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Full Federal Court upholds Merck’s appeal
in the VIOXX Representative Proceeding
The Full Court recently upheld the appeal in the VIOXX Representative Proceeding,
which will have impact on the proof required by applicants in similar actions.
The Legal Rx team looks at the case.
On 12 October 2011, the Full Federal
Court, presided by Chief Justice Keane,
Justices Bennett and Gordon, upheld
an appeal1 by Merck Sharp & Dohme
(Australia) Pty Ltd (Merck) against the
decision of Justice Jessup on 5 March
2010,2 which held that Merck was liable
in a representative proceeding over their
non-steroidal anti-inflammatory drug
VIOXX.
In Australia, product liability provisions
have traditionally been found in the Trade
Practices Act 1974 (TPA). Importantly, the
TPA has now been repealed and replaced
with the Competition and Consumer
Act 2010 (Act) and the corresponding
provisions are now in the Australian
Consumer Law (ACL) in Schedule 2
of the Act.
Merck recently appealed the decision of
Justice Jessup challenging his Honour’s
conclusions on the issues of causation,
negligence and contravention of sections
74B and 74D of the TPA. Merck also
contended that his Honour erred in
holding that VIOXX was defective within
the meaning of section 75AD of the TPA.

Case background
Merck was the importer of VIOXX,
a drug containing rofecoxib which
acted as an enzymatic inhibitor of the
cyclooxygenase-2 enzyme, which is linked
to biochemical pathways that cause pain
and inflammation. VIOXX was registered
in January 2000 and was commercially
available until September 2004, when
it was recalled worldwide after studies
revealed that its use increased the risk of
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From 1983 until 2001, the lead applicant,
Graeme Peterson (Peterson), had been on
a course of anti-inflammatory medications
other than VIOXX which had caused
gastrointestinal side-effects. In May 2001,
Peterson’s doctor recommended he switch
to VIOXX to reduce the side-effects.
Peterson claimed that he took VIOXX daily
between May 2001 and December 2003,
when he suffered a heart attack. Peterson
contended that his use of VIOXX materially
contributed to his heart attack and that
Merck knew or ought to have known about
this prior to the recall.

Throughout the 1990s Merck conducted
a number of drug trials on VIOXX, one
of which was the VIOXX Gastrointestinal
Outcomes Research (VIGOR) trial. The
VIGOR trial produced results in March
2000 indicating potential cardiovascular
risks associated with VIOXX, but did not
justify a conclusion that the risk existed.
These results were reported to the
Food and Drug Administration and the
Therapeutic Goods Administration. In
November 2001, the product information
(PI) for VIOXX was amended to take
account of the VIGOR study and warn
of the potential risks associated with
VIOXX. However, in 2004, the results
of another trial (APPROVe) showed that
VIOXX consumption doubled the risk of
heart attack, leading to the withdrawal of
VIOXX from the worldwide market.

Peterson brought claims in negligence
and for breaches of the TPA under:

Failure to Warn

cardiovascular events. At the time, VIOXX
was preferred over other non-steroidal
anti-inflammatory medications due to the
reduced incidence of gastrointestinal sideeffects associated with its use.

•

section 52 (misleading or deceptive
conduct, now in section 18 of the ACL)

•

section 75AD (liability for defective
products, now in Part 3.5 of the ACL)

•

section 74B (goods to be fit for
purpose, now in section 55 of the
ACL as “guarantee as to fitness for
any disclosed purpose”), and

•

section 74D (goods to be of
merchantable quality, now in section
54 of the ACL as “guarantee as to
acceptable quality”).

2

Peterson alleged that had he been told
that taking VIOXX would materially
increase the risk of myocardial infarction,
he would not have taken the drug. He
also alleged that Merck knew, or ought
to have known, of that increased risk and
failed to adequately warn of the risk.
At first instance, Justice Jessup held that
Merck failed to exercise reasonable care
for the safety of consumers because
Merck had failed to warn consumers of “a
worrisome and important signal of potential
cardiovascular risk associated with VIOXX.”3
In this regard, Justice Jessup found that
the amendment to the PI in November
2001 should have been, but was not,
communicated to Peterson’s doctor,
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Dr Dickman, through a “Dear Doctor”
letter. His Honour held that Merck
thereby failed to exercise reasonable
care for Peterson’s safety. However,
Peterson’s claim in negligence still failed
because Dr Dickman gave evidence that
even if he had known about the warning,
he would still have prescribed VIOXX
because of the small possibility of sideeffects and because Peterson suffered
from gastrointestinal problems from the
other drugs. Justice Jessup thus held that
Merck’s breach did not cause Peterson’s
loss, but he could not make a general
finding in regards to the other members
of the representative proceeding, as each
situation would have to be considered on
its own merits.
Merck’s appeal to the Full Court was
based on the issue of whether Merck
breached its duty to consumers. In the
appeal, the Full Court disagreed with
Justice Jessup and was satisfied that
Dr Dickman did become aware of the
changes in the PI and was not dependent
exclusively on “Dear Doctor” letters as
a source of relevant information about
new drugs. Other evidence of Merck’s
efforts to disseminate knowledge of the
potential risk was also tendered and
accepted by the Full Court, who upheld
Merck’s appeal in relation to Peterson.
However, again, it does not follow that
other members of the represented group
cannot make out the element of
a breach of duty on their own merits.

Causation
With respect to causation, Justice
Jessup noted that Peterson’s personal
circumstances were characterised
by a number of risk factors for
myocardial infarction as at 2001,
namely hypertension, hyperlipidaemia,
obesity, the presence of left ventricular
hypertrophy, he was a former smoker
and a male aged 51 years. According
to medical evidence given at trial, he
was highly likely to have had coronary
atherosclerosis that was clinically silent
at the time. On 8 December 2003,
Peterson suffered chest pain caused
by a plaque rupture in his proximal left
Legal Rx
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anterior descending coronary artery. He
had a myocardial infarction approximately a
week later when a thrombus (or blood clot)
formed in the ruptured plaque. Of detriment
to Peterson’s claim, the cardiologists agreed
that in a patient with multiple risk factors
such as Peterson, there was no definitive
way of determining which risk factor caused
the heart attack and Peterson was at risk
of a myocardial infarction whether he took
VIOXX or not.
The Full Court went on to discuss the
legal principles relating to causation, the
use of epidemiological studies and the
Justice Jessup’s findings. The Full Court, at
[97], affirmed the findings of Chief Justice
Spigelman in Seltsam v McGuiness4 that proof
that “the risk eventuated” in the specific
injury suffered by the plaintiff was not
discharged merely by showing an increased
risk of injury by reason of the defendant’s
conduct. In that case, Chief Justice Spigelman
stated, “whether or not the increased risk
‘eventuated’ was the relevant issue that had
to be determined.” This was also affirmed by
Allsop P in Evans v Queanbeyan City Council,5
who stated that “the increasing of risk of harm
by a tortious act is, alone, insufficient for a
conclusion of causation by material contribution
to that harm or for a conclusion of responsibility
in law for that harm.”
As a result, the Full Court required
Peterson to show that his consumption of
VIOXX was a necessary condition for the
occurrence of his heart attack in December
2003. However, the Full Court held that,
based on the epidemiological studies, it “was
a matter of conjecture rather than reasonable
inference on the balance of probabilities” that
Peterson would not have had his heart
attack but for the consumption of VIOXX.
The Full Court held that “proof of what may
be expected to happen in the usual case is of
no value unless it is proved that the particular
applicant is indeed the usual case.” The Full
Court rejected Justice Jessup’s findings
of fact in Peterson’s favour on the issue
of causation because the epidemiological
evidence, at best, meant that it was possible
that VIOXX consumption was a cause
of Peterson’s myocardial infarction but

3

there were other possible causes of his
injury such as age, gender, hypertension,
hyperlipidaemia, obesity, left ventricular
hypertrophy and a history of smoking.
The Full Court noted, however, that
such a finding only applied to Peterson’s
claim and not the claims of others in the
representative proceeding.

Section 52 of the TPA
At first instance, Peterson alleged
that Merck’s conduct, including
representations by its sales
representatives as to VIOXX’s safety and
representations by silence in not bringing
the VIGOR trial results to people’s
attention before the amendment to the PI
in 2001, was misleading or deceptive or
likely to mislead or deceive. His Honour
held that Merck had for a time been
negligent and had engaged in misleading
or deceptive conduct in contravention
of section 52 of the TPA, by reason
of a failure to provide an adequate
warning about the results of the VIGOR
trial during the period from October
2000, when it appeared that Merck first
notified healthcare professionals about
the availability of VIOXX6, to November
2001, when the PI was amended to
include the results of the VIGOR trial. His
Honour concluded that the publication
by Merck of an amended PI in November
2001 meant that Merck’s conduct in
marketing VIOXX was not misleading or
deceptive.
The Full Court agreed that a different
conclusion must be reached once the
PI was amended in November 2001.
This aspect of the finding was adverse to
both Peterson and for the representative
proceeding. However, specific to
Peterson’s claim was that Peterson was
unable to establish that he had suffered
any loss as a result of this breach as
his doctor testified that he would have
prescribed VIOXX even if he had known
about the cardiovascular safety issues.
Thus, no damages were granted in this
respect. However, other members of
the represented group may not face the
same issues which Dr Dickman’s evidence
presented for Peterson’s case.
November 2011
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Negligence and the Therapeutic
Goods Act 1989

Section 75AD of the TPA:
Liability for Defective Products

Merck argued in both instances that
its duty of care had successfully been
discharged by the company’s compliance
with the Therapeutic Goods Act 1989
(TG Act). Justice Jessup dismissed
this argument and stated that while
compliance with the TG Act assisted
in determining the steps required to
discharge the duty, a manufacturer’s
obligation was not exhausted upon
compliance with the TG Act.

Section 75AD of the TPA gives individuals
the right to compensation by a manufacturer
for loss suffered by the individual as a
result of injury caused by defective goods.
Peterson alleged that VIOXX was a
defective good under section 75AD because
its safety was “not such as persons generally
were entitled to expect.” Peterson’s claim
against Merck failed at first instance. Justice
Jessup held that VIOXX was a defective
product but Merck was entitled to the
defence afforded by section 75AK(1)(c) of
the TPA, i.e., that the state of scientific or
technical knowledge at the time the drug
was supplied was not such as to enable the
defect, the pro-thrombotic tendency of
VIOXX, to be discovered.

The Full Court, at [161], affirmed Justice
Jessup’s finding and were unable to
identify any intention in the legislation
to abrogate the common law rights of
individual consumers. The Full Court
agreed that “there is …nothing unworkable
or anomalous about such a manufacturer
remaining under an obligation to take
reasonable steps to avoid loss or injury to the
end user at the same time as being required
to comply with the regulatory system for
which the [TG Act] provided.”
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The Full Court agreed, and held that VIOXX
had a ‘defect’, as defined in section 75AC
of the TPA,7 but which affected only some
people. This conclusion then prompted two
further statutory enquiries. The first enquiry
was whether the claimant suffered injuries
because of the defect.8 In this regard, the
Court concluded that Peterson failed to
demonstrate that the myocardial infarction
he suffered was caused by (because of) his
consumption of VIOXX (see discussion
in relation to Causation above). Secondly,
even if Peterson had demonstrated that
the myocardial infarction he suffered was
caused by (because of) his consumption of
VIOXX, the next enquiry would be whether
the defect was one which was not such as to
enable it to be discovered given the state
of scientific or technical knowledge at the

4

time the goods were supplied by
Merck. This was also known as the
State of Art defence under section
75AK(1)(c) of the TPA (now section
142(c) of the ACL). In this regard,
the Full Court upheld Justice Jessup’s
findings that the State of Art defence
was established by Merck because, while
there was a hypothesis as to the risk of
cardiovascular events when VIOXX was
on the market in Australia, the totality of
the scientific evidence did not escalate
the matter to the “level of scientific
knowledge required to enable a defect to
be discovered during the relevant period.”
Justice Jessup held that the defect was
something “inherent in VIOXX as a matter
of composition” and that it was not until
September 2004 through the APPROVe
study that Merck knew, or ought to have
known, that the consumption of VIOXX
increased the risk of cardiovascular
events.

Goods to be fit for purpose
(section 74B of the TPA) and
of Merchantable Quality (section
74D of the TPA)
At first instance, Peterson also argued
that VIOXX was not reasonably fit for
the purpose for which it was supplied and
that it was not of merchantable quality.
At first instance, in relation to section
74B, Justice Jessup held that because
VIOXX approximately doubled the risk of
a heart attack amongst users, it was not
reasonably fit for the safe relief of arthritic
pain, which was the purpose for which
it was marketed. As to section 74D,
Justice Jessup held that VIOXX was not
of merchantable quality because it was
reasonable for a consumer to expect that
a medication for the relief of arthritic pain
would not double the risk of myocardial
infarction. Thus, at first instance,
damages were awarded to Peterson for
contraventions of sections 74B and 74D
of the TPA.
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Section 74B of the TPA
The Full Court set out the legal principles
in the interpretation of section 74B of
the TPA. The Court focused its analysis
on the requirement under section
74B(1)(c) that the goods must be
acquired by a consumer for a particular
purpose that was expressly or impliedly
made known to the manufacturer
directly or indirectly, as in the present
case, through the person from whom
the consumer acquired the goods.
The Full Court was of the view that
by having a prescription filled by a
pharmacist, Peterson implicitly made it
known that VIOXX was being acquired
for the purpose of use as a medication
for treatment for arthritic pain without
gastrointestinal side-effects.
However, the Full Court held that the
purpose made known by Peterson is
not to be understood as including the
quality of absolute safety or complete
freedom from adverse-side effects as
a negative element of that purpose. It
would be unusual for an acquirer of goods
to describe the purpose of acquisition in
the negative. It cannot be presumed in
law that Peterson acquired VIOXX for
the particular purpose that included the
purpose of not giving rise to a material
risk of suffering life-threatening conditions.
All medications have side-effects and
can be contraindicated for a particular
patient or group of patients. Hence, the
Full Court disagreed with Justice Jessup’s
conclusion that Peterson was acquiring
VIOXX for a purpose that included that
the drug would not materially increase
the risk of suffering a life-threatening
condition. From this, it followed that
Merck’s appeal should succeed and that
section 74B was not enlivened.
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The Full Court further remarked that even
if section 74B was enlivened, Peterson’s
claims would still fail because under section
74B(1)(e), Peterson must suffer loss or
damage “by reason that the goods are not
reasonably fit for that purpose.” Because
it was not made out on the balance of
probabilities that Mr Peterson would
not have had his heart attack but for the
consumption of VIOXX, the claim under
section 74B was not made out.

prove that they represent the “usual case”
with no other intervening cardiovascular
risk factors, and that their doctor was
misinformed as to the cardiovascular risks
of VIOXX such that they would not have
prescribed VIOXX to their patients had
they known about the cardiovascular
safety risks. This will be relevant to making
out any claim in negligence and misleading
or deceptive conduct in the promotion of
VIOXX in Australia.

Section 74D of the TPA

However we haven’t heard the last of this
case. An application was filed by Peterson
on 9 November 2011 for special leave to
appeal to the High Court, and is expected
to be heard early next year.

The Full Court went on to set out the legal
principles concerning section 74D of the
TPA and stated that the consumer must
suffer loss or damage by reason that the
goods are not of merchantable quality.9
As discussed above, because the Full Court
did not consider that it was more probable
than not that the consumption of VIOXX
was a necessary precondition of Peterson’s
heart attack in December 2003, it held that
section 74D had not been satisfied.
The Full Court noted that Justice Jessup
decided that VIOXX was not fit for the
purpose for which it was bought because it
doubled the risk of heart attack. However,
the Court stated that the considerations
in section 74D(3) made it clear that an
observation of an increase in risk “of about
2” does not, of itself, demonstrate unfitness
for purpose.

Endnotes
1.

Merck Sharp & Dohme (Australia) Pty
Ltd v Peterson [2011] FCAFC 128.

2.

Peterson v Merck Sharpe & Dohme
(Aust) Pty Ltd [2010] FCA 180.

3.

Peterson v Merck Sharpe & Dohme
(Aust) Pty Ltd [2010] FCA 180 at 594.

4.

[2000] 49 NSWLR 262.

5.

[2011] NSWCA 230.

6.

Peterson v Merck Sharpe & Dohme
(Aust) Pty Ltd [2010] FCA 180 at 822.

7.

Section 75AC(1) of the TPA
provided that “for the purposes of
this Part, goods have a defect if their
safety is not such as persons generally
are entitled to expect.”

8.

Section 75AD(c) of the TPA.

9.

Section 74D(1)(d) of the TPA.

Hence, Merck’s appeal in relation to the
contravention of both sections 74B and
74D of the TPA was upheld.

Conclusion
The Full Federal Court upheld Merck’s
appeal and dismissed and set aside the
decision at first instance. What this judgment
means for each individual applicant or group
of applicants is that they will now have to
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Pharmaceutical company involvement in
patient support programs – is it above board?
The disclosure of a recent deal between pharmacies and a pharmaceutical
company has thrown the spotlight on the independence of pharmacists.
Legal Rx looks at this issue.
Introduction
The independence of pharmacists has
recently come under scrutiny following
the disclosure of a deal between
Healthlinks.net, a subsidiary of the
Pharmacy Guild of Australia (Guild),
and Pfizer. Under the deal, pharmacists
are encouraged to recommend a Pfizer
Patient Support Program (PSP) to patients
who are prescribed certain medicines.
Patients who sign up to the PSP will
receive educational information from
Pfizer relating to their condition and the
medicines which they are currently taking.
Under the scheme, pharmacists receive a
$7 administration fee for each patient they
enrol in a PSP. The deal involves Pfizer’s
highest selling drugs, including Lipitor,
Lyrica, Pristiq, Aricept, Champix, Viagra,
Celebrex and Efexor-XR.
The disclosure of the Pfizer deal follows
the recent publicity involving a deal
between Blackmores and the Guild earlier
this year, which encouraged pharmacists
to up-sell Blackmores dietary supplements
when a prescription was filled. Blackmores
Chief Executive Officer, Christine Holgate,
described the arrangement as delivering
‘’the Coke and fries’’ with the sale of
prescription medicines to generate ‘’new
and important revenue’’ for pharmacies.
The deal fell through following public
criticism of the conflict of interest issues
which the deal posed for pharmacists.
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The Pfizer and Blackmores deals have been
criticised for undermining the transparency
and independence of pharmacists’
relationships with their patients and have
been viewed as pitting pharmacy profit
against patient well-being. Pfizer has argued
that such programs are not designed to
increase revenue but encourage better
patient compliance, greater awareness and
the quality use of medicines.

already prescribed a medicine. Programs
that help patients understand their condition
and better manage their health, or
encourage adherence to the medicines
they have been prescribed, can be extremely
helpful.” 2 Dr Shaw also stated that the
remuneration for the administrative
task of alerting and enrolling patients
in these programs was reasonable and
“commensurate with the work undertaken.”

Industry Reaction

Pfizer’s deal with the Guild sparked wider
investigations into other 18 similar PSPs
run by pharmaceutical companies. The
Sydney Morning Herald (SMH) reported
that pharmacists receive up to $25 from
a pharmaceutical company for advising
patients on certain drugs and for enrolling
patients in PSPs run by the company. 3
For example, Merck Sharp & Dohme paid
$10 to pharmacists who enrolled patients
in PSPs for its diabetes drug, Januvia or
Janumet, to compensate them for their
time. Similarly, GlaxoSmithKline pays
pharmacists $10 for advising patients on
how to use Seretide and an additional $15
for a subsequent consultation in relation
to the asthma inhaler. The SMH reported
that GlaxoSmithKline’s PSP is run “by a
subsidiary of the Guild at arm’s length”.4

The managing director of Pfizer Australia,
John Latham, defended Pfizer’s initiative and
distinguished its deal from the Blackmores
deal. He said “… that’s totally different…you
have a patient walking in with a prescription
for a particular medication and that’s the only
medication that the pharmacist will talk to the
patient about. So it’s not saying, well you’re on
this medication, would you like to try this …
other Pfizer medication?”.1
Pfizer also defended the $7 administration
fee that pharmacists receive when patients
sign up, stating that it was remuneration
for the time spent talking to the patient
about the medication, the PSP and asking
patients if they want to enrol. Notably,
Medicines Australia (MA) has supported
Pfizer’s initiative, arguing that it is central to
promoting the quality use of medicines
to patients. MA’s Chief Executive Officer,
Dr Brendan Shaw, stated that “these
programs are provided by prescription
medicine companies after a doctor has

6
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What are the legal Issues?
The fiduciary relationship between
doctors and patients or pharmacists and
patients has always been protected at law.
A pharmaceutical company’s relationship
with healthcare professionals and patients
is regulated by the MA Code of Conduct,
16th Edition (Code). The Code is in place
to prevent the abuse of the protected
fiduciary relationship (for example, from
undue influence) and to maintain the
independence and integrity of healthcare
professionals when prescribing or
recommending medications for the
well-being of their patients.
Section 17 of the Code provides for
pharmaceutical companies to arrange
PSPs that support patients already
prescribed a prescription-only product
to improve positive health outcomes.
However, in order to comply with the
Code, companies should develop a
protocol for their PSP which describes
the clinical rationale for the program,
the anticipated number of patients to be
enrolled, the type of educational material
to be provided to a patient, the contact
that may be made with a patient and the
duration of the program.
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The Code further requires that direct
communication with a patient participating
in a PSP should have proper disclosures
that identify the company, the materials
and/or calls that the patient might receive
and ensure that the patient is aware that
they can freely opt out of the program at
any time. In addition, the administration of
the PSP must comply with the Privacy Act
1988 and the National Privacy Principles,
particularly those requirements relating to
the disclosure of the use and purpose of
collecting personal information,5 the right
to access and amend personal information,6
the obligation to ensure the accuracy of
personal information,7 and the obligation
to destroy personal information that is
obsolete8 (unless there is a requirement to
retain it under the law). Patients should also
be informed as to who is actually holding
their personal information, whether it be
the pharmaceutical company itself or a
third party who conducts the PSP on the
company’s behalf.
Thus, patients enrolling in PSPs should be
advised as to the purpose for which their
personal information will be collected and
must be assured that their details will not
be used for purposes other than the PSP. In
this regard, the pharmacist, who has primary
contact with the patient, is responsible for
ensuring that compliance with the privacy
legislation.

7

Is the administration
fee appropriate?
The controversy has arisen because of the
question as to whether the administration
fee paid by pharmaceutical companies
to pharmacists who enrol patients in
PSPs is in fact appropriate. In this regard,
section 17(a) of the Code requires
pharmaceutical companies to ensure that:
“Any payment for the work undertaken
by a healthcare professional in such
[PSPs] is commensurate with the work
undertaken. Such payment should not
be capable of influencing or intended
to influence the prescribing of a specific
prescription product.”
The issue of whether there is a potential
breach of the Code comes down to
whether the fees paid to pharmacists are
“commensurate with the work undertaken”.
This is a fine line, and advice should be
sought as to what is appropriate for
different circumstances.
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Does company involvement in
PSPs comply with the legislation?
The Pfizer deal also raises questions
about potential breaches of the
Therapeutic Goods Act 1989 (Act). The
advertising of prescription medicines to
the general public is prohibited under
section 42(1)(f) of the Act. Section 28
of the Act provides that sponsors of
listed and registered medicines must
comply with certain conditions, which are
imposed on a company’s product when
it is approved for listing or registration
on the Australian Register of Therapeutic
Goods. The conditions of registration
which apply to prescription medicines
under section 28 include a requirement
that the promotion of prescription
medicines must comply with the Code.

n a m e ]

Conclusion

Endnotes

The pharmaceutical industry is under
constant public scrutiny to ensure high
standards of conduct in their interactions
with healthcare professionals. The public
criticism over the administration of PSPs has
perhaps arisen because there was insufficient
transparency as to how these programs are
run. Whilst the Act and Code regulate the
type of information that can and cannot be
communicated to healthcare professionals
and patients, it is good to seek advice to
ensure compliance with the Act and Code,
as there is sometimes a fine line between
what is and is not appropriate.
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Miller, B. “Another Pharmacy Guild
deal under fire,” ABC Local Radio,
AM, 19 October 2011. Transcript
available at http://www.abc.net.au/
am/content/2011/s3342932.htm,
accessed on 24 October 2011.
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“Patient support programs play key
role in health” 21 October 2011.
http://medicinesaustralia.com.
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accessed 24 October 2011.

3.

M Metherell, More Firms Found Paying
Pharmacists for Support Services,
Sydney Morning Herald, 26 October
2011.

4.

Ibid.

5.

National Privacy Principle 2.
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National Privacy Principle 6.
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National Privacy Principle 3.
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National Privacy Principle 4.

9.

“Educational material” is defined in
the Glossary to the Code as “any
representation or literature which is
intended to provide information about
a medical condition or therapy which
does not contain specific promotional
claims”.

The Code, however, does provide for
pharmaceutical companies to distribute
“educational material” to the general
public about their disease or condition,9
provided that the information does not
refer to a particular drug or brand name,
and is not promotional in any way.10 In
this regard, pharmaceutical companies
must be very clear as to the line between
what constitutes educational material and
what constitutes promotional material.

10. See section 12.3 of the Code.
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SPECIAL FEATURE
Social Media’s place in the
Pharmaceutical Industry:
The term “social media” refers a group of internet-based applications and mobile
technologies which provide forums for communication and interactive dialogue,
and allow users to create and exchange content. It has evolved into a powerful
tool which provides a ready means of disseminating information to businesses,
consumers and the general public. However, there has been some hesitation in
the uptake of social media by the pharmaceutical industry because of concerns
about complying with the regulatory requirements which place restrictions on
the promotion of, and collection and dissemination of information relating to,
pharmaceuticals.
In Part 1 of this article, we consider the impact of social media on the
pharmaceutical industry in the context of adverse event reporting and discuss
pharmacovigilance obligations in the context of social media. In Part 2 of this
article, we discuss the issues which arise from the use of social media for the
promotion of, and collection and dissemination of information relating to,
pharmaceuticals.

Legal Rx
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Social media interaction in
the pharmaceutical industry

3.

Social media as a source of information
for the pharmaceutical industry. Social
media can be used as a valuable tool
for pharmaceutical companies to
learn about consumer needs and
expectations, and to gather information
about adverse events and product
complaints that consumers post, tweet
or blog. However, given that under the
Australian Guideline for Pharmacovigilance
Responsibilities of Sponsors of Registered
Medicines Regulated by Drug Safety and
Evaluation Branch (Pharmacovigilance
Guideline),3 pharmaceutical companies
are required to record and deal with
all adverse events (some of which must
be reported to the TGA under sections
29A and 29AA of the Therapeutic Goods
Act 1989), it raises the question as
to what a pharmaceutical company’s
obligations are in this regard. For
example, does a pharmaceutical
company have to widely screen and
monitor websites and social media
to collect adverse event information
as part of its pharmacoviligence
obligations?

4.

Social media as a promotional tool for the
pharmaceutical industry. Social media can
be used as a promotional tool to reach
healthcare professionals and the general
public. When used judiciously, it can
be a powerful tool for pharmaceutical
companies to learn about the market
and consumer needs, receive feedback,
and communicate and disseminate
information about their products.

There are four main areas of social
media interaction which concern the
pharmaceutical industry:
1.

Social media interactions between
Government regulators and industry.
Social Media can be used as a
medium for Government regulators
to disseminate information regarding
product safety alerts and recalls. For
example, the European Medicines
Agency (EMA), Food and Drug
Administration (FDA) and Health
Canada use social media tools to
communicate with the public and to
disseminate information regarding
recalls and product safety initiatives.
To date, however, only the UK
has released guidance on the use
of social media by the industry,
through the Prescription Medicines
Code of Practice Authority and
the Association of the British
Pharmaceutical Industry.

2.

Social media interactions amongst
healthcare professionals. Social
media has been used by the
medical profession to communicate
health and medical information.
An example of one such network
is Sermo,1 which is a network
exclusive to physicians that allows
them to exchange observations
about drugs, devices and clinical
issues. The use of social media
amongst healthcare professionals
prompted the Australian Medical
Association and the New Zealand
Medical Association to jointly publish
a document entitled “Social media
and the Medical Profession: A guide
to online professionalism for medical
practitioners and medical students”.2
The guidance cautions the profession
and medical students in their use of
social media interactions with patients
and each other.

Legal Rx

Given the widespread use of social media
platforms as a means of communicating
information, pharmaceutical companies need
to understand the social, legal and regulatory
implications of their participation in the
social media environment.
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Part 1- Impact of Social Media on Adverse Event Reporting
The impact of social media
on adverse event reporting

•

the identity of the patient

•

the suspect drug

Pharmaceutical companies are normally
responsible for the content of web pages
on company-sponsored websites and
web pages that their websites link to.
A pharmaceutical company may also
sponsor a “page” on a social media
platform which they do not own, for
example, on another company’s Facebook
page. If the company has control over
the web page, then it would also be
considered a company-sponsored page.

•

details of the adverse event, and

•

an identifiable reporter
(with contact details).

The FDA released guidance in 20094
which provides that pharmaceutical
companies should review any companysponsored internet sites for adverse
event information, but they are not
expected to screen external websites
for adverse event information. They
are only responsible for reviewing third
party websites when they become
aware of a potentially reportable issue
on the site. There is similar guidance in
the ICH Harmonised Tripartite Guideline
Post-Approval Safety Data Management:
Definitions and Standards for Expedited
Reporting E2D, 12 November 2003, at
section 3.1.3.
Whilst social media is a potentially useful
avenue for collecting adverse event
information, the challenge is working out
what a pharmaceutical company’s role is
in pursuing adverse event reports which
are posted on social media. According
to the Pharmacovigilance Guideline, if
a pharmaceutical company becomes
aware of an adverse event on any website
or web page it sponsors, it has a duty
to follow up and collect the following
minimum information:

Legal Rx

Given the character-space limitations on
some social media sites, adverse event
reports made via social media are likely
to be limited in detail. They rarely contain
enough of the minimum information
required to record an adverse event.
Formal site registration processes might be
a way around this. However, even if there
was sufficient information, there are wider
concerns as to the appropriateness of the
industry collecting and investigating adverse
events that have been posted on social
media platforms. There is an argument that
if a consumer or patient wanted to officially
make a complaint or report an adverse
event, they would seek out official channels
for adverse event reporting. In addition,
with the global reach of the internet, there
is an issue in identifying the jurisdiction in
which the patient is located and hence which
affiliate of a global pharmaceutical company
would handle the adverse event report, and
which regulatory authority the adverse event
would be reported to (if it meets the criteria
for reporting).
Interestingly, however, the probability of
detecting adverse events in social media is
not as high as you might expect. A Nielsen
Online analysis found that, out of 200
healthcare-related messages, only 1 message
incorporated all the information required to
meet the four minimum requirements for
adverse event reporting.5 Another report by
Synthesio6 found that only 7% of messages
met the minimum information requirements
for an adverse event.
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What should pharmaceutical companies
do to comply with their obligations?
Details of all adverse events and product
complaints which a company becomes
aware of in relation to its products
should be collected and documented in
accordance with the Pharmacovigilance
Guidelines.
Under the Medicines Australia Code
of Conduct 16th Edition, members who
engage in social media activities that
include discussion boards and sharing of
audio and visual content should consider:
•

whether discussion boards need to
be monitored and how regularly

•

how to manage inappropriate
conversation

•

establishing rules for participants
joining a discussion forum that:
»» outline what is inappropriate
conversation (e.g. offensive
language, racist comments,
promotion of a product) and that
conversations may be monitored7
»» describe whether any content would
be excluded, and the process for
excluding it
»» indicate that discussion boards may
be shut down at any time

•

the responsibilities for monitoring and
reporting of adverse events identified
via that medium.8
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Volume 9A of The Rules Governing
Medicinal Products in the European
Union - Guidelines on Pharmacovigilance
for Medicinal Products for Human Use
recommends providing a means for the
user to report any suspected adverse
events to the company on companysponsored websites, or providing
appropriate contact details for direct
communication. Companies sponsoring
social media websites should monitor the
entire content of such sites on an ongoing
basis. This includes company websites
where visitors can leave messages
or request information (such as via a
“Contact Us” web page).

All adverse events and product complaints
must be reported to the company’s
pharmacovigilance department and
documented in an internal standard
operating procedure (SOP). Companies
should seek advice to ensure that specific
procedures for the monitoring of social
media sites are adequately described
in the SOP, including the procedure
for handling adverse events or product
complaints identified through such
monitoring. Companies should also ensure
that personnel who are responsible for
monitoring social media sites are adequately
trained to ensure that they understand their
pharmacovigilance obligations.
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on 22 October 2011.
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Federal Register, Vol. 74, No. 181
at page 48087 (21 September 2009)

5.

Davies, M., Listening to Consumers in
a Highly Regulated Environment: How
Pharmaceutical Manufacturers can
Leverage Consumer Generated Media,
Nielsen Online, August 2008, http://
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wp-content/uploads/2009/11/
Nielsen-Online-Healthcare-Practice_
Social-Media-Adverse-EventReporting_nov09.pdf, accessed
on 22 October 2011.

6.

Survey Patientlikeme 2010,
reported in Leveraging Social Media
for Pharmaceutical Companies
by Synthesio http://synthesio.
com/corporate/wp-content/
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Medicines Australia Code of
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It is important to ensure that disclaimers,
terms of use, privacy and posting policies
on company-sponsored social media sites
are tailored to the use of the website and
include permission for pharmaceutical
companies to follow up with a user should
they report an adverse event or product
complaint.

www.piperalderman.com.au
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Part 2 - Impact of Social Media on Promotional Activities

Introduction
Compared to other industries, the
pharmaceutical industry is one of the
most highly regulated industries when
it comes to advertising and promotion
of pharmaceuticals to consumers
and healthcare professionals. All
advertisements for therapeutic goods
must comply with the Therapeutic Goods
Act 1989 (Act) and the Therapeutic Goods
Regulations 1990. Whilst complementary
medicines and some over-the-counter
medicines can be promoted to the
general public, advertisements for these
types of products must comply with the
Therapeutic Goods Advertising Code 2007
(TGAC). Prescription medicines and
most over-the-counter medicines cannot
be promoted to the general public; they
can only be promoted to healthcare
professionals and advertisements for
these types of medicines must comply
with the Medicines Australia Code of
Conduct 16th Edition (Code).

www.piperalderman.com.au

Impact of social media
on promotional activities
In the Glossary which accompanies the
Code, “promote” means, in the context of
an “advertisement”,1 “all informational and
persuasive activities, the purpose, actual or
likely effect of which is to induce or discourage
the purchase, sale, supply and/or use of
therapeutic products.” Whilst the promotion
of prescription medicines to the general
public is prohibited, section 12.3 of the
Code permits educational material to be
provided to the general public.2 However,
section 12.9 of the Code generally provides
that social media platforms which convey
information about prescription medicines to
the general public must comply with sections
12.3 to 12.7 of the Code.
Under the Code, if a pharmaceutical
company wishes to use social media
to promote prescription medicines to
healthcare professionals, the site must be
a secure site that only provides access to
healthcare professionals. Websites that
are password protected are considered
acceptable3 and any promotional material
that is provided to healthcare professionals
must comply with the Code and the TGAapproved product information.
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For those medicines which can be
advertised to the general public, the
TGAC provides a number of general
requirements which advertisers
must comply with, regardless of the
advertising medium, including that
advertisements must not be misleading,
must not encourage inappropriate or
excessive use and must not be likely to
lead to consumers self-diagnosing or
inappropriately treating serious diseases.4
Given the free and spontaneous nature
of blogs and other social media used to
communicate people’s personal views,
it would be very difficult to guarantee
that third party posts will comply with
the TGAC and Code, unless companies
reviewed the posts before they were
uploaded. However, this creates a
double-edged sword because social
media sites which are controlled and
vetted by companies may rapidly lose
followers, as it is the unfettered freedom
to spontaneously post personal views on
various subjects which makes social media
so attractive in the first place.
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Responsibility for third party posting

Links to third party websites

There is a common concern amongst
pharmaceutical companies that by
facilitating online discussions regarding
a pharmaceutical product, they may be
liable for third party posts which do not
comply with the Act and the TGAC or
Code, even if the posts are truthful, not
misleading and balanced. An example
of this is where a third party user posts
a testimonial endorsing a product, but
which includes claims that the product
is useful for an indication which has not
been approved by the TGA. Such claims
are referred to as “off-label” claims,
which are prohibited under the Act. A
company’s liability for third party posts
which make off-label claims will depend
on the amount of control the company
has over the social medium. In this regard,
there are ways in which a company can
mitigate its risk of liability through the use
of disclaimers, appropriate monitoring
of the site and establishing terms and
conditions for users of, and visitors to,
the site.

It is important to remember that when
internet links are provided to third party
websites, pharmaceutical companies
must take all reasonable steps to ensure
that the information on those websites
is appropriate and in line with the central
tenets of the TGAC or Code, and promotes
the quality use of medicines. It should also
be emphasised that where there are links
to third party websites, users must be
clearly informed that they are leaving the
site and being directed to a non-company
controlled site. In this regard, the Code’s
guidelines suggest that a clear screen
should be displayed showing certain specific
disclaimers:5

Responsibility for company sponsorship
of a site developed by a third party
Pharmaceutical companies that provide
sponsorship to a third party (such as
a health consumer organisation) to
develop a social media portal need to
carefully delineate, preferably through a
written agreement, the responsibilities
of each party to ensure that any
promotional material relating to their
products complies with the Act and the
TGAC or Code. On the site itself, the
responsibilities of the parties can be
incorporated in disclaimers, terms of use,
and in privacy and posting policies.

www.piperalderman.com.au

1.

that the information the reader is about
to access may not comply with the Australian regulatory environment and that
readers should refer to the Consumer
Medicine Information to fully understand the Australian regulatory approval

2.

that the intent of providing the material
is to inform and not to offer advice, and

3.

that any information provided should be
discussed with the reader’s healthcare
professional and does not replace their
advice.

Conclusion
Provided that pharmaceutical companies
ensure that they have robust terms of use,
privacy policies and social media posting
policies in place, they can take advantage
of social media platforms to learn about
the market and consumer needs, receive
feedback, and communicate and disseminate
information about their products. In this
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regard, social media can be a powerful
tool available for use by companies as part
of their overall marketing strategy. Given
the uncertainty as to the boundaries in
which pharmaceutical companies are able
to operate in relation to social media, it
is best to seek advice to establish clear
guidelines which will ensure compliance
with the legislation and industry codes of
practice.
Endnotes
1.

Section 3 of the Act provides that
an “advertisement, in relation
to therapeutic goods, includes any
statement, pictorial representation
or design, however made, that is
intended, whether directly or indirectly,
to promote the use or supply of the
goods.”

2.

“Educational material” is defined in
the Glossary to the Code as “any
representation or literature which is
intended to provide information about
a medical condition or therapy which
does not contain specific promotional
claims”.

3.

Section 2.4.1 of the Code,
in the Explanatory Notes.

4.

Clause 4(2) of the TGAC.

5.

Medicines Australia Code of
‘Conduct Guidelines 16th Edition
Version 2 at page 110.
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Did you know…
…that there are strict requirements
for identifying information that is
commercially confidential in regulatory
submissions to the TGA. Confidentiality
statements which have previously
been used to accompany regulatory
submissions are no longer acceptable and
commercially confidential information
now needs to be more precisely defined.
Ask us for advice.

…that there is a way that you can time
the registration of your products in the
ARTG to closely coincide with PBS listing.
Ask us how.

…that there are a number of provisions
in the legislation which provide for certain
therapeutic goods to be exempt from the
requirements of registration and listing.
These are often overlooked by companies
and even the TGA. Call us if you are
uncertain about how the legislation
applies to your products.

…that we offer a promotional review
service, in which we will review your
promotional material for compliance with
the legislation for a capped fee. If you
need legal sign-off for your promotional
material and are struggling to meet the
demands of your marketing department,
give us a call and we can do it for you.
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