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Policing the promotion of prescription
medicines - the new Medicines Australia

Code of Conduct

In 2020, Medicines Australia, the industry organisation
for research-based pharmaceutical companies,
launched its latest Code of Conduct for ethical
marketing. This 19th edition covers the promotion

of prescription medicines and public reporting of
industry payments to health professionals and health
consumer groups.!

The first overarching principle in the 19th edition is
that ‘all activities undertaken by companies have the
purpose of supporting the quality use of medicines’!
Although this is an important aspirational goal, the
evidence to date on the effects of promotion points
to higher prescribing rates, increased costs and less
appropriate prescribing.?

Regulation of pharmaceutical promotion matters to
public health because inappropriate use of drugs can
lead to serious harm. Intensive opioid marketing helped
fuel the epidemic of opioid mortality in North America.
In the USA, doctors with funding from opioid producers
prescribed more opioids, and opioid-related mortality
was higher in counties where more money was spent on
marketing.® Promotion can also affect health systems
by fuelling higher costs, for example by encouraging
more prescribing of brand-name products.

The new edition of the Medicines Australia Code

of Conduct is shorter and is described as more
principle-based and less prescriptive than previous
codes. Users are referred to the guidelines of the 18th
edition as a benchmark, suggesting the two editions
have broadly similar criteria. One striking difference
is that this is the first Code since the 1970s not to

be authorised by the Australian Competition and
Consumer Commission (ACCC). Previously, Medicines
Australia had sought ACCC oversight to ensure the
Code was consistent with competition law.

The ACCC played an important role in strengthening the
Code in 2015, when Medicines Australia began the public
reporting of payments to individual health professionals.
The ACCC rejected an opt-out clause allowing clinicians
to refuse consent. It also urged Medicines Australia to

set up a centralised searchable database of clinician

separate company documents. The name of the health
professional can be entered into a search which will
reveal any payments they have received.

4 Full text free online at nps.org.au/australian-prescriber

Promotion is ubiquitous in clinical practice. Industry
funds most medical research and much continuing
medical education. Many clinical experts are paid by
the industry to be ‘key opinion leaders’. In Australia
an average of 608 industry-sponsored events for
clinicians are held each week, with food and drink
provided at over 90%.*

In recent years more information about drug promotion
has come to light because of public reports of industry
payments to clinicians, especially through the US
Open Payments database. There has also been the
public release of internal company documents in
whistle-blower legal cases concerning fraudulent
marketing.® The issues addressed in these legal cases
have implications that are relevant to the quality use
of medicines in Australia. These include off-label
prescribing of antipsychotic drugs and overuse of
gabapentinoids and opioids. Financing of clinician

key opinion leaders, sponsored continuing medical
education and ghost-writing have been identified as key
marketing tools.® There are many examples of ghost-
writing in the medical literature. For example, dozens of
reviews and commentaries promoted unproven benefits
and downplayed the harms of menopausal hormone
replacement therapy.® The new Medicines Australia
Code does not mention ghost-writing. There are no new
restrictions on allowable payments to clinicians and no
firewalls to prevent company input into the content of
continuing medical education or the choice of speakers.

Research linking the US Open Payments database with
prescribing data has revealed the effects of industry
payments on prescribing. One important finding is that
even small gifts of food and drink affect prescribing. In
an analysis in four drug classes, doctors who received
one industry-funded meal, costing on average less
than US$20 (A$28), wrote more prescriptions for the
promoted drugs. More meals were associated with
more prescribing.” In Australia, the Medicines Australia
Code allows payments for meals up to A$120, but
companies are not required to report publicly on food
and drink payments. Free samples and payments for
research contracts are also not disclosed.

Australia was at the forefront of transparency reporting
in 2007, when public reporting of industry-sponsored
events was introduced. Reporting of payments to
individual clinicians, introduced in 2015, was an
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important advance. Transparency about industry
payments to clinicians allows the public to know the
nature and extent of financial links and could lead some
clinicians to avoid questionable payments. However,
individual reporting was accompanied by a step
backwards in terms of the types of funding disclosed,
with costs of food and drink left out. As a result, the
total amounts of funding disclosed dropped by one-
third.® The only hospitality that must be reported
under the current Code is airfares and accommodation.
Current reporting is less comprehensive than in several
European countries where the transparency of industry
payments is mandated by law.® Additionally, companies
that are not members of Medicines Australia may not
adhere to the principles of the Code.

What about advertising standards? The Code specifies
that information should be accurate, balanced and
‘...not mislead directly, by implication or by omission’.!
However, an Australian analysis of advertising

claims in 290 pharmacy journal advertisements
found only nine (1.5%) of the 598 included claims
were unambiguous clinical claims supported by
strong published research evidence.”® A comparison
of Australian, Canadian and US advertisements

in general practice journals gave Australian
advertisements the lowest quality score, mainly

due to limited information about harm or quantified
benefits." The new Code mainly differs from previous
standards in no longer specifying required minimum
font sizes. It does not require quantified clinical
evidence or a balance of benefits and harms in
advertising copy, nor does it prohibit ambiguous or
non-clinical claims. It is therefore unlikely to address
the key quality concerns raised in these analyses.
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Medicines Australia receives few complaints about
breaches of the Code. Most complaints come from
competing companies. Within a complaints-based
system, why most clinicians do not submit complaints
is an open question. It could be due to a lack of
observed breaches, lack of awareness, lack of time,
or differing priorities. Medicines Australia’s Code
Monitoring Committee also reviews compliance

of company policies and promotional materials
submitted on request. The Committee is limited

to three reviews per company per year. Overall,
monitoring is limited in scope and cannot assess
more generally whether misleading or inaccurate
information is reaching clinicians.

If the regulation of promotion is to encourage the
quality use of medicines, influential payments to
clinicians and commercial biases in research and
education must all be addressed. This would require
visionary change. The new Medicines Australia Code
of Conduct largely retains existing standards despite
the international research evidence showing the
adverse effects of promotion, such as the concerning
experience with opioids. Gaps in transparency
reporting persist, especially compared with national
legislated public reporting systems overseas. From

a public health perspective, more robust regulation
is needed. <
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