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

 
The Medicines Australia Code of Conduct Edition 18 (Section 40.3) provides for the 
publication on the Medicines Australia website of information regarding complaints that 
involve activities directed towards members of the general public. Section 40.3 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. 
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1127 – Ultibro Breezhaler 
Media Release 
 
Subject Company:  Novartis 
Pharmaceuticals Australia Pty Ltd 
 
Complainant:  Monitoring Committee 
 
Product: Ultibro Breezhaler 
 
Complaint  
Following reviews of media releases and 
disease education activities to the general 
public, the Monitoring Committee 
believed that a media release issued by 
Novartis had potentially breached the 
Code of Conduct, and unanimously 
agreed to refer the matter to the Code of 
Conduct Committee for adjudication. The 
Monitoring Committee were of the opinion 
that the media release for Ultibro 
Breezhaler 110/50 contained promotional 
claims, specifically statements made by 
the Key Opinion Leader and included in 
the media release. 
 
Sections of the Code 
The advertisements are alleged to be in 
breach of the following Section of Edition 
17 of the Code: 
 
• 1.8 Comparative Statements 
• 13.4.1 Product Specific Media 

Statements 
 
Response  
Novartis asserted that the statement by 
the Key Opinion Leader was not included 
with the intention of being promotional to 
the general public, and should not be 
read in isolation from the information 
surrounding it. Novartis defended its 
position stating that the inclusion of two 
compounds in a single device could 
reasonably be considered a “step 
forward” by patients and clinicians 
because of the potential for improved 
compliance. Novartis believes that when 
taken in context of the previous 

paragraphs, the Key Opinion Leader 
statement simply captures that fact. 
 
Code of Conduct Committee decision 
The Committee agreed by unanimous 
decision that the media release was in 
breach of Section 13.4.1 of the Code of 
Conduct. The Committee also agreed by 
unanimous decision that Section 1.8 of 
the Code did not apply to a media release 
directed at the general (consumer) media 
and was therefore not considered in 
relation to this complaint. 
 
Sanction 
Having found that the media release was 
in breach of the Code, the Committee 
imposed the following sanctions: 
• Pay a fine of $30,000. 
• Novartis must not use the statement 

found in breach of the Code in any 
future activities directed at the 
general public; 

• If the media release is available on 
the Novartis Australia corporate 
website, Novartis must remove it. 

 
Consideration of the complaint 
The Chairman summarised the complaint 
for the Code Committee.  He noted that 
the Monitoring Committee had reviewed 
two media releases for Ultibro 
Breezhaler; one of which was directed at 
Healthcare Professional media and the 
other to general (consumer) media. The 
media release subject to complaint was 
the latter.  
 
In its deliberations about the complaint, 
the Code Committee noted that the 
Monitoring Committee had proposed that 
the media release to the consumer media 
was potentially in breach of Section 1.8 of 
the Code. The Code Committee noted 
that Section 1.8, Comparative Statements 
falls under Code Section 1: Educational 
and Promotional Material Directed at 
Healthcare Professionals.  It therefore did 
not apply to a media statement directed 
to the consumer media.  However, 
Section 13.4.1 of the Code prohibits the 
inclusion of comparisons with other 
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products in product-specific media 
statements for the consumer media 
because such statements would be 
considered promotional.  The Committee 
agreed unanimously that Section 1.8 did 
not apply to the Ultibro Breezhaler media 
statement to the consumer media. 
 
The Code Committee noted that the 
Monitoring Committee’s complaint 
centered on the statement “combining the 
treatments in one single device is a key 
step forward in disease management”, 
and whether this statement was a claim 
or not. The Code Committee agreed that 
the use of the words “key step forward” 
inferred superiority of the combination 
product and that the combination of the 
two products into a single device was 
new and more efficacious in patients with 
COPD. The Code Committee agreed 
unanimously that this statement was a 
promotional claim for the Ultibro 
Breezhaler. 
 
The Code Committee considered whether 
the statement could be considered to be 
comparative.  It noted that there were 
other combination products registered in 
Australia for the treatment of COPD at the 
time the media statement was issued. 
The Code Committee acknowledged that 
the other combination products were for 
severe COPD, whereas the Ultibro 
Breezhaler was approved for use in less 
severe COPD.  However, the Code 
Committee agreed that the statement 
could be interpreted as comparing the 
new combination inhaler with existing 
inhalers used to treat COPD.   The Code 
Committee further noted that the 
statement, which referred to “combining 
the treatments” (underlining added) 
mentioned in the preceding paragraph, 
could be interpreted to be a comparison 
with the single ingredient inhalers now 
combined in the new inhaler.  With either 
interpretation, the statement was 
determined to be a comparative 
statement.  
 

The Committee further noted that the 
references supplied by Novartis showed 
that patients on multiple single product 
inhalers had lower adherence to their 
treatment regimen than those on 
combination inhalers. The Committee 
considered that without specific evidence 
to support it, the inverse – better 
adherence to combination inhalers – 
cannot be assumed.  However, the 
question of whether the claim could be 
substantiated was not relevant to the 
principal matter before the Committee – 
whether the media release complied with 
Section 13.4.1 of the Code.   
 
The Code Committee considered the 
requirements of Section 13.4.1 of Edition 
17 of the Code of Conduct and noted that 
“Media releases must be educational and 
not include promotional statements or 
claims, or comparisons with other 
products”. The Committee agreed 
unanimously that the statement attributed 
to the Key Opinion Leader was a 
promotional claim and that it was a 
comparative statement.  The media 
release was therefore in breach of 
Section 13.4.1 of the Code.  
 
The Code Committee noted that in its 
response to the complaint, Novartis had 
stated that it had not included the 
statement in the media release with the 
intention of being promotional. However, 
the Code Committee agreed that the 
intent of the statement was not relevant; 
the question for the Code Committee was 
whether the media release was 
objectively promotional and whether a 
reasonable member of the audience to 
whom it was directed would be likely to 
interpret it as promotional.  The Code 
Committee determined that the statement 
was promotional and would likely to be 
interpreted as such by a reader. 
 
The Code Committee also noted that 
while not specifically raised by the 
Monitoring Committee, the statement that 
the Breezhaler device had been 
“specifically designed for use with people 
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who have limited airflow” was also 
potentially promotional.  The Committee 
cautioned Novartis to take greater care to 
avoid promotional statements in materials 
for the general public. 
 
Sanction 
Having found the media release to be in 
breach of the Code, the Code Committee 
discussed the severity of the breach. The 
Code Committee agreed unanimously 
that the breach was minor, as there was 
no safety implication for patients and it 
was unlikely to influence the prescribing 
habits of healthcare professionals. 
 
The Code Committee agreed 
unanimously that: 
• Novartis must pay a fine of $30,000 
• Novartis must not use the statement 

found in breach of the Code in any 
future activities directed at the 
general public 

• If the media release is available on 
the Novartis Australia corporate 
website, Novartis must remove it. 
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