 
Authority’s lead in future materials.  
 
Sanction 
As no breach was found, the Committee 
did not impose any sanctions for this 
complaint.  
 


