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Dear Dr Chadwick

Medicines Australia: Application for Revocation and Substitution
A91436-A91440
We act for Medicines Australia in respect of its application for authorisation of Edition 18 of the Medicines
Australia Code of Conduct (the Code). Medicines Australia welcomes the opportunity to respond to the
submissions received by the ACCC and provides specific comments below.

1

The new transparency model: changes in how educational events are reported

The ACCC has asked Medicines Australia to provide additional information on which educational events will
be reported under the new transparency regime. Medicines Australia provides this information and also
responds to certain comments of the Royal Australian College of General Practitioners (RACGP) in their
submission of 30 July 2014.

1.1

Overview of educational event reporting under Edition 18
Until the new transparency regime comes into operation in October 2015 each member company
must continue to provide a report to Medicines Australia on all educational meetings and symposia
(as defined in section 9 of the Code) held or sponsored by that company, in accordance with the
existing reporting requirements in Edition 17. Medicines Australia will make these reports publicly
available on its website within three months of the end of each six month period.
From 1 October 2015, member companies will be required to provide reports in accordance with
section 41 of Edition 18 of the Code. In addition to the reports on transfers of value to (a) healthcare
professionals for speaking at educational meetings etc, by name, and (b) Health Consumer
Organisations (HCOs), member companies must also report on sponsorship of educational meetings
and symposia organised by third party organisations: section 41.3.5.
As outlined in section 4.6 of Medicines Australia's submission of 2 July 2014 (the Submission), the
following are examples of sponsorship of independent educational events that must be reported:

•

financial sponsorship of third party educational events;

•

monetary contributions to support the conduct of institutional grand rounds, clinic meetings
or journal club meetings; and
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•

purchasing space to provide a trade display at an educational event (including if this is the
only sponsorship of an event).

As outlined in the Submission, if a company provides nothing other than directly providing food and
beverages for an educational meeting, the information is not reportable. However, section 9.4.3 of
the Code limits the amount that a company may spend on food and beverages. Expenditure on food
and beverages above the threshold will now contravene the Code. Section 9.4.3 of the Code also
reiterates the existing requirement that any meals or beverages offered by companies to healthcare
professionals must be secondary to the educational content and must not be excessive.
Medicines Australia will publish this report on its website within two months of the date on which the
reports are submitted to Medicines Australia.

1.2

Developments in Edition 18
The provisions in Edition 18 represent a change from the current educational event reporting in
Edition 17. Under Edition 17, and until the new transparency regime comes into operation in October
2015 (assuming authorisation), each member company provides a report to Medicines Australia on
all educational meetings and symposia held or sponsored by that company. The reports include:

•

details of sponsorship of healthcare professionals or non-healthcare professionals to attend
any educational event. Sponsorship includes registration fees, costs of accommodation and
travel related expenses. The information which must be disclosed is the total amount paid for
each educational event or meeting in respect of all recipients of sponsorship and the total
number of recipients (the names of recipients are not currently disclosed); and

•

details of any payments to speakers to attend and give a presentation at the educational
meeting (again, the names of speakers are not currently disclosed).

When considered together, the key differences in respect of educational event reporting as between
Edition 17 and Edition 18 are:

Transfer of value

Edition 17

Edition 18

Transfer of value to
individual healthcare
professional to speak at
educational event, attend
educational event, provide
consultancy or Advisory
Board services or engage
in market research.

Currently captured in aggregate
in either educational event
report, Advisory Board report or
consultancy report.

Will be reported for each
individual healthcare
professional by name (with
healthcare professional
consent).

Support to HCOs.

Member companies provide
information on support provided
to HCOs for publication on
Medicines Australia website.

No change.

Educational events run by
third parties.

Member companies report on
educational meetings sponsored
by the company.

Member companies must report
on transfers of value associated
with providing financial support
to third parties. A hard limit on
the value of meals and
beverages will apply. If only food
and beverages are directly
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provided to facilitate that
educational event, information
on that transfer of value is not
reportable.
Educational events run by
member companies.

Member companies report on all
educational meetings held or
sponsored by the company.

Member companies no longer
need to report on costs
associated with holding
educational events (that are not
caught under the new
transparency reports, by
healthcare professional name).
However, a hard limit on the
value of meals and beverages
will apply.
Existing provisions in the Code
which regulate the way that
member companies interact with
healthcare professionals in this
context will continue to apply
(see below).

Under Edition 17 member companies are not required to report on pharmaceutical sales
representative visits to healthcare professionals where those visits are not educational events. There
1
is no change to this requirement in Edition 18. The comment of the RACGP that the recording of
interactions with pharmaceutical representatives was 'wiped' from Edition 18 of the Code does not
2
reflect the fact that Edition 17 does not currently require such reporting.
Although member companies will no longer need to report on costs associated with running
educational events, there are multiple provisions in the Code which regulate the way that member
companies conduct or sponsor these events.
These provisions include:

•

Section 9.3, which provides that the primary purpose of an educational meeting must be the
enhancement of medical knowledge and the quality use of medicines. Member companies

1

The submission of Dr Barbara Mintzes suggests that the Code does not contain specific standards governing the information provided
to healthcare professionals orally during sales representatives' visits. Medicines Australia notes that sections 5 and 6 of the Code
provide substantive rules regarding the conduct and training of company representatives (see also section 5 of the Code of Conduct
Guidelines). In particular, section 5.3 of the Code provides that it is the responsibility of company representatives visiting a hospital or
other institution to make themselves aware of all hospital policies and conduct their business accordingly. Further, in relation to
Dr Mintzes' suggestion that there is a lack of information about the harmful effects of promotional medicines, Medicines Australia notes
that section 1.1 of Edition 18 of the Code has been amended to provide that 'with regard to balance, companies must ensure that
adequate safety information is included in relation to efficacy or other promotional claims'.
2

As the ACCC is aware, the Australian Competition Tribunal in Re Medicines Australia Inc [2007] ACompT 4 authorised Edition 15 of
the Code subject to a requirement that member companies report on all educational meetings held or sponsored by them. Since that
decision, Medicines Australia has disclosed on its website substantial information in respect of the educational events conducted by
member companies. The current edition of the Code of Conduct Guidelines (Edition 4), published on the Medicines Australia's website,
provides specific guidance on when the day to day activity of a sales representative would be reportable under the educational event
reporting: see Table 4. The Guidelines are available at: http://medicinesaustralia.com.au/files/2010/01/20140210-Edition17-CodeGuidelines-FINAL-v4_.pdf
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must have policies and procedures in place that will ensure that educational events for
healthcare professionals comply with the Code.

•

Section 9.4.2, which provides that the choice of venue for any event must be able to
successfully withstand public and professional scrutiny and conform to professional and
community standards of ethics and good taste. The venue must not be chosen for its leisure,
sporting or recreational facilities.

•

Section 9.4.3, which sets out the hard limit for meals and beverages and which requires that
any meals or beverages offered to healthcare professionals must be secondary to the
educational content and must not be excessive.

•

Section 9.4.6, which provides that any interaction between member companies and
4
healthcare professionals must not include entertainment.

•

Section 9.5.2, which provides that where a meeting is organised by a third party, that party
should independently determine the educational content, select the speakers and invite the
attendees. Objective evidence of the educational value of the event is required. While a
sponsoring company may propose a speaker, the final choice of speaker will be determined
5
by the healthcare professional organisation or nominated faculty.

•

Section 9.5.3, which provides that a company may sponsor 'in-institution' educational
meetings as long as the primary purpose of the meeting is the provision of medical
education.

•

Section 9.5.5, which requires that any hospitality provided at the sponsored educational
event is appropriate in relation to the educational content and duration of the meeting, and is
secondary to the educational content.

•

Section 9.13, which provides an overarching requirement that interactions with healthcare
professionals must never be such as to bring discredit upon, or reduce confidence in the
pharmaceutical industry. A breach of this requirement is a 'severe' breach of the Code.

3

Accordingly, Medicines Australia considers that many of the suggestions in third party submissions
that member companies will be able to circumvent the transparency principles by providing 'lavish
meals' or 'entertainment' to healthcare professionals, without reporting, simply fail to take into
account the existing rigorous provisions in the Code that regulate these types of behaviour.
By way of example, the RACGP has asked the ACCC to consider a scenario where 'a health
professional attends a weekend in a five-star hotel, with multi-modal presentations, entertainment,
cocktails, promotional speeches, fine wining and dining, and yet nothing needs to be reported under
… Edition 18…'. No such scenario can occur because:

•

under section 9.7 the member company would be required to report the sponsorship of the
healthcare professional to attend an educational event, and specific reportable items include
accommodation: section 41.3.1;

3

This hard limit cannot be exceeded. Some submissions suggest that reporting of expenditure on meals and beverages will only occur
if the expenditure is above the stated limit. This is not correct. Expenditure on meals and beverages above this amount will contravene
the Code.
4

See section 6.4 of the Submission which outlines additional sections of the Code which apply to these interactions.

5

Medicines Australia refers to this section of the Code in response to Dr Barbara Mintzes' suggestion that there is no 'firewall'
prohibiting companies from having involvement in the development of content and choice of speaker at an educational event. Table 5 of
the Code of Conduct Guidelines also provides additional guidance on this issue.
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•

under section 9.4.1 the member company is also required to ensure that objective evidence
of the educational value of the event is available (for example, an invitation or agenda),
which clearly describes the educational purpose, content, meeting start and finish times and
duration of educational sessions;

•

under section 9.4.6 any interaction between member companies and healthcare
professionals must not include entertainment; and

•

under section 9.4.3, the member company could not spend more than $120 per head on a
meal and beverages and any meal must be secondary to the educational content and must
not be excessive.

The RACGP also appears to have misunderstood the educational event costs that are currently
reported under Edition 17 and will continue to be reported under Edition 18 of the Code. In its
submission it refers to a recent Pfizer Australia event and submits that none of the 'hospitality costs'
currently reported for that event would need to be reported under Edition 18. This is not correct. The
current educational event report template includes a section called 'hospitality costs' which includes
not only meals and beverages but also travel and accommodation costs, sponsorship and event
registration fees. With the exception of meals and beverages, these costs will certainly be reported in
Edition 18 – by healthcare professional name.

1.3

Change from current approach under Edition 17
Medicines Australia has conducted a preliminary review of data currently published by member
companies in the educational event reports published under Edition 17. Medicines Australia
estimates that approximately 50% of the events reported currently involve sponsorship or assistance
for a third party institution (such as a hospital) to conduct an educational event and 50% involve
events initiated and conducted by member companies (eg a training and education session for
healthcare professionals delivered by an expert in a particular therapeutic area).
Of the third party events (such as those conducted by hospitals), approximately 80% comprise 'ininstitution' educational meetings such as grand rounds at a hospital or internal training sessions.
These educational meetings are organised by the institution and the educational content provided to
attendees is entirely dictated by that third party. Member companies might support these meetings
through, for example, providing a tray of sandwiches for lunch, but they have no influence on the
content of the meeting. Providing the tray of sandwiches for lunch would not be reportable under
Edition 18 of the Code as it would not comprise direct financial support to the third party (and would
in any event fall well below the hard limit monetary threshold on meals and beverages).
Of the educational events held by member companies, although expenditure on these events would
not be reported under Edition 18, member companies will be required to comply with the hard limit
on the cost of meals and beverages set out in section 9.4.3 and the strict rules regarding the
provision of such educational events discussed above. The new transparency reports covering
sponsorship of individual healthcare professionals will also apply.
Provided at Annexure 1 is a word document, also available on Medicines Australia's website, that
summarises the key amendments in Edition 18 of the Code.

2

The new transparency model: reporting by individual healthcare professional name

The requirements of the new transparency regime were set out in section 4.2 of the Submission. Section 2 of
this letter:

•

addresses the role of the Transparency Working Group (TWG) in assisting in the formulation of the
new transparency model;
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•

outlines the consultation that Medicines Australia undertook in relation to the new transparency
regime; and

•

addresses comments in the third party submissions in respect of:

2.1

•

alternative transparency proposals;

•

the requirement for healthcare professionals to consent to disclosure; and

•

the establishment of a centralised database for reporting.

Medicines Australia Transparency Working Group
Some third party submissions suggest that the ACCC should not authorise Edition 18 of the Code
because it either does not reflect 'key principles agreed to' by the Medicines Australia TWG or does
6
not reflect the final 'consensus' views of the TWG.
As the ACCC is aware, the TWG was established by Medicines Australia in August 2012. The aim of
the group was to identify measures and policies to further enhance transparency surrounding
transfers of value between healthcare professionals and the pharmaceutical industry. The terms of
reference for the TWG included evaluating different models for further transparency and preparing a
7
report with recommendations.
On 21 June 2013 the TWG released its Transparency Model Consultation and Discussion Paper. In
the Paper the TWG provided a model for introducing greater transparency surrounding payments
and transfers of value between member companies and healthcare professionals. The Paper
released the model for consultation and discussion with all interested stakeholders and provided a
series of 'questions' for stakeholders to consider in relation to the general proposals, with the
intention of receiving submissions responding to the Paper. Medicines Australia provided a hyperlink
on its website to the Paper.
The Paper did not reflect a finalised, consensus view of the organisations that were represented on
the TWG. As the Paper states:
The TWG members did not reach a consensus on every aspect of the model. It has not been endorsed
or agreed upon by any of the TWG members’ organisations. The model provides a basis for
consultation and feedback as part of the Medicines Australia Code of Conduct Review.

In particular, no consensus was reached in relation to potential thresholds of transfers of value for
recording purposes.
On 24 June 2013, and following publication of the TWG's Paper, the European Federation of
Pharmaceutical Industries and Associations (EFPIA) published its 'Code on Disclosure of Transfers
of Value from Pharmaceutical Companies to Healthcare Professionals and Healthcare
Organisations'. This Code adopted an activity-based model under which transfers of value are
recorded by activity, rather than by amount spent (which is the approach in the USA). This model is
currently being introduced by national pharmaceutical industry associations throughout Europe.
The table below lists the key events in Medicines Australia's consultation process on Edition 18 of
8
the Code.

6

Submissions of RACGP, Pharmaceutical Society of Australia, Professor Philip Morris and others.

7

The terms of reference are available at: www.medicinesaustralia.com.au

8

In addition to these events, Medicines Australia held consultation meetings with member companies in July 2013, March 2014 and
May 2014.
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Date

Event

August 2012

Medicines Australia establishes the TWG

October 2012 to May 2013

TWG holds six formal meetings

21 June 2013

TWG releases the Transparency Model Consultation and
Discussion Paper

24 June 2013

EFPIA releases the 'EFPIA Code on the Promotion of
Prescription-Only Medicines to, and Interactions with,
Healthcare Professionals' and the 'EFPIA Code on Disclosure
of Transfers of Value from Pharmaceutical Companies to
Healthcare Professionals and Healthcare Organisations'
(EFPIA Model)

8 August 2013

Code Review Panel holds first meeting regarding the review of
the Code

14 August 2013

Medicines Australia writes to 250 individuals and organisations
to inform them of the Code review and to invite submissions
on the Transparency Model Consultation and Discussion
Paper

29 August 2013

Medicines Australia issues a media release to selected media
outlets concerning the review and inviting submissions, and
publishes information on its website regarding the review

4, 5 and 6 September 2013

Medicines Australia holds three consultation sessions for nonindustry stakeholders in Melbourne, Sydney and Canberra
respectively

20 September 2013

Original closing date for submissions

9, 16 and 18 October 2013

Consumer workshops held in Perth, Sydney and Melbourne
respectively. Medicines Australia raises the EFPIA Model as
an alternative approach to transparency reporting. Consumers
advised that should they wish to make a submission to
Medicines Australia they can still do so

30 October 2013

Third meeting of the Code Review Panel discusses the EFPIA
Model and agrees that activity-based reporting would be the
most appropriate reporting model

28 and 29 April 2014

Consumer representative and other organisations attend
stakeholder consultation meetings in Sydney and Melbourne
respectively in order to provide additional feedback on the
proposed transparency provisions

12 May 2014

Last submission from interested party received by Medicines
Australia (by this date, Medicines Australia had received over
80 submissions from interested parties)

23 May 2014

Medicines Australia holds webinar consultation for nonmember companies and other organisations who may provide
services to member companies (such as advertising agencies
and PR companies)
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17 June 2014

Medicines Australia’s members unanimously adopt Edition 18
of the Code

As this table demonstrates:

•

The EFPIA model was introduced in Europe after the TWG published its Paper containing
suggestions for a transparency model in Australia.

•

Non-industry and industry stakeholders attended forums in Sydney, Canberra and
Melbourne in early September 2013, where the key aspects of the TWG Paper were
presented. At those forums stakeholders were encouraged to make submissions. Provided
at Annexure 2 is a copy of the slides presented by Ms Deborah Monk to the attendees at
those sessions.

•

The Code Review Panel first discussed the activity-based approach adopted in Europe in
October 2013. Copies of the communiqués detailing the issues discussed by the Code
Review Panel in its consideration of Edition 18 are publicly available on Medicines
9
Australia's website and were published on a rolling basis.

•

The consumer workshops held in October 2013 considered the benefits of an activity-based
10
transparency model. This is reflected in the detailed report on the workshop discussions,
which states that:
A possibility of utilising an activity based threshold rather than the dollar value thresholds
proposed was discussed at two of the meetings. There was general support for this notion on
the grounds that the type of activity leading to the transfer of value (rather than the dollar
value of the transfer) might be a more reliable predictor of influence and that compliance might
be easier under an activity based system.

•

The non-industry stakeholder meetings held by Medicines Australia in April 2014 in Sydney
and Melbourne, in order to report back to stakeholders on the proposed transparency
provisions and obtain additional feedback, clearly outlined the model that the Code Review
Panel intended to include in Edition 18 (the activity-based model). Provided at Annexure 3 is
a copy of the slides presented by Ms Deborah Monk to the attendees at those sessions
which make clear the model that Medicines Australia proposed to adopt in Edition 18 of the
Code.

Medicines Australia strongly disagrees with suggestions made by some third parties that it has not
consulted sufficiently with stakeholders and consumers. It also disagrees with suggestions that
during this consultation stakeholders were not made aware of the TWG proposals. Medicines
Australia published the TWG Paper on its website, held stakeholder consultation forums and sought
submissions on it. It also provided significant detail on the proposed activity-based model at the
consumer and stakeholder forums held in 2014. The proposal for Edition 18 could not have been
more clear.

2.2

Benefits of the activity-based new transparency model
Medicines Australia considers that Edition 18 of the Code strikes an appropriate balance between
the interests of different stakeholders. The European style transparency model proposed in
Edition 18 records transfers of value by activity, rather than by amount spent. As outlined in the
Submission, there are a number of benefits to using an activity based approach, including:

9

Available at: http://medicinesaustralia.com.au/code-of-conduct/code-of-conduct-review/20132014-code-review-panel/

10

Available at: http://medicinesaustralia.com.au/code-of-conduct/code-of-conduct-review/
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•

capturing and highlighting those transfers of value that are significant, while avoiding 'low
level noise';

•

capturing a large range of interactions between member companies and healthcare
professionals; and

•

avoiding the complexity of, and administrative burden associated with, capturing low level
hospitality (eg cups of coffee) at the individual healthcare professional level. Recording such
transfers would be complex due to the potentially large volume of minor interactions that
would need to be recorded and the resulting significant effort in collecting and recording the
data. In this regard Medicines Australia disagrees with third party submissions which have
proposed a more onerous reporting regime under which items of low monetary value, such
11
as lunches, would be required to be reported.

This model also reflects comments made in the consumer consultation seminars held in October
2013 relation to Edition 18 of the Code, where consumer attendees expressed the view that, at least
initially, the reporting system should be set up to record more significant transfers of value: 'don't
12
sweat the small stuff'.
As the AMA's submission to the ACCC in respect of Edition 18 of the Code states in relation to the
EFPIA model and a similar model adopted in Holland:
These approaches focus on reporting payments and other transfers of value for activities most likely to
provide meaningful information to patients about their health practitioners' relationships.
This is a realistic and common sense approach given that it is not yet known if this information will, in
Australia or internationally, enhance patient's decision-making about their healthcare options, taking
13
into account the context and nature of their practitioner's involvement with companies.

A number of submissions provided to the ACCC by third parties have proposed alternative
transparency models. Medicines Australia reiterates its comments above outlining the significant
consultation that it has undertaken regarding the new transparency model in Edition 18 of the Code
and its view that the proposed model is appropriate.
In particular, for the reasons outlined in section 2.2 above, Medicines Australia does not believe that
each and every transfer of value made by a member company to a healthcare professional should
14
be reported. Such a proposal is unworkable and not in accordance with the view of many
15
stakeholders, including consumers, that the reports should focus on key transfers of value.
Further to comments made by the Pharmaceutical Society of Australia in its submission to the
ACCC, Medicines Australia intends to provide education to member companies and stakeholders

11

Submissions of the Consumer Health Forum of Australia and Alison Marcus. In this regard Medicines Australia notes that
transparency reporting associated with the Physician Payments (Sunshine) Act introduced in the United States was scheduled for
release in September 2014 but healthcare professionals have requested that reporting be delayed to allow more time for doctors to
register and review payment data for “inaccurate, misleading and false information” that may be posted by pharmaceutical companies,
and to deal with other significant implementation issues. See: http://freepdfhosting.com/aad0b68522.pdf

12

Report: Key findings of Consumer Workshops into the Medicines Australia Code of Conduct (Edition 17), RPS Consulting,
10 November 2013, section 4 p 10. Available at http://medicinesaustralia.com.au/code-of-conduct/code-of-conduct-review/

13

Submission of Australian Medical Association.

14

Submission of South Australian Medicines Advisory Committee.

15

The Pharmacy Guild of Australia has proposed that there be a mandatory transparency condition associated with receiving payment
over a certain threshold. However, the Guild has also stated that it does not believe that mandatory reporting of all payments
(regardless of amount) is the 'right strategy as HCPs may be reluctant to receive any sort of payment from pharmaceutical companies,
which may result in them not attending education conferences and training sessions…'.
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surrounding the implementation of the transparency model through, for instance, information on its
website.

2.3

Clinical research
Some submissions suggest that funding of clinical research should be included in the new
16
transparency reports. Medicines Australia does not consider that such funding should be included
for the following reasons:

2.4

•

clinical research funding is generally provided to institutions such as hospitals, not to
17
individual healthcare practitioners;

•

funding payments generally cover all of the costs relating to the conduct of a clinical trial
(administrative costs, medical tests etc.), not only payment for the services provided by
clinical investigators. Ultimately, it is the institution which determines how funding will be
allocated;

•

healthcare professionals working in the public hospital system receive a salary and therefore
no funding is provided to the individual healthcare professional – funding is provided to the
relevant hospital department; and

•

often multiple healthcare professionals will work on a clinical study over time. It is extremely
difficult to allocate funding to individual healthcare professionals and member companies are
often unaware of the time period for which individual healthcare professionals have worked
on the study.

Consent to disclosure
A number of submissions provided to the ACCC suggest that member companies should refuse to
deal with healthcare professionals who do not consent to having information regarding them
18
published and that in the absence of such refusal, transfers of value will be hidden from public
19
view.
Medicines Australia reiterates that under Edition 18, where healthcare professionals cannot be
identified, the amount attributable to transfers of value must be reported on an aggregate basis by
each member company. The number of recipients involved must be stated and the aggregate
amount attributable to those recipients: section 41.3.2. Such transfers of value will therefore not be
'hidden from public view' but will be reported in aggregate.
In relation to refusing to deal with non-consenting healthcare professionals Medicines Australia
makes the following comments:

•

As outlined in the Submission, Medicines Australia has invested significant time in analysing
and considering the application of Australian privacy legislation to the proposed regime.
Medicines Australia has provided the ACCC with a copy of its letter to the Australian

16

Submissions of the Royal Australian and New Zealand College of Psychiatrists, Dr Geoff Smith and the Australian Society of
Anaesthetists.
17

There may be instances where a private study site receives funding and a healthcare practitioner is a sole trader at that site, but this
is very rare.
18

Submissions of Professor Ian Haines, RACGP, Choice, Cancer Voices Australia, Society of Hospital Pharmacists of Australia,
Drs Vitry, Harvey, Purssey, Campbell, Schoenhoefer, Woodruff, Osborn, Anderson, Mintzes and Harvey, Emeritus Professor Alastair
MacLennan, Professors Costa, Lexchin and Jureidini, Jarrod McMaugh, Sean Israel, Roseanne Peel, Peter Sainsbury, Ross Gubbels,
Margot Murphy, Dan Kent, John Wood, Robin Brown, Peter Bayly, Kerry Holmes and John Braithwaite.
19

Submission of Dr Philip Morris.
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Information Commissioner dated 8 April 2014 requesting advice on ensuring the proposed
transparency model complies with Australian privacy legislation.

•

In his letter of 15 May 2014 to Medicines Australia, the Australian Information Commissioner
stated that:

•

•

reporting healthcare professionals' personal information for transparency purposes is
unlikely to be the 'primary purpose' of collection under the Australian Privacy
Principles and such reporting would therefore be a secondary disclosure of
information. Organisations may only disclose personal information for a secondary
purpose if one of the exceptions set out in Australian Privacy Principle 6 applies.
Exceptions include:

•

the individual consents to disclosure; or

•

the individual would 'reasonably expect' the organisation to disclose the
information for the secondary purpose and the secondary purpose is 'related'
to the primary purpose (for non-sensitive information). The Information
Commissioner has stated that although this exception 'could' apply, there
are various tests that must be satisfied in order for it to do so; and

seeking consent is 'best practice'.

The members of Medicines Australia wish to comply with best practice in respect of Australian
privacy law. Medicines Australia considers that in order to do so, consent of the healthcare
professional to disclosure should be obtained. The transparency requirements in Edition 18 of the
Code reflect this approach.
Further, Medicines Australia considers that seeking consent to disclosure is an important component
of the partnership between companies and healthcare professionals in improving transparency. As
outlined in the Submission, Medicines Australia strongly encourages healthcare professionals to
consent to their information being disclosed. It has expressed this view in meetings with healthcare
professional bodies such as the Australian Medical Association and the RACGP.
Although Medicines Australia and its member companies will promote strongly to healthcare
professional associations the benefits of the new transparency model, Medicines Australia believes it
is entirely inappropriate for it to boycott those healthcare professionals who choose not to consent to
disclosure. Indeed, as outlined in the Submission:

•

It is the view of Medicines Australia that this would be contrary to the interests of public
health because if this were to occur member companies would be prevented from facilitating
medical education for particular healthcare professionals thereby preventing interactions that
ultimately improve patient care. The public benefits of interactions between healthcare
professionals and member companies are not controversial and have been recognised by
the Tribunal. It would be unfortunate if transparency requirements operated to reduce the
public benefits associated with the Code, rather than increase them.

•

A regime which compelled the members of Medicines Australia to boycott healthcare
professionals who choose not to consent to disclosure would serve to exacerbate the
uneven playing field that exists between members of Medicines Australia and the generic
manufacturer members of the Generic Medicines Industry Association (GMiA). This
consequence would follow because member companies of Medicines Australia could not
deal with such individuals, who may include opinion leaders, while companies which are not
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members of Medicines Australia, such as the generic manufacturer members of the GMiA
20
would not be required to comply with such requirements.

2.5

Centralised database for reporting.
Some submissions have suggested that the new transparency reports should be contained in a
21
22
centralised database, and/or should be provided to an independent body.
As outlined in the Submission, if Edition 18 of the Code is authorised, member companies and
Medicines Australia will continue to explore issues associated with preparing a centralised database
in order to work towards the establishment of such a database. The difficulties associated with such
a database being established immediately are outlined in section 5.4(c) of the Submission.
Regardless, Medicines Australia and its member companies are actively investigating the
establishment of a central platform for future disclosure.
In this regard Medicines Australia notes the difficulties experienced in the United States with the
implementation of the Centres for Medicare and Medicaid Services' transparency reporting database
23
(pursuant to the Physician Payments (Sunshine) Act). These difficulties demonstrate the
importance of ensuring that the logistical, legal and technological challenges associated with
implementation are addressed effectively before a database is established.
In relation to publication of the data, Cancer Voices Australia and the Society of Hospital
Pharmacists of Australia (SHPA) have recommended that instead of making the information publicly
available for two years, member companies should make the transparency reports available for
between five and seven years. In relation to this suggestion Medicines Australia submits that in its
view a two year period is appropriate, providing sufficient time for information to be publicly available
while not requiring member companies (until a centralised database is established) to facilitate
ongoing access to multiple years' worth of data.

3

Transparency reporting will apply to healthcare/employer organisations

Some submissions have suggested that the transparency reporting requirements will not apply to transfers of
24
value provided to health practices (such as GP offices) or other third party organisations. In particular, the
SHPA has suggested that the Code should include a new section on the relationship between
pharmaceutical companies and healthcare organisations/employer organisations which mirrors the section
25
relating to the relationship with individual health professionals.
As outlined in the Submission, several sections in the Code address transfers of value to medical practices:

•

The new transparency model requires member companies to report transfers of value provided to
individual healthcare professionals even where the transfer of value is ultimately made to the
healthcare professional's employer or another entity (such as a charity): section 41.3.1. The model is
designed in this way to ensure that transparency reporting is not avoided simply because the transfer
of value is technically made to another entity.

20
Members of GMiA are not required to comply with the Code as they are not members of Medicines Australia (although they are
welcome to join Medicines Australia). Although GMiA introduced a code of conduct in March 2010, that code is no longer authorised by
the ACCC and GMiA has not sought authorisation for the most recent edition of its code. Regardless, the requirements of the GMiA
code were never, and are not, as substantial or proscriptive as those in the Medicines Australia Code.
21

Submissions of Consumer Health Forum of Australia, Dr Rob McEvoy, Choice, Dr Harvey, Dr Mintzes and Cancer Voices Australia.

22

Submissions of the Royal Australian and New Zealand College of Psychiatrists and the SHPA.

23

See: http://www.cms.gov/Newsroom/MediaReleaseDatabase/Press-releases/2014-Press-releases-items/2014-08-15.html

24

Submissions of SHPA and Cancer Voices Australia.

25

Submission of SHPA.

chbs A0130224700v4 206029656

28.8.2014

page 12

Australian Competition and Consumer Commission

•

In addition, the following sections of the Code apply to transfers of value made to medical practices,
rather than individual healthcare professionals:

•

Section 9.5.1 which provides that companies may sponsor educational events organised by
a society, college, university or other healthcare professional organisation 'if the primary
objective of the meeting is the enhancement or medical knowledge and improving the quality
use of medicines in Australia'. This section requires that financial sponsorship of an
independent educational event must be paid to the organisation arranging or conducting the
event and not directly to a healthcare professional. Such sponsorship must be reported as
part of the new third party educational events and symposia reports.

•

Section 9.10 which provides that although a member company may provide financial support
for medical practice activities (for example a clinical audit program), these programs must
comply with the requirements in that section (eg be intended to enhance the quality use of
medicines and improve patient outcomes). Further, financial support for a medical practice
activity must not be conditional upon any obligation by the healthcare professional involved
to recommend, prescribe, dispense or administer a member company's product. If such
support is provided there must be a document outlining the nature of the support provided,
which must be available for scrutiny by the Code of Conduct Committee and a complainant,
should a complaint be lodged.

•

Section 9.12 which provides that no gift, benefit in kind or pecuniary advantage shall be
offered or given to healthcare professionals or administrative staff as an inducement to
recommend, prescribe, dispense or administer a member company's products. This would
address many of the examples listed by SHPA in its submission (including the purchase of a
refrigerator to store product, anaesthesia machines and medicine delivery devices).

•

Section 9.11.4 which provides that a company may temporarily loan a piece of equipment to
a medical practice or health related organisation, provided that it facilitates the quality use of
medicines. An item may not be provided on permanent loan to a medical practice or health
related organisation; this is would be regarded as a gift of a type that is prohibited by
section 9.12.

In addition to these requirements, the Code also specifically requires member companies to report on
financial support and/or significant direct/indirect non-financial support provided to HCOs: section 41.1. The
published report must include:

•

the name of the HCO;

•

a description of the nature of the support that is sufficiently complete to enable the average reader to
form an understanding of the nature of the support; and

•

the monetary value of financial support and of invoiced costs. For significant non-financial support
that cannot be assigned a meaningful monetary value, the published information must describe
clearly the non-monetary value that the organisation receives.

Accordingly, Medicines Australia considers that the Code already effectively addresses transfers of value
from pharmaceutical companies to healthcare organisations/employer organisations.
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4

Application of the Medicines Australia Code to non-members
26

Some submissions to the ACCC have suggested that the Code should apply to non-member companies, or
that a single code of conduct should be established which applies to all pharmaceutical and therapeutic
27
goods companies/industries. Some of these submissions suggest that the Code is not effective because
other therapeutic goods industry associations have not adopted transparency provisions in their selfregulatory codes, or have opted-out of ACCC authorisation and/or because an increasing number of nonmembers of therapeutic goods industry associations (such as Ranbaxy Australia) are not bound by any self28
regulatory code.
These submissions also suggest that the ACCC should defer authorisation and refer the issue to
Government in order to seek the introduction of legislation that requires transparency reporting and other
29
ethical considerations to be a condition of market authorisation by the TGA.
With respect to suggestions that the current self-regulatory approach should be reassessed before
authorising the Code, Medicines Australia submits that there are significant public benefits associated with
developing and complying with voluntary industry codes. These were recognised by the Tribunal in
30
Re Medicines Australia and by the ACCC in its Guidelines for developing effective voluntary industry codes
31
of conduct.
Medicines Australia also submits that an effective voluntary code that complements and extends beyond the
reach of statutory regulation is of significant public benefit. In this regard, Edition 18 of the Code will continue
to provide the benefits of a strong, voluntary industry code.
In relation to the application of the Code Medicines Australia again reiterates that:

•

all pharmaceutical companies selling products within Australia are entitled to become members of
Medicines Australia and therefore be subject to the transparency regime in the Code. Although
Medicines Australia encourages those companies to join Medicines Australia, it cannot force them to
do so;

•

Medicines Australia's members supply at least 86% of medicines supplied under the PBS and
adherence to the Code is a requirement of membership of Medicines Australia; and

•

all prescription medicines must be registered on the Australian Register of Therapeutic Goods. As a
condition of registration of prescription medicines the TGA requires that promotional materials
relating to the registered goods must comply with the Medicines Australia Code.

Of course, Medicines Australia would like to see all participants in the prescription medicines industry comply
with the standards reflected in the Code. However, this is out of Medicines Australia's control.
Medicines Australia does not believe that this issue goes to the question of whether the Code should be
authorised by the ACCC in its current form.

26

Submissions of Drs Vitry, Purssey, Campbell, Schoenhoefer, Woodruff, Osborn, Anderson and Harvey, Emeritus Professor Alastair
MacLennan, Professors Costa, Lexchin and Jureidini, Jarrod McMaugh, Sean Israel, Roseanne Peel, Peter Sainsbury, Ross Gubbels,
Margot Murphy, Dan Kent, John Wood, Robin Brown, Peter Bayly, Kerry Holmes and SHPA.
27

Submissions of the Consumers Health Forum of Australia and South Australian Medicines Advisory Committee.

28

Submissions of Drs Vitry, Purssey, Campbell, Schoenhoefer, Woodruff, Osborn, Anderson and Harvey, Emeritus Professor Alastair
MacLennan, Professors Costa, Lexchin and Jureidini, Jarrod McMaugh, Sean Israel, Roseanne Peel, Peter Sainsbury, Ross Gubbels,
Margot Murphy, Dan Kent, John Wood, Robin Brown, Peter Bayly, Nikita Kotlarov and Kerry Holmes.
29

Submissions of Drs Vitry, Purssey, Campbell, Schoenhoefer, Woodruff, Osborn, Anderson and Harvey, Emeritus Professor Alastair
MacLennan, Professors Costa, Lexchin and Jureidini, Jarrod McMaugh, Sean Israel, Roseanne Peel, Peter Sainsbury, Ross Gubbels,
Margot Murphy, Dan Kent, John Wood, Robin Brown, Peter Bayly, Kerry Holmes, Nikita Kotlarov and John Braithwaite.
30

Re Medicines Australia Inc [2007] ACompT4 at [308].

31

ACCC Guidelines for developing effective voluntary industry codes of conduct July 2011, p3.
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5

Product information

In its submission the SHPA suggests that Product Information and Consumer Medicine Information should
be available for all medicines, both listed medicines and medicines registered by the TGA.
Medicines Australia notes that the requirements in relation to Product Information and Consumer Medicine
Information are governed by the Therapeutic Goods Act 1989 (Cth) (TGAct) and regulated by the TGA.
Medicines Australia notes that:

•

member companies are required to comply with the TGAct; and

•

the Code requires all promotional claims to be consistent with Product Information approved by the
TGA, and specifies the form (content and layout) of Product Information and Minimum Product
Information that must accompany or be included within promotional material.

Additionally, Edition 18 of the Code has been amended to:

•

contain an explicit requirement, reflecting current practice, that the Minimum Product Information
must be reviewed and, where necessary, updated in a timely manner following a change to the
Product Information: section 3.2;

•

provide that companies must communicate a change to the Product Information in accordance with
any direction from the TGA; and

•

include a clarifying statement that the linking of a disease education activity to a specific prescription
product, such as linking to the Product Information or Consumer Medicine Information, would breach
section 13.3 of the Code and the Commonwealth Therapeutic Goods legislation: section 13.8.

6

Advertising

In its submission the SHPA refers to advertising of prescription medicines via the internet, email, SMS and
MMS, and suggests that:

•

these media should be regulated when they are used as part of a multi-media campaign (ie that
content ‘approved’ for mainstream print media or broadcast is also suitable for electronic media used
as part of a multi-media campaign); and

•

sponsors or advertisers should be responsible for electronic advertisements that originate from
Australia as part of a multi-media campaign.

In response, Medicines Australia notes that:

•

the Code contains an overarching general principle that pharmaceutical companies cannot promote
prescription medicines to the general public;

•

section 2 of the Code regulates the provision of promotional material to healthcare professionals. It
sets out general principles with which promotional material must comply, regulates the provision of
advertisements in print media, audio-visual material, restricted access television, internet content
and prescribing software, as well as regulating competitions and communications with healthcare
professional media;

•

Edition 18 of the Code has amended section 2.4.1 to clarify that the Code's requirements cover all
forms of advertisements in electronic journals and newsletters. Sections 2.4.2 (social media) and
2.4.4 (distribution of promotional material via email or facsimile) require compliance with the relevant
provisions of section 2.4.1. This provides a matrix of provisions ensuring that all forms of the
electronic communication of promotional material are captured under the Code; and

•

prescription medicines cannot be advertised via mainstream print or broadcast media. Advertising to
the general public is prohibited by the TGAct and the Code (section 13.3).
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Accordingly, Medicines Australia submits that the Code already covers electronic advertising and ensures
that advertisers are accountable for electronic advertisements that originate from Australia as part of a multimedia campaign.
7

Product starter packs and Product Familiarisation Programs

Medicines Australia does not agree with submissions that argue that product starter packs and Product
32
Familiarisation Programs (PFPs) should be included in transparency reporting requirements.
The benefit of the supply of product starter packs, including under PFPs, goes directly to the patient, not to
individual healthcare professionals. For this reason, Medicines Australia does not consider that transfers of
value associated with product starter packs and PFPs should be attributed to individual healthcare
professionals.
In relation to product starter packs, section 7 of the Code regulates how product starter packs can be
distributed and requires member companies to comply with Commonwealth and State laws concerning the
supply of starter packs. Edition 18 of the Code amends section 7 by:

•

including editorial amendments consistent with State and Territory requirements for the distribution of
starter packs: section 7.7; and

•

including a requirement that member companies should allow sufficient space on the primary label
for a dispensing label and the company should supply pre-printed adhesive labels that comply with
the Standard for the Uniform Scheduling of Medicines and Poisons (Annexure L), providing sufficient
space for the relevant details to be entered by the dispensing healthcare professional.

Medicines Australia considers that section 7 of the Code appropriately regulates the supply of product starter
packs by member companies and that further amendment of the section is not currently required.
In relation to PFPs, these are regulated by section 8 of the Code. Edition 18 of the Code amends section 8
to, among other things:

•

introduce additional requirements in relation to patient information documents supplied in association
with PFPs. Section 8.4 of the Code states that a patient information document must be provided to
healthcare professionals to give to patients, explaining that the product will be provided under a PFP
for a fixed period, after which it may only be available on private prescription if it is not reimbursed by
the PBS at that time. This section has been amended to include a new requirement that the
document 'must include a section for the patient to sign indicating their consent to receive the
product under the terms described in the patient information document. This consent is to be
retained by the healthcare professional and is not to be returned to the company';

•

amend section 8.7 so that it provides that only starter packs that comply with the requirements of
section 7 of the Code may be supplied free of charge to prescribers for these programs for use by a
patient. Trade packs may now be supplied free of charge for a PFP, but only if the product is
dispensed through a pharmacy or other authorised dispensary or dispenser; and

•

allow for individual patient data to be collected under a PFP where the PFP is set up with a formal
protocol that enables the rigorous collection of these data.

These amendments ensure that PFPs continue to be conducted in a rigorous manner and are appropriately
regulated. Medicines Australia notes that, further to the ACCC's comment in its Determination in respect of
33
Edition 17 of the Code, absent the Code pharmaceutical companies would be free to interact with
healthcare professionals and patients without any form of regulation and, as a consequence, there are public
benefits arising from the regulation of PFPs under the Code.
32

Submissions of SHPA and South Australian Medicines Advisory Committee.

33

ACCC: Determination in respect of Medicines Australia Code of Conduct Edition 17, 20 December 2012 at [178].
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Accordingly, Medicines Australia considers that section 8 of the Code (as amended in Edition 18)
appropriately regulates the use of PFPs by member companies and that further amendment of the section is
not currently required.
8

Financial penalties

One submission questions whether the financial penalties for contravening the Code have a sufficient
34
deterrent effect, given that some companies continue to breach the Code. This submission suggests that
financial penalties should be increased consistent with international penalties, and that the penalties
35
obtained should be placed into a special account for the support of consumer research and representation.
Edition 18 of the Code provides for a range of sanctions that can be imposed on member companies, not
only fines. Other sanctions include a requirement to modify or discontinue a practice and a requirement to
36
publish a corrective statement. Member companies take these sanctions seriously and the available
sanctions do act as an effective deterrent. For example, for many of the complaints finalised in between July
2013 and March 2014 no breach of the Code was found, demonstrating compliance on the part of the
37
member company. Where a breach was found, in several cases the fine imposed was of the highest order,
demonstrating that the Code and Appeals Committees are inclined to exercise the full level of sanctions
available to them.
In relation to penalties, Medicines Australia notes that:
38

•

fines in Edition 18 of the Code remain substantially higher than those in similar industry Codes;

and

•

the TGAct provides for additional penalties (including fines and imprisonment) that can be imposed
39
on pharmaceutical companies and individuals who contravene the provisions of that Act.

Accordingly, Medicines Australia does not consider that the quantum of fines should be amended in
Edition 18 of the Code.

9

Ghost writing

One submission suggests that the Code has a 'weak standard' to prevent ghost writing and that the Code
40
only addresses clinical trial publications. This is not correct. As outlined in section 6.5 of the Submission,
section 11 of the Code has been amended in Edition 18 to include a definition of ghost writing and to provide
that ghost writing is not acceptable. This prohibition is not limited to clinical trial publications.

34

Submission of the Consumers Health Forum.

35

Submission of the Consumers Health Forum.

36

Section 2.6. The Code Committee also has the power to forward a complaint/appeal to the TGA or the ACCC if a subject company
does not pay a fine within 30 days, and to publicise the failure to comply.
37

See Medicines Australia Code of Conduct Quarterly Reports for July-September 2013, at
http://medicinesaustralia.com.au/files/2010/01/20131024-rep-CoC-Quarterly-Report-Jul-Sept2013.pdf, October- December 2013 at
http://medicinesaustralia.com.au/files/2010/01/20140109-rep-CoC-Quarterly-Report-Oct-Dec2013.pdf and January- March 2014 at
http://medicinesaustralia.com.au/files/2014/02/20140402-rep-CoC-Quarterly-Report-Jan-Mar2014.pdf.
38

See for example the GMiA voluntary code of practice, which provides for fines ranging from $20,000 (for a moderate breach) to
$40,000 (for a severe breach) and $75,000 (for a serial breach): section 13.2.
39

See for example penalties in s19B of the Therapeutic Goods Act 1989 (Cth) for offences relating to importing, exporting,
manufacturing or supplying certain goods.
40

Submission of Dr Barbara Mintzes.
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10

Patient Support Programs

One submission suggests that the Code should include a clause prohibiting package inserts to promote
Patient Support Programs (PSPs), as package inserts should only contain the most important information
41
needed by consumers to support quality use of medicines.
Medicines Australia notes that:

•

any material, including Consumer Medicine Information, that is provided to the general public may
not be promotional. This is recognised in section 13 of the Code, which reflects the requirements of
Commonwealth Therapeutic Goods legislation; and

•

the TGA has agreed that a patient enrolment form for a PSP may be included within a medicine
package so long as it complies with the prohibition on promotion to consumers and states that the
PSP is not authorised or approved by the TGA. Section 18 of the Code imposes such conditions on
member companies.

Accordingly, Medicines Australia does not consider that this issue requires amendment of Edition 18 of the
Code.
11

Membership of the Monitoring Committee

One submission suggests the inclusion of a full pharmacist member in the Monitoring Committee to further
42
enhance the Committee’s quality use of medicines focus.
While the Monitoring Committee does not currently include a pharmacist as a full member of the Monitoring
Committee, membership is broad and includes full members (such as one representative of the RACGP and
one consumer representative nominated by the Consumers Health Forum), rotating members and observers
from a range of stakeholders: section 32.1.
Medicines Australia also notes that one pharmacist representative of the Pharmacy Guild of Australia, The
Pharmaceutical Society of Australia or the Society of Hospital Pharmacists is eligible to be a full member of
both the Code of Conduct Committee and the Appeals Committee where a complaint relates to an activity or
material directed to the practice of pharmacy: sections 21.1 and 22.1.
Accordingly, Medicines Australia does not consider that this issue requires amendment of Edition 18 of the
Code.

Yours sincerely

Fiona Crosbie
Partner
Allens
Fiona.Crosbie@allens.com.au
T +61 2 9230 4383

41

Submission of the Consumers Health Forum.

42

Submission of Pharmacist Society of Australia.

chbs A0130224700v4 206029656

28.8.2014

Catherine Bembrick
Senior Associate
Allens
Catherine.Bembrick@allens.com.au
T +61 2 9230 5167

page 18

Detailed Summary of Amendments
Included in Code of Conduct Edition 18
The following summarises the amendments included in Edition 18 of the Code.
All references to other publications, such as TGA guidelines, have been updated.
Introduction
 Inclusion of proactive statement about commitment to transparency and how the
industry interacts with healthcare professionals.
 Amendment of description of the relationship between the Code and Medicines
Australia’s Constitution.
1. Nature and Availability of Information and Claims
1.1 Responsibility
 Additional information on achieving balance by inclusion of safety and precautionary
information in relation to efficacy or other promotional claims.
1.4 Unapproved Products and Indications
 Inclusion of a mechanism to permit companies to make information available about
unapproved products and/or indications via a medical information website. This
website may not be promoted to healthcare professionals (HCPs). It cannot include
advertising or promotional information.
1.7 New Products
 Clarification that promotion of a product that will be available via the PBS, RPBS, NIP
or LSDP may only occur after written advice is received from the Department of Health
stating the listing date.
2. Promotional material directed at healthcare professionals
 Primarily editorial changes.
2.2 Electronic and Audiovisual Media including electronic Detail Aids (e-Detail Aids)
 A new requirement that text that is given prominence in printed forms of promotional
materials, such as PBS information, qualifying statements and referring the prescriber
to review the Product Information, should be similarly prominent by text size and
location in electronic and audio-visual media.
2.4.1 Advertisements for healthcare professionals on Company controlled websites and in
independent e-journals and e-Newsletters
 Equivalent requirement to that made in Section 2.2 (above) relating to prominence of
text in electronic forms of advertisements.
3. Types of Product Information
3.2 Minimum Product Information
 A new explicit requirement, reflecting current practice, that the Minimum Product
Information must be reviewed and, where necessary, updated in a timely manner
following a change to the Product Information.

Detailed Summary of Amendments included in Code of Conduct Edition 18
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3.3 Changes of clinical significance
 Removal of the requirements for the manner in which a change of clinical significance
is communicated to HCPs.
 Addition of a requirement, consistent with TGA requirements, that companies must
communicate a change to the Product Information in accordance with any direction
from the TGA.
4. Educational Material directed at Healthcare Professionals
 Editorial changes only.
5. Company Representatives - Roles and ethical conduct
 No changes.
6. Company Representatives - Training
 No changes.
7. Product Starter Packs
 Editorial amendments to ensure the Code is consistent with State and Territory
requirements for distribution of starter packs, including retention of records for supply of
starter packs for a minimum of 2 years unless a longer period is required by State or
Territory legislation.
 Section 7.8 – addition of requirement that the Company should supply pre-printed
adhesive labels that comply with the Standard for the Uniform Scheduling of Medicines
and Poisons, Appendix L, and which provide sufficient space for the relevant details to
be entered by the dispensing healthcare professional.
8. Product Familiarisation Programs (PFP)
 Addition of a requirement for the patient information document (a current requirement
of the Code) to include a section for the patient to sign indicating their consent to
receive the product under the terms described in the patient information document.
This consent is to be retained by the healthcare professional and is not to be returned
to the company.
 New provision to allow trade packs to be supplied for patients enrolled in a PFP if the
product is dispensed through a pharmacy or other authorised dispensary or dispenser.
 New provision to allow the collection of individual patient data under a PFP if the PFP
is set up in a manner that enables the rigorous collection of individual patient data
under a formal protocol. The protocol should be reviewed within the company to ensure
that patient data collection complies with all relevant guidelines and legislation,
particularly with respect to patient consent and data de-identification.
 Addition of a requirement, consistent with current practice, that on request, companies
must promptly accept the return of their products supplied under a PFP. Returned
stock must be disposed of in an environmentally sound manner according to the
requirements in each State or Territory.
9. Relationship with healthcare professionals
9.3 – Educational Events
 A new requirement that Companies must have policies and procedures in place that
will ensure that educational events for healthcare professionals comply with the Code,
and in particular, the maximum cost of a meal stated in Section 9.4.3.

Detailed Summary of Amendments included in Code of Conduct Edition 18
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9.4.3 Meals and beverages & 9.7.7 Sponsorship of Healthcare professionals to attend
Educational Events (Australasian and International)
 Inclusion of a maximum limit of $120 (excluding GST and gratuities) for the cost of a
meal (including beverages) provided by a company to a healthcare professional within
Australia. This maximum would only be appropriate in exceptional circumstances, such
as a dinner at a learned society conference with substantial educational content. In the
majority of circumstances, the cost of a meal (including beverages) should be well
below this figure. For hospitality in association with overseas educational meetings this
maximum and/or local guidelines should be used as a guide.
 Refer also to section 41.3.1 – Reporting of transfers of value to healthcare
professionals, noting that the transparency model does not require reporting of food
and beverages provided to healthcare professionals.
9.4.4 Travel & 9.7.5 Sponsorship to attend an Educational Event (equivalent provisions)
 New requirement that travel to attend a company organised educational meeting, or to
attend an international, third party educational meeting, may only be provided in direct
association with the educational event/s. Any air travel provided must be by the most
practical direct route to and from the educational event/s.
 Refer also to section 41.3.1 – Reporting of transfers of value to healthcare
professionals, noting that the transparency model requires reporting of air travel
provided to healthcare professionals. The model does not require reporting of airport
ground transfers, taxis or parking fees.
9.6 – Trade Displays
 New requirement that the amount paid to the educational meeting organiser for a trade
display is regarded as sponsorship and must be reported in the current educational
event reports (until 30 September 2015) (section 41.2.2) and then from 1 October
2015, in the new Sponsorship of Independent Educational Meetings report (section
41.3.5).
 Correction to section 9.6.7(c) to delete reference to travel and accommodation to
attend an educational event. Companies may not offer travel and accommodation to
healthcare professionals as an incentive to attend their trade displays.
9.7 – Sponsorship of healthcare professionals to attend educational events
 New requirement in section 9.7.7 that the maximum cost of a meal provided by a
company to a sponsored healthcare professional when attending an educational event
must comply with section 9.4.3 for events held in Australia. For hospitality in
association with overseas educational meetings, this maximum and/or local guidelines
should be used as a guide.
9.10 - Reporting Payments to Healthcare Professional Consultants and Advisory Board
Members
 Section deleted – all reporting requirements moved to Section 41.
 Reporting payments to healthcare professional consultants and Advisory Board
members will continue in the same form as Edition 17 of the Code until 30 September
2015. See section 41.2.1 in Edition 18 of the Code.
 From 1 October 2015, airfares, accommodation, sitting fees or consulting fees will be
required to be reported in accordance with section 41.3.1 of Edition 18.

Detailed Summary of Amendments included in Code of Conduct Edition 18

3

11. Ghost writing
 Definition of ghost writing amended to recognise that professional medical writers, who
disclose their involvement in writing and their funding source, are acceptable, whereas
ghost writers are not acceptable.
12. Market research with HCPs
 Deletion of sections relating to reporting payments, which are now included in
Section 41.2 for market research conducted before 1 October 2015, or 41.3.1 for
market research conducted on or after 1 October 2015.
13. Relationship with the general public
13.1 General Principles
 New requirement that materials for members of the general public, consistent with
Section 1.3 of the Code: all information, claims and graphical representations provided
to members of the general public must be current, accurate, balanced and must not
mislead either directly, by implication, or by omission. All statistics or analyses
provided to the general public by companies must be referenced to their source.
13.7 Materials for use with patients (Patient aids)
 Moved from position as Section 17, and a definition included. Patient aids explicitly
includes mobile media applications.
13.8 Disease Education Activities in Any Media
 Addition of clarifying statement that the linking of a disease education activity to a
specific prescription product, such as linking to the Product Information or Consumer
Medicine Information, would breach Section 13.3 of the Code and the Commonwealth
Therapeutic Goods legislation.
13.9 Use of the Internet
 Revision of the definition of ‘advertisement’ to ensure consistency with the Therapeutic
Goods Act 1989.
 Addition of text from the Code Guidelines to make it clear that a company website must
not directly link disease specific education to the company’s prescription products for
that condition. Such linkage would be considered to be advertising the prescription
medicine, which would be in breach of Section 13.3 of the Code and the Therapeutic
Goods legislation.
 Inclusion from the Code Guidelines that a company disease education website must
use a product name for its URL.
13.11 Market research with the general public
 Inclusion of statement recognising that market research undertaken with patients who
have been prescribed a particular prescription medicine may include specific questions
about the product as long as the market research is not promotional.
14. Relationship with HCOs and patients
 Deletion from this section of the requirement for disclosure of Health Consumer
Organisation (HCO) support, which is now included in Section 41.1.1 in Edition 18 of
the Code.
15. Sponsorship of Individual Patients/HCO Representatives to Attend Third Party
Educational Events
 No changes.
Detailed Summary of Amendments included in Code of Conduct Edition 18
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16. Access to Company Trade Displays at Third Party Conferences
 No changes.

17. Patient Support Programs
 Addition of explicit requirement, consistent with current practice and TGA requirements,
that suspected Adverse Drug Reactions noted during monitoring of a Patient Support
Program must be reported to the TGA in accordance with the relevant guidelines.
18. Access to Dispensary Data & 19. Discredit to and Reduction of Confidence in the
Industry
 No changes.
20 – 24 Administration of the Code
 This section of the Code has been extensively revised in order to clarify and make
explicit the relationship between the Code of Conduct and the Medicines Australia
Constitution; and the Medicines Australia Board and the three Committees established
under the Code – the Code of Conduct Committee, Appeals Committee and
Monitoring Committee.
20.1


Acceptance of Complaints

Inclusion of a discretion to either not accept a complaint, or accept a complaint and
defer referral to the Code Committee where substantially the same subject matter is, at
the same time, the subject of legal proceedings between the same parties in an
Australian court or Administrative Tribunal.

Sections 21 to 24 – Membership of the Code of Conduct and Appeals Committees &
Sections 32 to 34 Membership of the Monitoring Committee
 These sections describing the membership of the Code of Conduct, Appeals and
Monitoring Committees have been revised, in consultation with Medicines Australia’s
legal counsel, to improve their clarity and robustness.
 The only change to the membership of the Committees is the addition of a senior
compliance officer as one of the member company representatives that may participate
on either Committee.
31.2 – Monitoring procedures
 Clarification of the different types of reviews undertaken by the Monitoring Committee.
 Modification of the number of reviews that a company must respond to in a calendar
year: A Member Company will only be required to provide promotional materials or
information associated with other activities for review by the Monitoring Committee on
no more than three occasions within a calendar year. If a Member Company responds
to a Monitoring Committee request that it had not distributed any promotional materials
or undertaken any activities that are specified in the request, this response will not be
counted as one of the three occasions for that company.
 A Member Company will nevertheless be required to respond to a request from the
Monitoring Committee for further information concerning a particular educational
meeting, Advisory Board meeting, Health Consumer Organisation support or
consultancy arrangement.
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37.4. Educational Event reporting
 Section deleted – all transparency reporting requirements have been moved to
Section 41.
 Educational Event reports will continue in the same form as required by Edition 17 of
the Code until 30 September 2015. See section 41.2.2 in Edition 18 of the Code.
 Member company initiated events where only food and beverages are provided to
healthcare professionals (i.e. no travel or accommodation provided) will no longer be
reported under Edition 18. However, (a) the cost of any meal (including drinks)
provided by a company must be below the defined limit set in section 9.4.3 ($120 for
food and beverages, exclusive of GST) and (b) other requirements relating to the
provision of educational events outlined in section 9 of Edition 17 of the Code will
continue to apply (eg the requirement in section 9.4.2 that the choice of venue for any
event must be able to successfully withstand public and professional scrutiny and
conform to professional and community standards of ethics and good taste).
 For other educational events that will be reported, see below.
41. Transparency Reporting
 All transparency reporting requirements now included under this Section.
 The introduction provides an affirmative statement about transparency.
 The sections preserve the reporting requirements of Edition 17 of the Code until
30 September 2015.
 From 1 October the new requirements for reporting transfers of value to individual
healthcare professionals come into effect, as follows:
The following activities would be reported by companies for individual healthcare
professionals, by name, with the amount of the payment or transfer of value:
 Consulting fees and/or speaking fees.
 Sponsorship of a healthcare professional to attend an educational event: airfares,
accommodation and/or registration fees (whether held within or outside Australia).
 Fees paid to healthcare professional consultants in Australia, or to their employers on
their behalf, for specific services rendered by them: consulting fees, accommodation
and airfares (whether within or outside Australia).
 Fees paid to healthcare professionals in their role as Advisory Board members: sitting
fees, accommodation and airfares (whether within or outside Australia).
 Fees paid to healthcare professionals for the purpose of market research ONLY where
the identity of the healthcare professional is known to the company.
 Payment of an educational grant or sponsorship to a specific healthcare professional
The following would not be required to be reported:
 Hospitality (food and beverages): The cost of any meal (including drinks) provided by a
company must be below the defined limit set in the Code ($120 for food and
beverages, exclusive of GST).
 Airport ground transfers, taxis, parking fees.
 Venue costs (e.g. room and/or audio-visual equipment hire).
Companies will be required to report transfers of value in accordance with the template
that will be provided in the Code of Conduct Guidelines for Edition 18. Reporting of all
individual transfers of value for each healthcare professional is required, indicating the
following information:
o date of the event or provision of service;
o healthcare professional’s name;
Detailed Summary of Amendments included in Code of Conduct Edition 18
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o type of healthcare professional (i.e. medical practitioner, pharmacist, nurse
practitioner);
o healthcare professional’s principal practice address;
o description of the service (i.e. speaker, Advisory Board member, Chairperson at
educational meeting etc);
o description of the event (i.e. company sponsored meeting in Australia;
independent meeting held in Australia; independent meeting held overseas; etc)
o whether the payment was made to the healthcare professional or a third party;
o the amount of the payment or transfer of value, subdivided into (where relevant)
registration fees, travel and accommodation, and fees for service.







If a healthcare professional does not agree to the information being disclosed with their
name, the expenditure will be reported in aggregate with the number of healthcare
professionals it relates to.
Companies will provide healthcare professionals for whom they have collected
information about payments and transfers of value the opportunity to review and submit
corrections to the information. The period provided for review and verification or
correction must be at least six weeks.
The reporting cycle is a six monthly cycle, except for the initial report, which would
cover seven months from 1 October 2015 to 30 April 2016.
The report must be published within 4 months following the end of each reporting
period.
Companies must publish the data about payments and transfers of value on
companies’ own websites. Medicines Australia will provide hyperlinks from its website
to each Member company’s report.

41.3.5 - Reporting of Sponsorship of Third Party Educational Meetings and Symposia
 This new report will provide a report of sponsorships of third party educational
meetings, where a company has provided monetary sponsorship of a meeting.
 The report will include purchase of space to provide a trade display at an educational
event (including if this is the only sponsorship of the event).
 If a company only directly provides hospitality (food and beverages) for an educational
meeting, that is the company brings in sandwiches and drinks or similar modest
hospitality, this is not reportable. Currently these third party events are reported under
section 37.4 of Edition 17 of the Code.
Appendix 1 Guidelines for Complaints – Non-industry Generated Complaints
 The Secretariat will (always) offer the service of an Independent Facilitator to a nonindustry complainant.
 If the offer of an Independent Facilitator is declined the Secretariat will have the
discretion to refer the complaint to the Monitoring Committee (permanent members)
and request the Committee to advise whether all relevant Sections of the Code have
been identified in the complaint. The Monitoring Committee will only identify additional
Sections of the Code if there is an obvious omission by the Complainant.
Appendix 2 Medicines Australia Constitution
 Changes included to ensure consistency with the revised Medicines Australia
Constitution.
Appendix 6 Health Consumer Organisation Support Report Format
 Inclusion of the HCO Support template as an Appendix
Detailed Summary of Amendments included in Code of Conduct Edition 18

7

Glossary
 Addition of a definition of ‘adverse effect’, consistent with relevant TGA guidelines
 Addition of a definition of an ‘advisory board’
 Deletion of definition of ‘clinical tool’ (no longer mentioned in the Code)
 Addition of a definition of ‘clinical research’
 Addition of a definition of a ‘consultant’
 Revision of the definition of ‘a healthcare professional’, by reference to HCPs being
registered to practice in Australia
 Addition of a definition of a ‘medical information website’, in relation to the additions to
section 1.4 of the Code
 Addition of a definition of ‘transfer of value’.
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Code of Conduct Review
Stakeholder Briefings
4, 5, 6 September 2013
Ms Deborah Monk
Director, Compliance

Setting the Scene

Code Review
•
•
•
•

Medicines Australia Code – born 1960
Now 17th Edition, commenced Jan 2013
Authorised by ACCC for 2 years
ACCC urged the industry to consider
further transparency measures
• Set out a timeline for development of
model and consultation

Progress of the Code Review
• Code Review Panel established
– First formal meeting 8 August 2013
– Chair – Dr Dominic Barnes, Shire Australia
– 2 non-industry members – AMA and CHF

• Schedule of planned actions & consultations
– Member briefings – 25 & 26 July
– Issue request for submissions
– Respond by 20th September 2013

Progress of the Code Review
• Schedule of planned actions & consultations
– Stakeholder consultations
• Melbourne, Sydney, Canberra
• Encourage discussion prior to submission deadline

– Consumer consultation workshops
• Independently facilitated
• Perth, Sydney, Melbourne
• Mid-October 2013

Progress of the Code Review
• Schedule of planned actions & consultations
– Member consultations ~ February 2014
– Stakeholder consultations ~ February 2014

• Final steps
– Board endorse final draft Code for adoption
– General Meeting in June 2014 to adopt
Code Edition 18

– Submit to ACCC for authorisation

INDICATIVE TIMELINE CODE OF CONDUCT Edition 18
TRANSITION TO GREATER TRANSPARENCY
2011

2012

Q3

Q1

Q4

Q2

2013
Q3

Q4

Q1

Q2

2014
Q3

Q4

Q1

Q2

2015
Q3

Q4

Q1

Q2

2016
Q3

Q4

Q1

Q2

2017
Q3

Q4

Q1

Q2

2018
Q3

Transparency
Working Group
MA Code Review
(Ed18)

ACCC
(Ed18)

Companies prepare and
implement capacity to collect
individual HCP payment data

Edition 18 in effect from January 2015

Data Collection

REPORTING BY NAME OF HCP

Q4

Q1

Q2

What is up for Review?
• Transparency Model – evidently the
centrepiece
• Consider what the transparency model
could/should replace
• Anything else in the Code that could be
improved

Transparency Model

Transparency Model
• Transparency Working Group process
• Discuss aspects of the model

Transparency Working Group
• All relevant stakeholders were members
• Included some critics – who were surprised at
our commitment and rapid progress
• Held 6 meetings, and a couple of teleconferences
• Delivered a model for consultation and
discussion
• Released 21 June 2013 ….. The first step!

Transparency Principles
• TWG also developed Transparency
Principles – also released 21 June 2013
• Nine principles, such as
– “promote and protect the trust and mutual respect between the
community and healthcare professionals”
– “enable consumers to make well informed decisions about their
healthcare options, taking into account their healthcare
providers’ involvement with companies”

• Principles apply broadly to therapeutic
products, not just prescription medicines

Transparency Model
• TWG developed ‘a model’
• Didn’t achieve consensus on all aspects
• Not endorsed by TWG members as representatives
of their organisations, including Medicines Australia
• Nevertheless, good collaboration
• Agreed to a ‘Discussion and consultation’ document
• Released on MA website 21 June
• We are now consulting with all stakeholders, feeding
into the Code Review Panel

Basic Architecture of the Model
• Wherever there is a payment or transfer of
value, above a predetermined monetary
amount, to a healthcare professional that
will be reported to [Medicines Australia]
• Reports will identify the recipient by name
• Information to be published on the Web
annually, by June, for the preceding
calendar year

Basic Architecture of the Model
• Details to be collected (in summary)
– Name
– Locality (business)
– AHPRA number – unique identifier (later slide)
– Amount of payment
– Date of payment
– Form of payment
– Category for purpose of payment

Key areas for consultation
• Who will receive and publish the data
– AHPRA? Concern at Govt. receiving and holding
these data; Shifts focus to the healthcare
professional rather than industry
– Independent Foundation? Would need to be
established
– Medicines Australia? Would require database
capacity ($$$)

• Threshold:
– >$10 record and >$100 report, or
– >$25 record and report, or
– Another de minimis approach?????

Key areas for consultation
• Allocation of ‘non-hospitality’ costs to
individual attendees
– AV hire, room hire, conference organiser etc

• Use of the AHPRA number as unique
identifier
– practicalities in obtaining, maintaining
– sensitivities in using the AHPRA number
– but advised that a unique identifier essential to
data management

Key areas for consultation
• Categories of payments
– Consulting fee
– Payment for other
services
– Honorarium
– Food and beverage
– Travel and
accommodation
– Education

– Market research
– Charitable
contribution
– Royalty or licence fee
– Ownership or
investment interest
– Grant

Key areas for consultation
Exclusions:
• Disclosure of payments to third parties (charities)
– Finding a balance between reasonable transparency and avoiding
any ‘gaming’

• Payments to HCP expert witnesses in legal or
administrative proceedings
• Payments for independent CPD, narrowly defined
• Clinical research
• Starter packs
• Business to business trading arrangements

Reporting procedures
• Data collection from 1 January 2015
– Assuming Code Ed 18 is authorised

• Publication of data is for a calendar year
• HCPs to have (min.) 45 calendar days to review
data about them, from 1 March through to
15 April
• Finalise data by 31 May
• Submit to [Medicines Australia] for publication by
30 June

Other Matters in the Code
• Any aspect of the Code is open to
comment
• Please specify the clause/Section you are
commenting on
• Provide alternative/new wording if possible

Next Steps

Next Steps
• Consider, discuss, debate all aspects of the
transparency model in your organisation
• And anything else in the Code you would like
considered
• Provide reasoned arguments, including
suggested alternatives, to the Code Review
Panel
• Make submissions by 20 September 2013

Thank you

Medicines Australia
Code of Conduct Review
Edition 18
Stakeholder Consultation
28 & 29 April2014
Deborah Monk
Director, Compliance
Medicines Australia

Agenda
• Recap – why we are here today
• Progress of the Code Review
• Progress in developing the transparency
model
• High level overview
• Describe the model in detail
• Outline other main amendments to Code
• Next steps

Why we are here today
• Code Edition 17 authorised by ACCC 20 December
2012, for two years
• “the ACCC expects Medicines Australia to incorporate new
provisions into the Code that will facilitate greater
disclosure around sponsorship and fees paid to individual
doctors prior to lodging any application for reauthorisation”

• Transparency WG already had been established to
consider further transparency

Progress of the Code Review
• Consulted on the TWG Discussion paper
– released 21 June 2013
– EFPIA Transparency model released 24 June 2013

• Over 85 submissions received
• Consumer Workshops held in Oct 2013 – Sydney, Perth,
Melbourne – Report on Web
• Code Review Panel – developing amendments
• Now have a well developed draft Edition 18
• On track to finalise the Code in mid-June 2014

Progress – Transparency Model
• Model has been developed
• Code Review Panel will consider and refine the
model from your feedback today
• We encourage your engagement as we
proceed through ACCC authorisation process

High level overview
• Transparency Model very similar to the European
EFPIA model
• “Activity-based” rather than “monetary limit” (US
Sunshine model)
• Report activities where there is a contract and
HCP is paid or receives a transfer of value
• Set a maximum amount for hospitality
– Up to this limit – NOT reported
– Over this limit is a breach of the Code

High level overview
• HCPs must consent to their data being reported
• If do not consent, or later retract consent – report in
aggregate
• Reporting relates to Australian HCPs, paid by the Australian
company/business, relating to prescription medicines
business (not OTC, device business)
• R&D/clinical research payments NOT reported

High level overview
• Timing:
– Maintain current EER, Advisory Board, Consultancy Reports
(aggregated reporting) until 30 Sept 2015
– Commence collection new reporting from 1 October 2015
– Six monthly reports, published within 4 months of end of
reporting period

• Where to Report:
– Company websites, until there is a central platform
– Medicines Australia will provide hyperlinks to Members’
Reports

High level overview
• Maintain current HCO support report:
– Annual report
– Submitted to Medicines Australia by 30 April each year
– Published within 2 months of receipt (June each year)

• New Report of Third Party Meeting Sponsorships:
– Six monthly Report commencing 1 October 2015
– Submitted to Medicines Australia within 4 months
– Published within 2 months of receipt

Proposed Transparency Model
in more detail

Proposed Transparency Model
Report, for individual HCPs, by name:
• Fees paid for speaking at educational event
• Sponsorship of HCP to attend and
educational event:
– Air travel and accommodation, whether to an
Australian or international meeting
– Registration fees

Proposed Transparency Model
Report, for individual HCPs, by name, (cont’d):
• Fees paid to HCP consultants:
– Air travel and accommodation (whether in Australia
or international)
– Service fees

• Fees paid to HCPs on Advisory Boards
– Air travel and accommodation (whether in Australia
or international)
– Sitting fees

Proposed Transparency Model
Report, for individual HCPs, by name, (cont’d):
• Fees paid for market research, ONLY
– Where the identity of the HCP is known to the
company
– Not required where contracted out; company
doesn’t select HCPs; don’t know HCPs’ identity
• Must report if paid to a 3rd party or
financial entity e.g. institution or employer

Proposed Transparency Model
With regard to travel costs:
• Note: specifies Air travel
• Does NOT include taxi fares, ground transport,
parking fees = incidental expenditures
• Also does not include room hire or audio-visual
costs
• As previously noted, does not include food and
beverages

New limit on hospitality
Similar to the EFPIA Model:
• Maximum cost of a meal (including beverages) provided
by a company to a HCP within Australia must not exceed
$120 (excluding GST and gratuities)
• This maximum would only be appropriate in exceptional
circumstances, such as a dinner at a learned society
conference with substantial educational content. In the
majority of circumstances, the cost of a meal (including
beverages) should be well below this figure
• For hospitality in association with overseas educational
meetings this maximum and/or
local guidelines should be used

Compliance with Privacy laws
• Need informed consent from HCPs to disclose
the information
• Legal Advisory Sub-Group developing a form of
wording, to assist companies & for consistency
• If consent not given, or later withdrawn,
reported in aggregate
– Registration fees, travel & accommodation, service
fees
– Number of HCPs the aggregated amount relates to

What will be reported
• Date of the event or provision of service
• Healthcare professional’s name (no honorific)
• Type of healthcare professional (i.e. medical practitioner,
pharmacist, nurse practitioner)
• Healthcare professional’s principal practice address
• Description of the service (i.e. Speaker; Advisory Board
member; Chairperson at educational meeting etc)

What will be reported
• Description of the event (i.e. “company sponsored
meeting in Australia”; “independent meeting held in
Australia”; “independent meeting held overseas”; etc)
• Whether the payment was made to the healthcare
professional, the healthcare professionals’ employer or
“another entity”)
• The amount of the payment or transfer of value,
subdivided into (where relevant) registration fees, travel
and accommodation, and fees for service.

• Report Template DRAFT

Verification step
• Companies will provide HCPs the
opportunity to review and seek correction
of data prior to publication
• Six weeks to verify before published
• Implied consent at verification
• Managing Director also make Declaration
to MA that each report is complete; 7 days after
the Report is published

Period of public disclosure
• Published information to remain public for two
years from date of publication
• That is, four six-monthly reports would be
available on website (once accumulated)

New Reporting Sponsorship
Third Party Educational Events
• No longer report company organised educational
events – superseded by individual HCP reports
• Continue to report sponsorships of third party
events
• Six monthly reports, with same timing as
individual HCP reports:
– First Report: 1 Oct 2015 – 30 April 2016 (7 months)
– Thereafter 1 May – 31 Oct; 1 Nov – 30 April

New Reporting Sponsorship
Third Party Educational Events
• Provided to Medicines Australia for publication on
website
• Submitted to Medicines Australia four months
after the end of the report period
• Medicines Australia to publish on website within 2
months from receipt

New Reporting Sponsorship
Third Party Educational Events
Reports to include:
• Financial sponsorship of a third party educational
event; or
• Monetary contribution to support the conduct of
grand rounds, clinic meetings or journal club
meetings; or
• Purchase space for provide a trade display at an
educational event (including if this is the only
sponsorship of the event)

New Reporting Sponsorship
Third Party Educational Events
Report DOES NOT include:
• Direct hospitality; i.e. if a company brings in
sandwiches and drinks or similar modest
hospitality, not reportable
• However, any hospitality must comply with the
requirements of Section 9.4.3 (hospitality)

Timing
• Reporting Summary Table

Pause for questions

Outline other main amendments
to the Code
(not every small edit!)

Nature and Availability of
Information and Claims
1.1 Responsibility
With regard to balance, companies must ensure
that adequate safety information is included in
relation to efficacy or other promotional claims

Nature and Availability of
Information and Claims
1.4 Unapproved Products and Indications
• Allow provision of information on unapproved
products/indications via Medical Information websites:
– only accessible after HCP enters at least two keyword search
terms
– must include disclaimers that information is for unapproved
products or indications
– the dataset available must consist mainly of information
regarding approved use

• Availability of the information may not be promoted

Electronic & Audio-visual
Media
Section 2.2
Text that is given prominence in printed forms of
promotional materials, such as PBS information,
qualifying statements and referring the prescriber
to review the Product Information, should be
similarly prominent by text size and location in
electronic and audio-visual media

Changes of Clinical Significance
Section 3.3 Changes of clinical significance
• Remove specification of how to communicate changes of
clinical significance in the PI or Minimum PI, on company
websites or via a Dear Healthcare Professional letter
• Where a change of clinical significance relates to product
safety and, in particular, the addition of a boxed warning
is incorporated into the Product Information, it should be
communicated to relevant healthcare professionals.
(new) Companies must communicate a change to
the Product Information in accordance with any
direction from the TGA.

Starter Packs
• Retain ability to supply Starter Packs
• Allow electronic signature for request and supply of
starter packs
• Keep records of supply for two years (not 3 years),
unless a State requirement for longer period

Product Familiarisation
Programs
• Patient Information document must include a section for
the patient to sign indicating their consent to receive the
product under the terms described in the patient
information document
• Consent to be retained by the healthcare professional
and is not to be returned to the company
• Allow trade packs to be supplied under a PFP, only if the
product is dispensed through a pharmacy or other
authorised dispensary or dispenser

Product Familiarisation
Programs
• If no formal protocol – No individual patient data
collected. Can collect aggregated HCP experience data
• A PFP may be set up in a manner that enables the
rigorous collection of individual patient data under a
formal protocol
• Protocol must be reviewed within the company to ensure
compliance with all relevant guidelines and legislation,
particularly patient consent and data de-identification
• Companies must accept return of products supplied
under a PFP and dispose of it in accordance with
relevant State requirements

Educational Events
Section 9.3
• Companies must have policies and procedures in place that
will ensure that educational events for healthcare
professionals comply with the Code, and in particular, the
maximum cost of a meal stated in Section 9.4.3 (meals and
beverages)
Section 9.4.4 (Company events) & 9.7.5 (Sponsorship)
• Travel may only be provided in direct association with the
educational event/s. Any air travel provided must be by
the most practical direct route to and from the educational
event

Sponsored Educational Events
Section 9.5
• Financial sponsorship of independent
educational events must not be paid to an
individual healthcare professional

Ghost Writing
Section 11
• Revised definition of ghost writing to
acknowledge that assistance from
professional medical writers is acceptable;
assistance from ghost writers is not
• Reference to IFPMA Joint Position on the

Publication of Clinical Trial Results in the
Scientific Literature (2010) which relates
to transparency of authorship

Relationship with the General
Public
Section 13.1 – General Principles

• All information, claims and graphical
representations provided to members of the
general public must be current, accurate,
balanced and must not mislead either
directly, by implication, or by omission
• All statistics or analyses provided to the
general public by companies must be
referenced to their source

Patient Support Programs
Section 18
• All information provided to the patient prior to their
enrolment in a Patient Support Program must be
balanced, accurate and correct, including information
about the potential risks of the medicine

Pause for questions

Code Administration
• Clarify interaction between Medicines Australia’s
Constitution and the Code
• Clarify the separate roles of the Board in disciplining
Members under its Constitutional powers and the role of
the Code of Conduct and Appeals Committees

Acceptance of Complaints
Section 21.1
• Medicines Australia has the discretion to either:
a) not accept a complaint; or
b) accept and delay referring a complaint to the
Code Committee
where substantially the same subject matter is, at the
same time, the subject of legal proceedings between the
same parties in an Australian court or Administrative
Tribunal.

Member Company
Representatives on Committees
Sections 22.1 (Code)/28.1 (Appeals) Committees
Up to a maximum of five/three representatives
from Medicines Australia members, drawn from, as
relevant to the complaint, the following:
– Member Company Senior Executive Officers
– Medical or Scientific Directors
– Chief Compliance Officers (new)
– Marketing Director

Monitoring Committee reviews
• A Member Company will only be required to provide
promotional materials or information associated with
other activities for review by the Monitoring Committee
on no more than three occasions within a calendar
year. If a Member does not have any materials this
response will not be counted as one of the three
• However, Companies must still respond to a request for
more information relating to the Committee’s review of
EERs, Ad Boards, Consultancy or HCO Report

Guidelines for Non-Industry
Complaints
• Independent Facilitator always offered
• If the offer of an Independent Facilitator is declined the
Secretariat has the discretion to refer the complaint to
the Monitoring Committee (permanent members) and
request the Committee to advise whether all relevant
Sections of the Code have been identified in the
complaint. The Monitoring Committee will only identify
additional Sections of the Code if there is an obvious
omission by the Complainant.
• This information review will not alter or affect the
general tenor or character of the complaint.

Pause for questions

Next steps
• CRP Meeting 7 May – consider your
feedback and make further amendments
• Further Consultation with Members
• Board meeting late May – endorse the
amendments

Next steps
• General Meeting of the Membership – to
consider adoption of the Code Edition 18
and ....if adopted......
• Application to ACCC First week July 2014
• Code implemented 1 January 2015

Contacts at Medicines Australia
Deborah Monk
deborah.monk@medicinesaustralia.com.au
02 9415 2244
CodeHelpDesk@medicinesaustralia.com.au

Further Questions?

