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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 September 2013 – February 2014 

No. Subject 
Company 

Material/ 
Activity 

Product Complainant Outcomes* Sanction 

1106 Eli Lilly 
Australia 

Promotional 
activities 

Axiron An employee of 
Eli Lilly 

Breach of 
Section 13.3 

Following 
appeal: 

 Corrective 
letter to 
specified 
pharmacies 

 Letter to 
accompany 
future 
distribution 
of material 

 Fine 
$250,000 

 

 
 
*The outcomes will also be published in the quarterly and annual Code reports. 
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1106 – Axiron Promotional 
Activities 
 
Subject Company:  Eli Lilly Australia Pty 
Ltd 
 
Complainant:  An employee of Eli Lilly 
 
Product:  Axiron 
 
Complaint  
An employee of Eli Lilly alleged that 
managers within Eli Lilly had asked sales 
representatives to influence pharmacists 
to use the Axiron Starter Guide to 
encourage patients who were prescribed 
another testosterone replacement therapy 
to ask their doctors to prescribe Axiron. 
Additionally, the Complainant alleged that 
Eli Lilly had directed sales 
representatives to include this conduct in 
their call notes and share it amongst 
colleagues as a success story. 
 
Sections of the Code 
The promotional activities were alleged to 
be in breach of the following Sections of 
Edition 17 of the Code: 
 

 Section 13.3  Promotion to the general 
public 

 
Response  
Eli Lilly responded that it had already 
identified the conduct subject to complaint 
through its own self-monitoring program 
and had taken immediate rectification 
steps.  Eli Lilly has initiated targeted re-
training of relevant sales representatives 
and managers as it continues its 
investigation into the conduct subject to 
complaint to ensure it is addressed and 
rectified fully.  
 
Code of Conduct Committee decision 
The Committee agreed by unanimous 
decision that the activity was in breach of 
Section 13.3 of the Code of Conduct.  
 
 
 

Code of Conduct Committee Sanctions 
The Committee agreed unanimously that 
this was a severe breach of the Code and 
imposed the following sanctions: 

 The Axiron Starter Guide must no 
longer be used with pharmacists. 
Any materials for this product 
directed at patients should only be 
provided through a general 
practitioner or included within the 
product pack. 

 Eli Lilly must write to all 
pharmacists with whom its 
representatives have interacted 
regarding Axiron. This letter must 
inform the pharmacists that Eli Lilly 
has been found in breach of the 
Code and request pharmacists to 
not use the materials in the 
manner described in this 
complaint.  

 Publish corrective advertising in 
Australian pharmaceutical and 
medical journals stating that Eli 
Lilly had been found to have 
committed a severe breach of the 
Code. 

 Demonstrate to the Code of 
Conduct Committee that a 
compliance program has been 
initiated within Eli Lilly Australia 
which shows improvements to 
promotional processes and 
practices following the lodgement 
of this complaint. 

 Pay a fine of $250,000. 
 
Consideration of the complaint 
The Committee noted that the complaint 
was lodged by a current Eli Lilly 
employee, and that the complaint 
included email correspondence from one 
or more Eli Lilly employees, whom the 
Complainant had identified as “Manager”, 
to other employees, whom the 
Complainant identified as “Rep”.  The 
Committee agreed that the complaint 
concerned communications, apparently 
initiated by Eli Lilly sales managers, that 
encouraged sales representatives to 
encourage pharmacists to actively 
promote switching to Axiron to their 
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patients.  Allegedly, pharmacists were 
encouraged to target patients who were 
not on Axiron by providing educational 
materials intended for Axiron patients with 
the view to these patients seeking a 
prescription for Axiron from their general 
practitioner.  
 
The Committee agreed that the response 
from Eli Lilly did not deny that the conduct 
described in the complaint had occurred, 
and that it was in breach of Section 13.3 
of the Code.  Further, the Committee 
noted that the activity had been ongoing 
for a substantial period of time – the 
emails between employees were dated 
February 2013 and April 2013.  The 
corrective action outlined in the response 
had been initiated on 30 September 
2013, shortly before the complaint had 
been lodged on 3 October 2013. 
 
The Committee noted that product 
branded educational materials may be 
provided to pharmacists for use with 
patients, however only for patients who 
had already been prescribed the product.  
These product specific materials should 
not be used to encourage patients to 
seek prescriptions for an alternative 
product. The provision of non-product 
specific educational materials may be 
provided to all patients, irrespective of the 
product they have been prescribed in a 
therapeutic class. The Committee noted 
that a pharmacist may provide 
information to patients upon request; 
however, this should not be done at the 
request of a pharmaceutical company 
sales representative.  
 
The Committee agreed unanimously that 
while the materials produced by Eli Lilly 
for Axiron might not be in breach of the 
Code of Conduct, the conduct by Eli Lilly 
company representatives to encourage 
the use of these materials by pharmacists 
as a means to persuade patients to 
switch to Axiron was a form of direct to 
consumer promotion of a specific 
prescription medicine and was therefore 
in breach of Section 13.3 of the Code.   

The Committee determined that Eli Lilly 
must write to all pharmacists with whom 
its representatives have interacted 
regarding Axiron. This letter must inform 
the pharmacists that Eli Lilly has been 
found in breach of the Code and request 
pharmacists to not use the materials in 
the manner described in this complaint.  
In addition, Eli Lilly must publish 
corrective advertising in both medical and 
pharmacy journals stating that Eli Lilly 
had been found to have committed a 
severe breach of the Code.  
 
The Committee agreed that this activity 
was an egregious breach of Section 13.3 
of the Code of Conduct. The Committee 
noted that the Complainant had not 
alleged that Eli Lilly was in breach of 
Section 20 – Discredit to and reduction of 
confidence in the industry.  The 
Committee discussed whether it could 
refer the matter to Eli Lilly and invite it to 
respond to an alleged breach under 
Section 20.   However, the Committee 
accepted that it did not have the capacity 
to initiate a complaint itself. The 
Committee unanimously agreed that the 
ability of the Code Committee to add 
relevant sections of the Code to a 
complaint from a non-industry 
complainant should be referred to the 
Code Review Panel for consideration for 
inclusion in the next edition of the Code of 
Conduct.  
 
The Committee were particularly 
dismayed at the conduct by Eli Lilly, 
noting that it appeared to be activity 
initiated and encouraged by Eli Lilly sales 
managers, was not an isolated activity by 
an individual sales representative, and 
had been ongoing for at least six months.  
 
Sanction 
The Committee unanimously agreed that 
as this activity would have a significant 
commercial impact on the market, and 
therefore it was a severe breach of the 
Code of Conduct. The Committee 
imposed the following sanctions:   
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 The Axiron Starter Guide must no 
longer be used with pharmacists. 
Any materials for this product 
directed at patients should only be 
provided through a general 
practitioner or included within the 
product pack. 

 Eli Lilly must write to all 
pharmacists with whom its 
representatives have interacted 
regarding Axiron. This letter must 
inform the pharmacists that Eli Lilly 
has been found in breach of the 
Code and request pharmacists to 
not use the materials in the 
manner described in this 
complaint.  

 Publish corrective advertising in 
Australian Pharmaceutical and 
Medical Journals (Medical 
Observer, Australian Doctor 
Weekly, Australian Pharmacist, 
Australian Journal of Pharmacy)  
stating that Eli Lilly had been found 
to have committed a severe 
breach of the Code. 

 Demonstrate to the Code of 
Conduct Committee that a 
compliance program has been 
initiated within Eli Lilly Australia 
which shows improvements to 
promotional processes and 
practices following the lodgement 
of this complaint 

 Pay a fine of $250,000 
 
The Committee agreed unanimously that 
any corrective advertising and 
correspondence must be approved by the 
Committee prior to distribution.  
 

Appeal 
Eli Lilly appealed the decision of the Code 
Committee, arguing that there was 
insufficient evidence to support the 
findings and conclusions made by the 
Committee and that the Committee had 
erred in finding a severe breach of the 
Code.  Eli Lilly argued that the Code 
Committee had not taken into account the 
measures that Eli Lilly had undertaken 
immediately upon becoming aware that 

some sales representatives may have 
been using the Axiron Starter Guide in an 
unapproved manner.  Eli Lilly also 
appealed against the sanctions imposed 
by the Code Committee, which it 
considered were excessive and could not 
be justified when compared with 
sanctions imposed for comparable 
issues.  
 
Eli Lilly strongly rejected any suggestion 
that the conduct was an active, 
widespread or sustained campaign to 
promote Axiron to the general public.  It 
also strongly rejected any suggestion that 
the conduct was undertaken at the 
direction, encouragement or sanction of 
Eli Lilly management. 
 
Appeal Response 
The Complainant reiterated their original 
complaint and provided an additional 
internal email from an Eli Lilly sales 
representative, dated late October 2013.  
The Complainant argued that this was 
further evidence that the conduct, which 
was seeking to influence pharmacists to 
promote Axiron to patients, was 
established by the company.  The 
additional email supplied by the 
Complainant post-dated his original 
complaint and the internal corrective 
actions taken by Eli Lilly on 30 September 
2013.    
 
Appeals Committee decision 
The Appeals Committee agreed by 
unanimous decision that the appeal by Eli 
Lilly was not upheld.   The Committee 
unanimously confirmed the decision of 
the Code of Conduct Committee that the 
conduct was in breach of Section 13.3 of 
the Code of Conduct.  
 
Appeals Committee Sanctions 
The Appeals Committee unanimously 
agreed that this was a severe breach of 
the Code, confirming the decision of the 
Code Committee, and imposed the 
following sanctions on Eli Lilly: 
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 Send a corrective letter to all 
pharmacies operating within the 
territories serviced by the team of 
six Sales Representatives who 
engaged in the conduct found in 
breach.  The letter must inform the 
pharmacists that Eli Lilly has been 
found in breach of the Code, and 
inform the pharmacists that the 
Axiron Starter Guide must only be 
used with patients who already 
have been prescribed Axiron.  This 
letter must be approved by the 
Code and Appeals Committee 
members prior to its distribution.  

 Whenever the Axiron Starter Guide 
is distributed in future to 
pharmacists throughout Australia, 
it must be accompanied by a letter 
from Eli Lilly instructing 
pharmacists that the appropriate 
use of the Axiron Starter Guide is 
solely with patients who already 
have been prescribed Axiron.  This 
letter must be approved by the 
Code and Appeals Committee 
members prior to its distribution. 

 Pay a fine of $250,000, noting that 
this was a severe breach where 
the activity had been completed 
before the breach had been found 
and there was no opportunity for 
corrective action.  

 
The Appeals Committee removed the 
requirement imposed by the Code 
Committee for publication of corrective 
advertising in pharmaceutical and 
medical journals.   The Appeals 
Committee also removed the requirement 
for Eli Lilly to demonstrate to the Code 
Committee that a compliance program 
had been initiated. 
 
As the appeal was not upheld, the 
Appeals Committee determined that the 
appeal bond of $20,000 should be 
retained by Medicines Australia. 
 
 
 
 

Consideration of the Appeal 
The Complainant had advised Medicines 
Australia that they did not wish to appear 
at the meeting.  Before inviting the Eli Lilly 
representatives into the meeting, the 
Committee had a short in camera 
discussion.   
 
The Appeals Committee noted that the 
main thrust of the appeal was that 
although Eli Lilly had acknowledged it had 
breached the Code, it contended that 
there was no evidence that sales 
managers had initiated or encouraged 
sales representatives to use the Axiron 
Starter Guide with pharmacists in the 
manner described; there was no evidence 
that the conduct was widespread or 
extensive; and that the emails do not 
support the conclusion that the conduct 
had been ongoing for at least six months.  
Further, Eli Lilly argued that the sanctions 
were excessive and not consistent with 
sanctions imposed in relation to 
complaints concerning similar conduct. 
 
The Committee noted the description in 
Eli Lilly’s appeal submission of the steps 
it had taken upon identifying the conduct 
through its compliance monitoring 
program, including that it was conducting 
its own investigations into the cause of 
the conduct and were undertaking steps 
to rectify it.  The Chairman noted that 
Medicines Australia had forewarned Eli 
Lilly that the Committee may wish to ask 
questions about the outcome of these 
investigations. 
 
A Committee member noted that it was 
not possible to ascertain how many 
people might have been influenced to ask 
their doctor to prescribe Axiron instead of 
another testosterone replacement product 
or to change this outcome with the 
community. 
 
The Complainant had noted in their 
response to the appeal that the Code 
Committee had discussed whether a 
breach of Section 20 – Discredit to and 
reduction of confidence in the industry – 
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should be referred to Eli Lilly.  The 
Chairman noted that the original 
complaint did not raise Section 20 and 
therefore it could not be raised through 
the appeal. 
 
The representatives of Eli Lilly were 
invited into the meeting. 
 
The Chairman explained the process for 
consideration of an appeal. 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 then invited the Eli Lilly 
representatives to give their presentation 
to the Committee.  The following 
summarises that presentation and the 
discussion with the Appeals Committee. 
 
Eli Lilly stated that the company takes this 
matter very seriously.  Eli Lilly admit that 
it had breached the Code.  However, it 
had appealed the Code Committee’s 
decisions and sanctions because Eli Lilly 
consider that the Code Committee didn’t 
take into account the evidence before it 
regarding the actions taken by Eli Lilly 
after it had identified the conduct through 
the internal monitoring program.  Further, 
Eli Lilly does not agree that this was a 
severe breach of the Code and disagreed 
with some of the conclusions drawn by 
the Code Committee.   
 
Eli Lilly stated that there was no evidence 
that sales managers had asked the sales 
representatives to use the Axiron Starter 
Guide to influence pharmacists to 
encourage patients to switch to Axiron.  
This was not a company initiated or 
endorsed sales strategy.   There was also 
no evidence that the conduct had been 
ongoing for six months.  Eli Lilly 
considered that the sanctions were 
excessive in relation to the scope and 
duration of the actual conduct and failed 
to take into account the steps that Eli Lilly 
had taken to identify and rectify the 

conduct before the complaint was 
received.  The requirement for corrective 
advertising is not appropriate and it was 
not appropriate to require the company to 
stop supplying the Axiron Starter Guide to 
pharmacists.  
 
Eli Lilly described the timeline of its 
actions: 

 25 – 26 September 2013 internal 
monitoring identified the conduct 
subject to complaint 

 27 September 2013 an email was 
sent to senior and sales managers 
confirming correct use of the 
Starter Guide 

 30 September 2013 an email was 
sent to all Axiron sales 
representatives and sales 
managers confirming correct use 
of the Starter Guide 

 11 October 2013 the complaint 
was received 

 22 October 2013 there was a 
teleconference between the Ethics 
and Compliance Officer, the Sales 
Director and all sales managers, 
who were asked to speak with 
each sales representative to 
confirm their receipt and 
understanding of the 30 
September email 

 In late October 2013 an additional 
internal email, provided by the 
Complainant, was sent by a sales 
representative to their sales 
manager and five sales 
representatives.  The issue was 
flagged by the sales manager who 
communicated to the sales 
representative who had sent the 
email that the conduct described 
was not acceptable.  The sales 
manager also forwarded the email 
to the Ethics and Compliance 
Officer. 

 Subsequently, a further corrective 
email was sent by the sales 
manager to the author of the 
additional internal email and the 
other five sales representatives 
who had received  it, confirming 
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the appropriate use of the Axiron 
Starter Guide. 

 
In response to questions from the 
Committee, Eli Lilly explained that the 
emails at the centre of the complaint had 
been authored and sent between a team 
of six sales representatives.  There are 
31 sales representatives for Axiron 
altogether.   In later discussion, Eli Lilly 
advised that compliance monitoring had 
identified communications between six 
Axiron sales representatives and three 
management personnel.  Eli Lilly 
acknowledged that the email of late 
October 2013 had been sent after the 
sales representatives had been 
counselled on the correct use of the 
Starter Guide by the sales manager. 
 
Appeals Committee members requested 
an explanation of the “SID portal” which is 
mentioned in one email exchange as a 
way to share best practice and comment.  
Eli Lilly advised that SID was a sales 
information portal run by the Learning and 
Development group and sales 
management personnel.  Eli Lilly is 
unable to ascertain whether the content 
of the emails had been shared more 
widely through the SID in February to 
April 2013.  There had been some 
information about Axiron shared through 
the SID, but the portal content is updated 
and changed frequently.  Eli Lilly advised 
that only the Learning and Development 
Manager and members of the sales 
management team could upload 
information to the SID.  An Appeals 
Committee member noted that it 
appeared that the sales representatives’ 
use of the Axiron Starter Guide  in the 
manner subject to complaint could have 
been on the SID between April and 
October 2013, but there is no way of 
knowing that.   
 
Eli Lilly noted that the emails represent 
three email ‘trails’ describing interactions 
by sales representatives with three 
pharmacists.  There was no evidence that 
the conduct had been initiated under 

direction from the company management.  
Eli Lilly argued that the fact that the 
company’s monitoring program had 
picked up the emails is evidence of the 
effectiveness of the program.   
 
Eli Lilly stated that the company had 
reviewed all directions from the sales 
management team and there was no 
evidence of direction from company 
management to undertake the conduct.  
The Appeals Committee members 
questioned the email from a member of 
the sales management team in February 
2013, which congratulated another 
member of the sales management team 
and the sales representative on their 
description of how they had influenced 
pharmacists to recommend switching to 
Axiron to their patients.   The member of 
the sales management team had not 
identified or corrected the behaviour 
described in the email exchange.  Eli Lilly 
accepted that the member of the sales 
management team had been remiss in 
failing to do so and that there were a 
number of times that two members of the 
sales management team did not pick up 
that non-compliant conduct had occurred.  
Eli Lilly stated that the company has 
taken appropriate disciplinary action 
where necessary.   
 
In response to further questions from the 
Appeals Committee about reference in 
the emails to “influencing” pharmacists, 
Eli Lilly responded that the company 
sincerely regrets the failure of people in 
the Axiron team to recognise that their 
actions were not appropriate or consistent 
with the Code.  Eli Lilly further explained 
that the job of the sales team was to 
understand and respond to the needs of 
their customers (doctors and 
pharmacists).  They added that Eli Lilly is 
offering a product to address a gap in 
pharmacists’ requirements.  With regard 
to influencing behaviour, it is difficult to 
get people to start testosterone 
replacement treatment.  Appropriate use 
of the Starter Guide with a patient who 
has already been prescribed Axiron can 
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be effective.  However, Eli Lilly agrees 
that it is not appropriate to encourage 
pharmacists to use the Starter Guide with 
people who have been prescribed 
another product.   
 
The Appeals Committee raised Eli Lilly’s 
argument in its appeal that there was 
insufficient evidence to support the Code 
Committee’s conclusions that the conduct 
had been initiated by Eli Lilly 
management.  Eli Lilly responded that 
although members of the sales 
management team did not identify and 
correct the conduct this is not evidence 
that the company management had 
“encouraged” the conduct.  Further, with 
regard to the extent of the conduct, Eli 
Lilly responded that the conduct was 
limited to one sales team operating in two 
territories and there was no evidence that 
the conduct was occurring across the 
whole Axiron sales force or more broadly 
across the company.  A Committee 
member asked whether Eli Lilly has 
reviewed the sales call notes from other 
sales teams.  Eli Lilly responded that the 
company reviews call notes across all 
sales teams as part of regular monitoring.  
The original review of call notes that 
identified the inappropriate conduct had 
been broader than the Axiron sales team.  
No concerns were raised about other 
sales teams’ conduct.  Eli Lilly advised 
that the company has undertaken 
education across all sales teams on 
appropriate interactions with pharmacists.  
 
The Chairman invited Eli Lilly’s comment 
on the pecuniary penalty and classifying 
this as a severe breach of the Code.  He 
noted that the definition of a severe 
breach includes three elements: 

 Safety implications for patients 
and/or a major effect on how the 
medical profession will prescribe 
the product; and/or 

 A significant commercial impact on 
the market; and/or 

 Activities that bring discredit upon 
or reduce confidence in the 
industry 

Eli Lilly argued that the conduct describes 
interactions with three pharmacists; it was 
not widespread.  The effect was modest 
and should not be regarded as a severe 
breach. 
 
The Chairman noted that a severe breach 
may incur a fine of up to $200,000, 
whereas a severe breach where the 
activity has been completed before a 
breach is found and there is no 
opportunity for corrective action may incur 
a fine of up to $250,000.  Eli Lilly 
responded that the activity had occurred 
and been addressed prior to the 
complaint being made and a breach 
found, but the activity should not be 
classified as a severe breach.  Further, 
Eli Lilly proposed to write to the 
pharmacists identified in the call notes to 
explain the appropriate use of the Starter 
Guide.  Eli Lilly does not agree that a 
broad corrective action as imposed by the 
Code Committee is required, as to do so 
would create confusion. 
 
The Chairman invited Eli Lilly’s comment 
on the Code Committee’s sanction to 
prohibit use of the Axiron Starter Guide 
with pharmacists.   Eli Lilly responded 
that it considers that the Starter Guide 
should be able to be used with 
pharmacists.  The company has covered 
the appropriate use of the Guide in 
subsequent sales representative training.  
The method of application of Axiron is 
unique and it is important to advise 
patients about its use.   
 
The Chairman invited Eli Lilly to comment 
on the Code Committee’s sanction 
requiring corrective advertising in medical 
and pharmacy journals.  Eli Lilly 
responded that this was excessive 
because the number of pharmacists 
involved was limited.  A Committee 
member asked how many pharmacies 
would the sales team visit.  Eli Lilly 
responded that pharmacy calls is a low 
proportion of overall sales calls.  Eli Lilly 
noted that it had proposed to limit 
corrective communication to the 
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pharmacies visited by the relevant sales 
team in their territories. 
 
The Chairman thanked the Eli Lilly 
representatives for their presentation and 
excused them from the meeting to allow 
the Committee to deliberate on the 
appeal. 
 
The Appeals Committee considered that 
there was obvious misconduct where 
sales representatives had sought to 
influence pharmacists to use the Axiron 
Starter Guide to encourage patients 
prescribed another testosterone product 
to ask their doctor to switch them to 
Axiron.  Eli Lilly does not deny this 
conduct had occurred. 
 
The conduct seems to have been 
confined to one sales team operating 
across two sales territories.  It does not 
appear to be part of a sales or marketing 
strategy, although the conduct included 
two members of the sales management 
team.  These members of the sales 
management team were evidently aware 
of the conduct and did not identify that it 
was inappropriate or prevent it continuing.  
One member of the Appeals Committee 
expressed surprise that Eli Lilly did not 
appear to have undertaken a full ‘for 
cause’ review of sales team call notes to 
exclude the possibility that the conduct 
was occurring in other sales teams.  
Thus, there is no evidence that the 
conduct was not more widespread.  The 
Appeals Committee was satisfied, 
however, that the conduct was not 
directed by a management strategy.   
 
The Appeals Committee considered that 
this was a severe breach of the Code as 
it had the potential to change prescribing 
practice and cause a shift in market 
share.  Whilst there was some mitigating 
circumstance because Eli Lilly had 
identified the conduct prior to the 
complaint being received and had 
undertaken internal corrective actions, 
however the activity had continued after 
these corrective communications from 

company management, as evidenced by 
the additional email of late October 2013.  
The Appeals Committee was concerned 
that whilst the conduct had been 
detected, Eli Lilly had not successfully 
prevented ongoing conduct.    
 
The Appeals Committee unanimously 
confirmed that the conduct was in breach 
of Section 13.3 of the Code.  Further, the 
Committee unanimously agreed that this 
was a severe breach of the Code and 
that, while not making any finding in 
relation to Section 20 of the Code, the 
conduct was of a kind that had the 
potential to bring discredit to the industry. 
 
The Appeals Committee reviewed the 
sanctions imposed by the Code 
Committee. 
 
The Committee accepted that the Axiron 
Starter Guide was a useful quality use of 
medicines tool and pharmacists should 
be allowed to use it with patients who 
have already been prescribed Axiron.  
However, there must be clear advice to 
pharmacists that the Guide must not be 
used with patients who have not been 
prescribed Axiron.   The Appeals 
Committee determined that the Code 
Committee’s sanction prohibiting use of 
the Axiron Starter Guide with pharmacists 
should be removed.  The Committee 
determined that an amended sanction 
should be imposed, requiring that 
whenever the Axiron Starter Guide is 
distributed in future to pharmacists 
throughout Australia, it must be 
accompanied by a letter from Eli Lilly 
instructing pharmacists that the 
appropriate use of the Starter Guide is 
solely with patients who already have 
been prescribed Axiron.  This letter must 
be approved by the Code and Appeals 
Committee members prior to its 
distribution. 
 
Regarding the corrective letter to 
pharmacists, the Appeals Committee 
determined that Eli Lilly must send a 
corrective letter to all pharmacies 
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operating within the territories serviced by 
the team of six sales representatives who 
engaged in the conduct found in breach 
of the Code.  The letter must also inform 
the pharmacists that Eli Lilly has been 
found in breach of the Code and that the 
Axiron Starter Guide must only be used 
with patients who already have been 
prescribed Axiron.  This letter must be 
approved by the Code and Appeals 
Committee members prior to its 
distribution. 
 
In consideration that there was no firm 
evidence that the conduct was 
widespread or undertaken by other sales 
teams around Australia, the Committee 
determined that the requirement for 
corrective advertising in medical and 
pharmacy journals should be removed. 
 
The Appeals Committee discussed the 
requirement for Eli Lilly to demonstrate to 
the Code Committee that a compliance 
program had been initiated that shows 
improvement to promotional practices.  
The Committee reviewed the information 
in the appeal submission describing Eli 
Lilly’s internal compliance monitoring 
program and proposed revisions to its 
compliance training program.  The 
Committee accepted that Eli Lilly had 
instigated remedial actions to address the 
breach of the Code and agreed to remove 
the sanction to require Eli Lilly to 
demonstrate that this had been 
undertaken.  However, the Committee 
remained concerned that the conduct had 
occurred in February 2013 but was not 
detected until September 2013, and that it 
had continued in spite of the corrective 
communications, both emailed and direct.    
Whilst it removed the requirement 
imposed by the Code Committee, the 
Appeals Committee strongly 
recommended that Eli Lilly should 
improve its monitoring of sales 
representative conduct, such as that 
recorded in call notes, so that it will detect 
any similar conduct much earlier.  
Further, it recommended that Eli Lilly 
should implement a process whereby 

information is only placed on the Sales 
Information portal (SID) after it has been 
reviewed by the Ethics and Compliance 
Officer. 
 
The Committee discussed the fine of 
$250,000 imposed by the Code 
Committee.  The Committee had agreed 
that the breach was severe.  It noted that 
Eli Lilly had conceded that the conduct 
had been completed before the Code 
Committee found it to be in breach of the 
Code, therefore it was open to the 
Committee to impose the maximum fine 
of $250,000.  The Committee noted the 
complaint examples that Eli Lilly had 
referred to in its appeal submission, but 
considered that this was not a 
comprehensive selection.  One 
Committee member thought that the fine 
could be reduced because Eli Lilly had 
identified the non-compliant conduct prior 
to the complaint being received and had 
initiated some actions to correct the 
behaviour.  However, the member noted 
that the corrective actions had been 
unsuccessful as was evidenced by the 
additional internal email.   The Committee 
concluded in a majority decision that the 
fine of $250,000 imposed by the Code 
Committee should remain.   
 
Appeals Committee decision 
The Appeals Committee agreed by 
unanimous decision that the appeal by Eli 
Lilly was not upheld.  The Committee 
unanimously confirmed the decision of 
the Code of Conduct Committee that the 
conduct was in breach of Section 13.3 of 
the Code of Conduct.  
 
Sanctions 
The Appeals Committee unanimously 
agreed that this was a severe breach of 
the Code, confirming the decision of the 
Code Committee, and imposed the 
following sanctions on Eli Lilly: 
 

 Send a corrective letter to all 
pharmacies operating within the 
territories serviced by the team of 
six sales representatives who 
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engaged in the conduct found in 
breach.  The letter must inform the 
pharmacists that Eli Lilly has been 
found in breach of the Code, and 
inform the pharmacists that the 
Axiron Starter Guide must only be 
used with patients who already 
have been prescribed Axiron.  This 
letter must be approved by the 
Code and Appeals Committee 
members prior to its distribution.  

 Whenever the Axiron Starter Guide 
is distributed in future to 
pharmacists throughout Australia, 
it must be accompanied by a letter 
from Eli Lilly instructing 
pharmacists that the appropriate 
use of the Axiron Starter Guide is 
solely with patients who already 
have been prescribed Axiron.  This 
letter must be approved by the 
Code and Appeals Committee 
members prior to its distribution. 

 Pay a fine of $250,000.  The 
Committee noted that this was a 
severe breach where the activity 
had been completed before the 
breach had been found and there 
was no opportunity for corrective 
action.  

 
The Appeals Committee removed the 
requirement imposed by the Code 
Committee for publication of corrective 
advertising in pharmaceutical and 
medical journals.  The Committee also 
removed the requirement for Eli Lilly to 
demonstrate to the Code Committee that 
a compliance program had been initiated. 
 
Bond 
As the appeal was not upheld, the 
Appeals Committee determined that the 
appeal bond of $20,000 should be 
retained by Medicines Australia. 
 
 


