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30 July 2012

Dr Richard Chadwick

General Manager
Adjudication Branch
Australian Competition and Consumer Collnnission
GPO Box 3131

CANBERRA ACT 2601

Dear Dr Chadwick
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Medicines Australia Limited application for revocation and substitution A91316-A91320
- interested party consultation

The Consumers Health Forum of Australia (CHF) welcomes the opportunity to provide a
submission to the Australian Competition and Consumer COILu, lission (ACCC) on the
application by Medicines Australia for authorisation of its Code of Conduct Edition 17.
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CHF is the national peak body representing the interests of Australian healthcare consumers,
CHF works to achieve safe, quality, timely healthcare for all Australians, supported by
accessible health infonnation and systems.

CHF and its members have a strong interest in the ethical promotion of therapeutic goods.
CHF was closely involved in the development and implementation of the 16th Edition of the
Medicines Australia Code, and provided a submission to the Review of the Medicines
Australia Code of Conductin November 2011. We were alsoinvolved in the Working Group
on the Promotion of Therapeutic Products, chaired by Arme Tri, In, ,er, which provided
recommendations to Government in March 2011.
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CHF supports the efforts of Medicines Australia to ensure ethical promotion of therapeutic
goods by its members, and welcome the incorporation of new provisions which strengthen the
Code. We do, however, have some concerns about the adequacy of certain provisions of the
Code, particularly relating to disclosure of payments to medical professionals. These are
outlined in further detail below.

Welcome additions to the Code

CHF notes certain elements of the Code have been strengtliened, and we welcome these
amendments:

. Section 13.9 now includes additional requirements regarding social media, including
that companies are responsible for all content on company-initiated or controlled
social media sites and activities; all companies should have policies and procedures
describing the roles and responsibilities of employees and contractors when interacting
with social media to ensure compliance with the Code of Conduct; and a requirement
that suspected adverse drug reactions noted during monitoring of social media sites
must be reported to the TCA.
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Section 14 (particularly section 14.4) provides formcreased transparency of company
sponsorship of health consumer organisations, including througlipublication of reports
of support for health consumer organisations on the Medicines Australia website. We
note that it remains the responsibility of the company to infomi a health consumer
organisation that any sponsorship received will be publicly disclosed (section 14.5).

. CHF particularly welcomes amendments to Section 18, regarding Patient Support
Progr'ams, following revelations last year about pharmacists receiving payments to
enrol consumers in these progt. ams without disclosure of these payments to the
consumers' We are pleased that this section now emphasises the 'obligation to be open
and transparent about the conduct and management of a Patient Support Frogi'am', and
that any payment provided to a healthcare profiessional for enrolling a patient in a
patient support program must be disclosed to the patient in writing prior to their
enrolment, We also note the strengthened requirements regarding infomiation that
must be provided to consumers on enrolment, including the fact that they can opt out
at any time, infonnation regarding who will hold their personal details, and the
Consumer Medicine Infonnation document.

CHF does have some concerns about provisions in Section 18 regarding the inclusion
of infonnation on Patient Support Programs in product packaging. These are outlined
in more detail below.

. Section 19 now explicitly states that no company representative may access or obtain
data from dispensary software systems.

kideq, ,@cy of re!170, ti"g req"iteme"ts

Edition 17 of the Code requires Medicines Australia member companies to provide reports of
aggr'egate amounts of all payments made to, or sponsorship of, healthcare prof^:ssionals for
advisory boards and consultancy arrangements and attendance and speaking at medical
conferences and educational events. Member companies are not required to provide the names
of individuals who have received payments or sponsorship, or the amount of funding provided
to each individual.

CHF argues that this does not provide a sufficient level of transparency, nor does it ensure
that these payments and sponsorships are 'able to withstand public and professional scrutiny',
as is required in the Code. If details of these payments are not made publicly available, then
this 'public and professional scrutiny' is simply not possible.

CHF accepts that there may be legitimate reasons for health professionals to receive payments
and sponsorships from pharmaceutical companies, but we argue that public disclosure at the
individual level is necessary if consumers are to have confidence that these financial
relationships are motivated by the education of the health professional to ensure improved
consumer health outcomes, rather than health prof;=ssionals' or industry's financial interests.

We urge the ACCC to require individual level, rather than aggregate level,
reporting of payments and sponsorships to health professiomals as a condition of
authorisation of the Code.
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CHF is aware that the financial penalties associated with breaches of the Medicines Australia
Code are higlier than those outlined in other Australian therapeutic goods industry self-
regulatory codes. They are, however, substantially lower than penalties in other countries,
particularly the United States.

We note that some companies continue to breach the Medicines Australia Code of Conduct
and therefore we question whether the financial penalties for breaches have a sufficient
deterrent effect.

We urge the ACCC to give consideration to whether the financial penalties
associated with breaches of the Code are sufficient to protect Allstraman health
consumers from unethical promotional activities, and urge am increase jin
penalties consistent with international requirements.

Manageme"t of Proof"ct F"mill@rts"ito" Frogr"ms
Section 8 of the revised Code outlines requirements around the conduct of Product
Familiarisation Frogi. ams (FFPs), through which new medicines are made available to eligible
consumers prior to their listing on the PBS. The Code states that no fonnal protocol is
required for FFPs, and that individual patient data and personal details of patients are not to
be collected througli PFPs.

CHF argues that it should be a requirement that any infonnation regarding adverse events that
occur during PFPs is made available to the regulator and to clinicians. Currantly, the Code
states that suspected adverse drug reactions 'spontaneously reported during the PFP' must be
reported to the Advisory Cornmittee on the Sat^ty of Medicines. Given the value of adverse
event data collected during FFPs to both the regulator and to clinicians, CHF argues that the
Code should require that sponsors proactiveIy engage with clinicians and the regulator
regarding any safety concerns or other issues, rather than waiting for spontaneous reports.

We urge the ACCC to require that sponsors be required to proactive Iy engage
with clinicians and the regulatorregardirig safety concerns during Patient
Fan^martsation Programs, rather than relying on spontaneous reporting of
adverse events.

Provisio" of packi"sertspromott"gP"tie, ,tsupportProgr"ms

As noted above, CHF has concerns about amendments to the section of the Code relating to
Patient Support Programs (section 18), which pennit companies to include infomiation about
the availability of a Patient Support Frogi. am and how to enrol in such a Progi. am as an insert
in the product package. There is no requirement for an enrolment fomi to be reviewed or
approved by the Therapeutic Goods Administration.

CHF questions the appropriateness of including infonnation on Patient Support Programs
pack inserts. The TGA is currently undertaking a review of medicines packaging and
labelling, which specifically addresses packinserts, According to the Consultation Paper
released for the review:



A pack insert is a document that provides consumers wi!h more detailed ii!formation
obont the medicine, such as more detailed directions/br use than rhose provided on
the medicine container orprimo?yp@ck;qgi"g.

Where pack inserts are provided, they play a key role in providing consumers with
infomiation that supports them to use the medicines appropriateIy and safely. The inclusion of
extraneous information, such as information on Patient Support Frogi. ams, could result in
consumers disregarding other infomiation contained in the package that is essential to the safe
use of the medicine. While CHF recognises that Patient Support Frog'ams may support
quality use of medicines, we argue that including enrolment fonns within product packaging
will not support this goal.

CHF also notes that the TGA is proposing a regulatory change that will not peruiit advertising
material to be included as a pack insert. While the Code states that enrolment package inserts
included in medicines packaging 'must not be promotional', an argument could be made that
these inserts are advertising material for the Patient Support Program, raising potential issues
if this regulatory change goes ahead.

We urge the ACCC to require the removal or alteration of the section of the
Code pern^trimg enrolment forms for Patient Support programs to be jincliided
as pack inserts as a condition of authorisation of the Code, ill recognition of the
potential risks for quality use of medicines.

1:1""offing of COMpl@ints "gal"st non-members

CHF notes that, according to section 23, complaints relating to the conduct of non-members
will be forwarded to the nori-member with an invitation to have the complaint adjudicated by
the Code Coriumittee. If the non-member declines the invitation, the Code states that
'Medicines Australia shall have the riglit, but not the obligation, to forward this complaint , . .
to the TGA or the ACCC'.

While we recognise that the Code relates to the conduct of Medicines Australia members and
that Medicines Australia is not obliged to deal with complaints regarding the conduct of non-
members, CHF considers that this is an issue that needs to be considered by the ACCC. The
Working Group on the Promotion of Therapeutic Products which reported to Government in
March 2011 recommended that compliance with an identified industry code of conduct should
be a requirement for registration on the Australian Register of Therapeutic Goods. This
recornmendation was not accepted by Govermnent, but provides an indication of one
mechanism that could be used to protect consumers from inappropriate promotion of
therapeutic products, regardless of whether their sponsors are members of industry
associations with codes of conduct.

We urge the ACCC to consider how the handling of complaints against non-
members of industry associations can be more effective Iy addressed.

' TGA 2012 TGrt MedJbi, ,e Labelft"g grid Packaging Review: Consultation Paper, available online at
h WWWw. t a. ovalul dfi'cons I consult-ladenin - acka in -review-12524. df.
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CHF appreciates the opportunity to provide a submission to the ACCC's consultation, and
awaits the draft determination with interest. We look forward to involvement in future stages
of public consultation,

If you would like to discuss the issues raised in this submission in more detail, please contact
CHF Deputy Chief Executive Officer, Alma Greenwood.

Yours s' er

o1 Bennett

CHIEF EXECUTIVE OFFICER


