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ABSTRACT 

This paper describes developments in Australia’s regulation of prescription drug 
marketing and promotion. We show that the pharmaceutical industry has proved less 
capable of shaping the regulation of promotion than other areas of pharmaceutical 
policy. Public health advocates have effectively highlighted the negative impact of 
promotion on quality use of medicines. While consumers have long been assumed to 
be in need of protection from drug promotion, it is now accepted that marketing to 
medical professionals should also be more closely controlled. Government has 
responded by tightening such regulation but has stopped short of ending industry 
self-regulation. 
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INTRODUCTION 

Concern that the promotion of therapeutic goods too often involves ‘quackery’ and 
‘extravagant or otherwise objectionable’ claims has been a feature of Australia’s 
regulatory control of medicines since Federation in 1901 (McEwen 2007). Such 
apprehensions intensified as medicines came to play an increasingly important role in 
most Australians’ pursuit of health. The focus has been mainly, but not exclusively, 
on prescription drugs that often provide effective treatments but are also the most 
hazardous. Regulating prescription drug promotion is intended to prevent 
extravagant and objectionable claims by suppliers and minimise inappropriate, risky 
and expensive consumer demand. 

Pharmaceutical policies reflect the enduring tensions between government objectives 
of supporting economic activity, on the one hand, and ensuring that the public has 
access to safe, effective and affordable drugs, on the other (Grund 1996; Abraham 
2008; Fox & Ward 2008a). Much is at stake in this policy domain—citizen health and 
safety, the public purse, and the profit interest of powerful corporations. The 
imperative for governments is to strike an acceptable balance between the competing 
interests and commitments of stakeholders—regulators, drug manufacturers, medical 
and pharmacy professionals, and consumers. The emphasis of Australia’s regulation 
of drug promotion has been on public safety and efficacy, closely followed by 
containing the cost of drug use that promotion is intended to stimulate. These goals, 
however, are meant to be achieved without imposing undue restrictions and costs on 
manufacturers (Toogoolawa Consulting 2002). 

The most salient feature of Australia’s regulation of prescription drug promotion is 
the ban on Direct-to-Consumer Advertising (DTCA). The Therapeutic Goods Act 
(1989) prohibits DTCA of prescription drugs although manufacturers are able to 
indirectly promote their products to the public in other ways (described below). The 
rationale for prohibiting DTCA is that consumers’ lack adequate knowledge of 
medicines and may be negatively influenced by promotion. Advertising and other 
forms of drug promotion directly to doctors (also described below) are permitted on 
the assumption that a doctor’s expertise largely precludes any negative influence. In 
other words, the information asymmetry between drug manufacturers and doctors is 
less stark than that between suppliers and general consumers. Controlling non-
DTCA promotion has largely involved manufacturers self-regulating through a Code 
of Conduct framed within the relevant legislation. This is a co-regulatory governance 
arrangement, premised on partnership between government and business, but 
ultimately self-regulation is undertaken in the shadow of government. The industry 
can expect the imposition of more intrusive and direct government controls should 
self-regulation be deemed inadequate (Bartle & Vass 2005). 
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For successive Australian governments, the balance between ensuring safety and 
minimising burdensome regulation has been struck through prohibition of DTCA in 
conjunction with the co-regulation of drug promotion to doctors, an arrangement 
(ostensibly) accepted by drug manufacturers. This is considered to provide adequate 
safeguards against inappropriate practices, making more direct regulation or 
legislation of promotion unnecessary (Medicines Australia 2010). This arrangement, 
however, has become less acceptable to critics of drug promotion. Many within 
Australia’s public health community consider self-regulation inadequate; a strong case 
has been made for it to be strengthened if not abandoned and replaced by 
independent oversight (Vitry, Lexchin & Mansfield 2007; Mintzes 2010). 

Drug promotion is one area of pharmaceutical policy where interests other than 
manufacturers and government—notably public health advocates and health 
consumer groups—have sought and achieved greater input. In this paper we show 
that owing to a sustained effort by such advocates, drug promotion is almost 
invariably constructed as a problem for quality use of medicines (safe, timely and 
affordable use) in current policy discourse. Significantly, while consumers have long 
been assumed to be vulnerable to drug promotion, it is increasingly accepted that 
doctors too are vulnerable and should not be exposed to unconstrained industry 
marketing. This has resulted in unprecedented scrutiny of drug promotion. But 
notwithstanding the relative success of public health advocates in constructing the 
policy issue as one of consumer safety, drug promotion in Australia remains largely 
self-regulated by the industry.  

GOVERNANCE AND THE ROLE OF IDEAS 

The regulation and governance of pharmaceuticals emerges from the ‘nexus of 
power relations existing between the stakeholders in a social and political context’ 
(Fox, Ward & O’Rourke 2006). In an era of ‘regulatory capitalism’ Australian 
governments seek to minimise direct regulation (Braithwaite 2005). Indeed, a senior 
federal Cabinet member is titled the Minister for Finance and Deregulation. This 
does not necessarily translate into less regulation but is typically reflected in the 
devolvement of regulation to those stakeholders that are to be regulated, such as 
businesses and professions. Self-regulation may then be ‘meta-regulated’—a term for 
the regulation of self-regulation (or co-regulation). Self-regulation is a central element 
in contemporary governments’ attempts to establish governance of economic and 
social activities. Rather direct oversight and control, such governance works through 
interactive processes of networks and partnerships that develop capacities of jointly 
pursuing common goals (Stoker 1998). For proponents, this approach to governance 
achieves an ‘effective but light touch regulation’ where government is seen as 
‘steering’ rather than ‘rowing’ towards public policy objectives (Bartle & Vass 2005). 
Steering rather than rowing is expected to reduce the ‘regulatory burden’ and avoid 
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the ‘regulatory fallibility’ that can generate unintended negative consequences and 
ultimately undermine policy objectives (Banks 2003). 

Governance involves co-ordination by state agencies of conflictual interest groups 
through ‘set piece’ policy events such as commissions and public consultations and 
‘behind the scenes’ negotiations between government officials and stakeholders (Fox 
& Ward 2008). Co-ordinating a plurality of policy actors relies less on command and 
coercions and more on sustaining a broad ‘field of consent’ regarding the appropriate 
goals and rules of the particular activity (Fox, Ward & O’Rourke 2006). Gaining and 
sustaining consent means that differences among stakeholders need to be 
accommodated and balanced, which requires an ongoing, dynamic process of 
brokering and compromise (Fox & Ward 2008). Governance is thus fluid and 
consent partial and contingent. Its configuration evolves in response to (cultural, 
political, economic and technological) changes in the wider environment and to 
changes in the relative power of stakeholders. An important element of the power of 
stakeholders is the force and currency of their ideas. 

A critical issue in policy contests is the capacity of stakeholders to frame the relevant 
issues in the terms of its own ideas (Sell & Prakash 2004). Ideas—theories, 
conceptual models, beliefs and values—define policy problems and provide 
legitimate programs for policy action (Yee 1996; Campbell 1998). Ideas range from 
abstract ontological and normative principles to specific theoretical propositions 
(Surel 2000) and can operate at a level of taken-for-granted general assumptions or as 
explicit imperatives and justifications for policy action (Campbell 2002). In the 
Australian context, the normative idea of equity underpinning pharmaceutical 
subsidy programs is an example of the former; the idea of ‘moral hazard’ 
underpinning prescription cost sharing is an example of the latter (Doran & 
Robertson 2009). 

The influence of an idea within a policy community at a given time will depend on 
the power of individuals and groups proposing particular policy perspectives. 
Influence will also depend on an idea’s normative and cognitive appeal to policy 
makers—an appeal intimately connected to prevailing intellectual and public 
sentiments. In the following, we focus on two ideas central to drug promotion 
regulation in Australia; minimising ‘regulatory burden’ and ensuring ‘quality use of 
medicines’ (QUM). We also highlight how a third idea—the susceptibility of doctors 
to drug promotion—has been used to shift the balance between the two. 

REGULATION OF AUSTRALIA’S PHARMACEUTICAL SECTOR 

The central idea animating Australia’s raft of pharmaceutical regulations is safety and 
efficacy—the objective is to foster public health through control of the supply of 
potentially hazardous substances (Galbally 2000a, 2000b). Historically, after 
establishing a system of basic quality, safety and efficacy regulation, reform efforts 
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were directed towards equity of access, cost-containment and efficiency. These social 
and economic objectives are pursued chiefly through the Pharmaceutical Benefits 
Scheme (PBS), a universally available pharmaceutical insurance program (Sansom 
2004). Successive Australian governments have vigorously pursued these objectives, 
in the face of sustained criticism from manufacturers concerned about the impact on 
business. Nevertheless, as Australian policy in general has developed along more 
neo-liberal lines supporting industry development has become an increasingly 
prominent policy objective (Lofgren 2009). 

Since the 1990s, pharmaceutical policy has been formulated as a state-business 
‘partnership’ (Löfgren & De Boer 2004; Doran et al. 2008). If regulation once 
involved an inflexible health department dominating manufacturers, the economic 
and social objectives of the sector are now largely achieved through ‘networked 
governance’ (Braithwaite, Healy & Dwan 2005). This pattern entails dense 
interdependencies between state agencies and individual firms and their industry 
associations Medicines Australia and the Generic Medicines Industry Association of 
Australia. Medicines Australia, representing patented medicine manufacturers, has a 
particularly close relationship with government. Manufacturer representatives work 
alongside regulators in opaque ‘working groups’ where policy options are canvassed 
informally (the Pharmaceutical Industry Strategy Group, the Pharmaceutical Industry 
Working Group, and the Access to Medicines Working Group). The partnership 
approach has resulted in industry having significant input into policy developments 
such as the implementation of the Australia-United States Free Trade Agreement 
(AUSFTA) in 2005 and the F1/F2 formulary reforms in 2007 (Drahos et al. 2004; 
Faunce & Löfgren 2007).1 Extensive formal and informal interaction does not dispel 
all tensions. Australian governments continue to pursue ‘rigorous economic 
management’ but are also committed to supporting industry development (see Sterle 
2008, p. 4007). 

Promotion is an essential element of the business model of the prescription 
pharmaceutical industry (Goldacre 2012), with manufacturers spending more on 
promotion than on drug research and development (Gagnon & Lexchin 2008). As in 
other product markets, promotion is a key device for maximising demand and profits. 
One avenue for government to support industry development, in line with its 
preference for ‘light touch’, is to minimise the regulatory control of promotion. 

                                                 
1  The Australia-United States Free Trade Agreement (AUSFTA) is a bilateral trade agreement; the 

pharmaceutical provisions of the agreement required Australian governments to give due 
consideration to innovation in pricing decisions for medicines to be listed on the Pharmaceutical 
Benefits Scheme (PBS). The F1/F2 formulary changes created two categories of PBS medicines; 
F1 for newer medicines and F2 for older medicines. Both of these developments were argued for 
strongly by manufacturers as a means of securing higher prices for newer medicines. 
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Drug manufacturers have a breadth and depth of access to Australia’s regulatory 
institutions not shared by other interests such as consumer advocacy groups. Yet, 
consumer groups, medical and pharmacy associations and other non-industry actors, 
have significant input into particular policy areas, most notably the politically 
sensitive PBS. Drug promotion is another area pharmaceutical policy where the ‘field 
of consent’ has a more pluralist, inclusive character relatively open to debate and 
activism (Braithwaite 1993). The field includes a restive if loose coalition of critics 
with the common objective of more direct and effective control of drug promotion. 

AUSTRALIAN REGULATION OF DRUG PROMOTION 

As in many other countries, legislative and regulatory controls limit to whom and 
how a prescription drug can be advertised or otherwise promoted in Australia. All 
advertisements for therapeutic goods are subject to the provisions of the Therapeutic 
Goods Act 1989, the Therapeutic Goods Regulations 1990, and the Therapeutic 
Goods Advertising Code (2007). Promotion is also subject to the requirements of the 
Trade Practices Act (1974). The Therapeutic Goods Administration (TGA), the 
agency responsible for evaluating the safety and efficacy of medicines, and for 
licensing their use, is also responsible for control of drug promotion (Therapeutic 
Goods Administration 2010). The central feature of these controls is that Australian 
governments have elected to prohibit the promotion of prescription drugs to 
consumers while allowing promotion to doctors. 

The ban on Direct-To-Consumer-Advertising 

For proponents, DTCA inform and empower patients, improve doctor-patient 
communication, reduce under-treatment and non-compliance and improve the cost-
effectiveness of drugs (Atherly & Rubin 2009; Harker & Harker 2007; Parry 2007). 
The evidence for such benefits is highly contested. The United States and New 
Zealand are presently the only industrialised countries to permit DTCA. Since first 
introduced in the mid-1990s DTCA has become an increasingly important element 
of the promotion of new drugs in both countries (Auton 2004, 2006; Donohue, 
Cevasco & Rosenthal 2007; Toop & Mangin 2007). Most research has found that 
DTCA results in increased demand for advertised drugs (Atherly & Rubin 2009; 
Gilbody, Wilson & Watt 2005; Mintzes 2002; Norris et al. 2005). There is no clear 
evidence to establish the health impacts of DTCA (Mintzes 2006; Auton 2006). 
Nevertheless, it is well established that information contained in DTCA is of poor 
quality, and therapeutic disasters such as the aggressively promoted but often fatally 
harmful Rofecoxib (Vioxx) demonstrate the potential for DTCA to result in more 
harm than good (Mansfield 2005). 

Australia’s prohibition of DTCA imposes a significant constraint on business activity 
but has been retained by successive governments. The ban rests on the assumption 
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that inexpert consumers rely on their doctor for advice about medicines and that 
DTCA could undermine this guidance (Pharmaceutical Health and Rational Use of 
Medicines Committee 2004). The position is most clearly expressed in the 2000 
Review of Drugs, Poisons and Controlled Substances Legislation (known as the 
‘Galbally Review’) undertaken to evaluate the Australia’s system of legislative 
controls and estimate their impact on competition. The review followed the National 
Competition Policy Principles that seek to minimise the regulatory burden on 
business (Galbally 2000a p. 49). The review acknowledged that the ban did result in 
some restriction on competition but concluded that this was warranted. Consumers 
have limited capacity to evaluate information; patient requests and expectations for 
advertised drugs could make medical consultations longer than necessary and 
generate resentments where the advertised drug is not prescribed (Galbally 2000b). 

There have been several attempts by manufacturers to have the DTCA ban lifted or 
relaxed (Newby & Henry 2002; Miller & Waller 2004; Auton 2006; Mintzes 2006). 
The ban remains and DTCA does not appear to be on the cards. The proposals 
(under discussion since 2003, shelved but recently revived) for harmonising 
Australia’s and New Zealand pharmaceutical regulatory systems would seem to imply 
New Zealand moving closer to Australia’s ban on DTCA rather than the reverse 
(Auton 2006). 

Although this particular control on promotion remains in place, it is considered 
inadequate by many public health advocates (see Vitry 2008). Loopholes in the 
industry’s Code of Conduct (described below) allow companies to disseminate public 
knowledge of conditions through ‘unbranded’ product advertising, so-called disease 
awareness campaigns (Korczak 2006; Mackenzie et al. 2007; Vitry 2009). Advertising 
that describes a condition and recommend consumers ‘Ask your doctor …’ about 
available treatment has become commonplace (Hall 2008). While manufacturers refer 
to these advertisements as ‘disease education’ they can reasonably be considered ‘de 
facto DTCA’ (Vitry 2009). This type of marketing is also known as ‘disease 
mongering’ that is, selling and in some cases inventing diseases to stimulate 
consumer demand (Moynihan, Heath & Henry 2002; Johnston & Renouf 2007; Hall, 
Jones & Iverson 2009). 

Loopholes notwithstanding, the ban on DTCA aims to ensure that patients consult 
their doctor, the ‘learned intermediary’, without an advertisement having already 
raised expectations and thus potentially interfered with the doctor-patient 
relationship. The view that the ban on DTCA serves to ensure that the doctor-
patient relationship is not compromised is based on the assumption that the doctor 
will act, to some approximation, as the ‘perfect gatekeeper’ to prescription medicines 
(Galbally 2000b). Doctors, however, prescribe in an environment replete with drug 
promotion and may be far from perfect gatekeepers (Mansfield 2005). 
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Permitting promotion to doctors 

Drug promotion to doctors is largely undertaken by patented drug manufacturers 
who argue it is a necessary means to inform and educate the prescribers and to 
enhance the quality use of medicines (Medicines Australia 2010). In addition to 
directly advertising prescription drugs, promotion to doctors involves company 
representative visits (known as ‘detailing’), mailing product information pamphlets, 
and conducting and/or sponsoring so-called educational events. Allowing 
manufacturers to use such means assumes that industry self-regulation is effective in 
ensuring promotion is informative and beneficial to prescribers, and that doctors’ 
professional expertise and ethics are sufficient to avoid undue influence (Wallace, 
Ironfield & Orr 2000; Galbally 2000a; Toogoolawa Consulting 2002). 

Framed by legislation (listed above), promotion to doctors is self-regulated through 
manufacturers (ostensibly) complying with the Medicines Australia Code of Conduct. 
The Code of Conduct is administered by a Committee responsible to the Medicines 
Australia Board. Sanctions for breaches of the Code include corrective actions and 
monetary fines (maximum $300,000). The Code is intended to guide promotion 
toward supporting ‘quality use of medicines’, that is, timely, safe and appropriate 
prescribing (Medicines Australia 2009) The code was first drafted in 1960 and has 
since been regularly reviewed and modified. Medicines Australia considers it the 
‘world leader in codes of conduct for the pharmaceutical industry’ (Medicines 
Australia 2010, p. 5). In 1992 the World Health Organization reviewed 
pharmaceutical codes in operation internationally and rated Australia’s highest against 
a set of ethical criteria (Wallace, Ironfield & Orr 2000). The Industry Commission 
also appraised this Code favourably in its 1996 review of the pharmaceutical industry 
(Industry Commission 1996, p. 424). It is now in its sixteenth version and Edition 17 
of the Code will come into effect in June 2013. 

Despite positive assessments, the history of drug promotion in Australia shows the 
Code to have been ineffective in consistently ensuring that promotion supports the 
quality use of prescription medicines (Mansfield 2005). Australian studies have 
demonstrated that advertising is overwhelmingly concentrated on patented, newer 
and more expensive drugs (Australian Consumers Association 2008a; Vitry & Lai 
2009) at the neglect of older, cheaper but often equally effective medicines. The 
quality of drug advertisements aimed at doctors has been found to be poor 
(Orthman, Vitry & Roughead 2009) with advertisements making ambiguous claims 
(Loke, Fong & Ward 2002) and using imagery intended to induce an ‘emotive 
connection’ rather than realistic expectation of a medicine’s effectiveness (Australian 
Consumers Association 2008a). Concern about the quality of the information 
provided in interaction between doctors and detailers and the impact on prescribing 
is long-standing (see Peay & Peay 1988). Recent studies show that the quality of 
information provided by representatives is generally poor (Roughead, Harvey & 
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Gilbert 1998; Spurling & Mansfield 2007; Spurling et al. 2010). The provision of drug 
samples for doctors to provide free of charge to patients, a common feature of 
company detailing, is considered a stimulus to the prescription of unnecessarily 
expensive medicines (Kyle, Nissen & Tett 2008). 

A disturbing aspect of drug promotion is the largesse that frequently accompanies 
interaction between drug companies and doctors and the conflict of interest that this 
may create (Moynihan, Heath & Henry 2002; Henry et al. 2005; Komesaroff & 
Kerridge 2009). Company representatives often provide ‘gifts’ to doctors, such as 
low dollar value handouts such as stethoscopes and pens or personal gifts such as 
football tickets; as well as higher value gifts such as sponsoring travel to overseas 
conferences (McNeill, Kerridge, Arciuli, Henry, Macdonald, Day & Hill 2006). With 
the educational or informational value of such gifts tenuous at best, such largesse is 
unlikely to support quality use of medicines (McNeill, Kerridge, Henry, Stokes, Hill, 
Newby, Macdonald, Day, Maguire, & Henderson 2006; McNeill et al. 2010; Henry et 
al. 2005). Company sponsored drug educational events often involve expensive meals 
and entertainment that cannot reasonably be considered supportive of the stated 
primary objective of enhancing medicinal knowledge (Australian Consumers 
Association 2008b). 

The Code of Conduct has been criticised as too vague, too weak and too often 
ignored. The ban on DTCA is frequently flouted and promotion to doctors is still 
too often extravagant (Vitry, Lexchin & Mansfield 2007; Mintzes 2010). Of particular 
concern is that the monetary fines that can be imposed for breaches of the Code are 
well below the maximum fines allowable under the Trade Practices Act (over $1 
million) and unlikely to be sufficiently severe to ensure compliance (Australian 
Consumers Association 2008a). Disincentives for breaches are weak and strict 
interpretation and application of the rules would seem unlikely with administration of 
the Code by an industry peak body. As discussed below, the greatest weakness of 
current arrangements is continuing industry self-regulation (Harvey 2010; Healthy 
Scepticism 2010; Braithwaite 2010). The critics have also focused on the idea that 
doctors are not susceptible to the negative impact of promotion. 

Doctors need protection too 

The proposition that doctors are impervious to the ill effects of advertising and 
promotion cannot be sustained on current evidence (Wazana 2000; Dana & 
Loewenstein 2003; Norris et al. 2005). This type of marketing is designed to ‘fly 
under the radar’ of doctors’ critical faculties by using rhetoric and imagery that trigger 
shortcuts such as ‘newer is better’ and ‘experts know best’. Such shortcuts relieve the 
prescribing doctor of the time and effort needed to carefully assess the claims about 
a drug (Mansfield 2003, 2004; Mansfield et al. 2006). The notion that doctors can 
adequately manage and avoid any potential conflict of interest arising from the 
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receipt of hospitality or gifts is also widely rejected (Komesaroff 2007). Social-
psychological theory suggests that reciprocal obligations are likely to be established 
by even the minor blandishments (a sponsored lunch, logo-bearing pens) that often 
accompany interaction between doctors and industry (Mansfield 2005, 2010). 
Unwittingly or otherwise the ‘culture of gift-giving’ creates an entanglement of 
interests that can directly conflict with the doctor’s primary obligation of acting in 
the interest of patients (Moynihan 2003; Henry et al. 2005). The main susceptibility 
of doctors to the influence of marketing may lie in their ‘illusion of unique 
invulnerability’ (Mansfield 2005) and the ‘naïve’ assumption that they are impervious 
to its effect (Breen 2004). For the Australian Consumers Association the bottom-line 
tells the story: ‘Pharmaceutical promotion works—it is inconceivable that 
pharmaceutical companies would do it if it didn’t’ (Australian Consumers  
Association 2008b). 

TIGHTENING REGULATION 

Largely owing to the sustained critique by groups such as Healthy Scepticism and the 
Australian Consumers Association, the perception has steadily grown that drug 
promotion to doctors requires stricter controls to ensure QUM. It is now well 
established among medical professionals that doctors’ judgment is potentially 
compromised by pharmaceutical industry marketing—that there is ‘no free lunch’ 
(Ruff & Haikal-Mukhtar 2005; Tattersall & Kerridge 2006; Rogers 2007; Van Der 
Weyden 2009; Mitchell 2009). Many medical professionals continue to view their 
personal susceptibility to drug promotion as minimal, while recognising that other 
doctors may be influenced by drug promotion (Mansfield et al. 2006; Doran et al. 
2006; Osborn et al. 2009). Concern about this relationship has seen professional 
associations such as the Royal Australian College of Physicians and the Royal 
Australian College of General Practitioners develop or strengthen ethical guidelines 
for interaction with drug companies (McNeill et al. 2010). The Code of Conduct of 
the Medical Board of Australian Health Practitioner Regulatory Agency states that 
good medical practice involves recognition that drug promotion will influence 
practice (Medical Board of Australia 2011). Transparency and the avoidance of 
conflict of interest have become key norms for any relationship between doctors and 
pharmaceutical companies (Van Der Weyden 2009; Mitchell 2009). 

With critiques of drug promotion gaining traction, regulatory agencies have begun to 
respond by imposing further restrictions. A signal event was the Australian 
Competition and Consumer Commission’s (ACCC) implementation of requirements 
for public disclosure of industry hospitality provided to medical professionals. The 
ACCC regulates anti-competitive practices including misleading or deceptive 
advertising under the Trade Practices Act 1974. In line with principles of co-
regulation, Medicines Australia submits its Code of Conduct to the ACCC for 
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authorisation. Such authorisation confirms that the Code of Conduct meets the legal 
requirements of the Trade Practices Act. 

In 2005 Medicines Australia applied to the ACCC for revocation of Version 14 of 
the Code of Conduct and authorisation of Version 15. The newer version contained 
substantial additional restrictions on drug promotion, including a ban on pop-up 
drug advertising in prescribing software. The ACCC was willing to grant 
authorisation on the condition that Medicines Australia member companies report 
twice yearly on sponsored events to medical professionals and make these reports 
publicly available. The ACCC was concerned that doctors’ prescribing may be 
‘influenced’ by the hospitality offered by drug companies (Australian Competition 
and Consumer Commission 2007) and doubted the effectiveness of the Code of 
Conduct in preventing companies from offering inappropriate benefits to doctors in 
the absence of transparency. Public scrutiny, the ACCC argued, is the ‘most effective 
mechanism for ensuring drug companies are accountable’ (Samuels 2007). 

In 2006 Medicines Australia challenged the ACCC’s disclosure condition by 
requesting a review by the Australian Competition Tribunal. Medicines Australia 
claimed public disclosure of hospitality conferred to doctors would substantially 
lessen competition. After considering the arguments, the Tribunal supported the 
ACCC’s condition for disclosure. The Tribunal noted that ‘there is a real risk that 
absent any requirement for regular reporting and public disclosure of the kind 
proposed in the ACCC condition some companies will test the boundaries and offer 
inappropriate benefits to healthcare professionals’ (Australian Competition Tribunal 
2007). The Tribunal made it clear that it accepted that not only would inappropriate 
benefits be offered by companies but that they would be accepted by doctors; public 
disclosure was necessary to ensure appropriate behaviour by both parties. 

Since the ACCC’s requirement for disclosure, the Code of Conduct has been subject 
to further review and a modification. In the current Edition 16, gifts of any kind are 
not acceptable including the formerly ubiquitous low dollar-value brand name 
reminders such as pens, sticky notes and coffee mugs. Providing entertainment as an 
accompaniment to an educational event is no longer acceptable and all venues, meals 
and beverages must be appropriate and secondary to the educational content of the 
event (Medicines Australia Code of Conduct 2010). Addressing the perception that 
penalties for non-compliance are too weak, the maximum fine for a breach of the 
Code was increased to $300,000 from $200,000 (Shaw 2009). The maximum fine for 
corporations under the Trade Practices Act 1974 is $10 million. The reach of 
criticism of drug promotion among manufacturers is even more evident in the review 
of the Code of Conduct being undertaken by Medicines Australia in preparation for 
its 2013 edition. Submissions to the review from companies such as Astra Zeneca, 
Eli Lilly, GlaxcoSmithKline and Pfizer support the Code requiring companies to 
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disclose how much they pay (‘speaker fees’, for example) individual doctors  
(Dunlevy 2012). 

The new disclosure requirements point to a tightening of the regulation to secure the 
consent of stakeholders critical of promotion to doctors. For some public health 
advocates, however, continued self-regulation still makes it possible for the Code to 
be flouted (Robertson et al. 2009). As recent developments in the governance of 
drug promotion make clear, industry self-regulation is the lightening rod for criticism. 

CONTINUING INDUSTRY SELF-REGULATION 

Manufacturers have chafed at the DTCA ban and have resisted measures such as 
disclosure requirements. It would seem, however, that continuing self-regulation 
makes such measures bearable, considering that promotion has always been aimed 
predominantly at the prescribers. 

In 2010 the Australian Government issued two documents: a consultation paper 
addressing current regulation of therapeutic goods advertising, and a position paper 
on the promotion of therapeutic goods to doctors (Therapeutic Goods 
Administration 2010, Regulatory Policy and Governance Division 2010). Both 
address public concern about drug promotion and advertising. The consultation 
paper states there is a need to make regulatory arrangements ‘more efficient, effective, 
transparent and consistent’, and thereby increase consumer protection and reduce 
regulatory burden (Therapeutic Goods Administration 2010). The position paper was 
drafted in response to ‘ongoing concerns about the promotion of therapeutic goods 
to health professionals’ and the effectiveness of self-regulatory codes of conduct 
(Regulatory Policy and Governance Division 2010). 

The position paper makes explicit the government’s preference for continued 
industry self-regulation and outlines the objective of ensuring that self-regulation is 
effective and that ‘treatment choice is based on clinical evidence rather than 
incentives’ (Regulatory Policy and Governance Division 2010). The government’s 
preferred approach for strengthening self-regulation is for universal adherence within 
the therapeutic goods industry (including non-prescription medicine manufacturers) 
to a common set of principles. The paper issues the warning that legislation including 
enforcement of compliance could be enacted if effective self-regulation is not 
achieved, that is, self-regulation does not mean that the government is not ultimately 
responsible for ensuring acceptable outcomes (Regulatory Policy and Governance 
Division 2010). Acknowledging that health professionals have an obligation to 
ensure that their own codes of conduct minimise the potential for conflicts of 
interest, the paper described the new legislatively backed National Registration and 
Accreditation Scheme and Australian Health Practitioner Regulation Agency 
(AHPRA) created to ensure that health professionals’ codes of conduct meet ethical 
standards (Regulatory Policy and Governance Division 2010). 
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Drafted in response to ‘ongoing concerns about the promotion of therapeutic goods 
to health professionals’ the position paper is testament to the traction of the critique 
of drug promotion to doctors. The preference for self-regulation remains but the 
absence of any mention of the potential benefits of drug promotion suggests 
fundamental acceptance of drug promotion as highly problematic. The paper also 
signals acceptance that both health professionals and drug manufacturers are 
implicated in any conflict of interest arising from drug promotion and that both need 
to ensure their members adhere to the highest ethical standards. ‘It takes two to 
tango’ (Healthy Scepticism 2010) and both industry and health professionals need to 
more effectively self-regulate to mitigate the ill effects of promotion on QUM. 

The consultation and position papers invited interested parties to submit comments. 
The industry, professional associations, consumer advocacy organisations and 
individuals made submissions (the website address to these is provided in the 
References). Our review of submissions made publicly available (32 of 39 
submissions) shows that strengthened self-regulation is widely supported. The 
submissions diverge on whether self-regulation should be combined with direct 
government regulation and legislatively backed sanctions. Predictably, industry 
submissions favoured continued self-regulation while advocacy groups such as 
Healthy Scepticism urged greater government intervention. In 2011 the government 
released its ‘blueprint’ for reform drawing on these submissions and the results of an 
industry-led working party (Therapeutic Goods Administration 2011). The blueprint 
again reaffirms the government’s commitment to self-regulation of drug promotion, 
albeit encouraging a strengthening of the industry’s Code of Conduct. The 
government’s blueprint effectively retains the status quo, yet the fact that the review 
process was initiated at all shows general acceptance of the critique of drug 
promotion. 

In 2012, the ACCC authorised the seventeenth version of the Code of Conduct (for 
three years, rather than the five sought by Medicines Australia). In noting that the 
community’s growing expectations of transparency of manufacturers’ relationships 
with doctors, the ACCC urged the industry to do more over the next three years to 
enhance transparency (Australian Competition and Consumer Commission 2012). 
The ACCC did not pursue the calls made by critics of drug promotion to make full 
disclosure of all benefits from industry to doctors a condition of authorisation of the 
code (Harvey 2012). Full disclosure would bring Australia closer to the Physician 
Payment Sunshine Act that is now in effect in the United States. In January 2013, the 
Australian Greens announced their intention to introduce a bill to the Senate to 
further restrict industry largess to doctors. All gifts would be prohibited, sponsorship 
for doctors to travel to industry funded education events disallowed, and there would 
be a requirement for the public naming of doctors receiving any industry support 
(Medew 2012). 
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DISCUSSION 

Governance is a dynamic process where the power of stakeholders and their capacity 
to influence policy wax and wane. Policy makers face the challenge of minimising the 
harms of excessive drug promotion while also seeking to avoid constraints contrary 
to the partnership approach and industry development. In many areas of 
pharmaceutical regulation, marketisation is their preferred orientation and an 
increased influence of the pharmaceutical industry’s ideas and interests can be 
observed (Lofgren 2009). In the regulation and governance of drug promotion, 
however, the industry has failed to persuade government, doctors and consumers (or 
at least their peak associations) to align with its framing of promotion as conducive 
to QUM. On the contrary, these stakeholders have aligned with the alternative 
framing of drug promotion as an activity holding significant risks for quality 
prescribing and use of medicines. 

The criticism of drug promotion has ensured that DTCA remains prohibited and has 
contributed to reinforcement of the regulation of promotion to doctors. The 
industry has been forced to strengthen its Code of Conduct, prohibiting once 
commonplace practices such as offering logo-bearing gifts. Medical professional 
groups such as the Royal Australian College of General Practitioners and the Royal 
Australian College of Physicians have instituted or modified ethical guidelines 
(McNeill et al. 2010). Government has imposed transparency measures and issued a 
threat of further intervention should the industry fail to more effectively self regulate. 
As noted, in a bid to further reduce criticism of promotion, some of the largest 
manufacturers recently called for the next version of the Code of Conduct to require 
disclosure of all payments to individual doctors (Dunlevy 2012). 

The changes to regulation and governance of drug promotion demonstrate the 
power of grass roots activism of the type described and supported by Braithwaite 
(1993). The invariably critical media attention given to drug promotion has made it a 
very public issue. Unlike the arcane workings of the financing of pharmaceuticals, 
this is an issue area where familiar concepts such as advertising and conflict of 
interest are at play. Public health advocates have presented a compelling case for the 
harms of drug promotion. In contrast to the paucity of evidence to demonstrate its 
benefits, there is ample research showing a link between egregious promotional 
practices and therapeutic disasters. In addition to the material evidence, critics also 
draw on prevailing poor public image of drug companies in general (Parker 2007). 
Industry funded disease awareness campaigns are regarded with suspicion as 
attempts to circumvent the ban on DTCA and further evidence of drug 
manufacturers’ relentless pursuit of profit (Australian Consumers Association 2006). 
That a drug company must generate profits and that management must by law always 
act to maximise return to investors provide imperatives for reckless promotion (Vitry 
2004; Mansfield 2005, 2008). 
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Perhaps the most significant impact of arguments against drug promotion has been 
to erode the perception of doctors as impervious to promotion. At the time of the 
Galbally Review in 2001, doctors were still viewed as not needing protection from 
the ill effects of drug promotion. The ACCC’s requirement for disclosure and other 
developments sketched above suggest widespread acceptance that a prescriber’s 
professional expertise and ethics alone does not preclude negative influence and 
conflicts of interest. Whether the mechanisms of influence are subliminal messaging, 
subtle establishment of sense of obligation or flat-out avarice, regulators accept the 
proposition that industry promotes prescription drugs because it influences 
prescribing. Although some doctors disagree (Osborn et al. 2009) it has widely 
recognised that doctors need more than their professional wits to avoid drug 
promotion negatively impacting on their quality use of medicines. 

In the more pluralist policy context of drug promotion a ‘loose oppositional 
assembly’ of critics mobilising a coherent set of ideas can bring about change 
(Löfgren & de Boer 2004). The push for more direct government regulation of 
promotion meets resistance both from the industry and an environment where 
government seeks to minimise the regulatory burden on business. In a political 
economy of regulatory capitalism (Braithwaite 2005) governments prefer to be at a 
distance and co-ordinate policy communities via meta-regulation. The government’s 
response to the sustained critique of drug promotion has been to make the current 
system of self-regulation more stringent, such as transparency through disclosure, 
urging the industry to modify its Code of Conduct and establishing a mechanism for 
oversight of health professional codes of conduct. These changes demonstrate the 
fluid nature of regulation and governance and responsiveness to changes in the 
broader environment—such as shifts in public sentiments and the relative authority 
of stakeholders. Industry self-regulation, however, remains in place. Opposition to 
corporate power can only get so far in a political economic environment that 
demands support for business. 

CONCLUSION 

Drug manufacturers’ failure to gain wide acceptance for its discourse about drug 
promotion represents a relative loss of control over the framing of policy. This is a 
function of both the pluralist nature of Australia’s pharmaceutical sector and the 
more effective construction of the risks and benefits of drug promotion by public 
health advocates. Developments in the regulation of drug promotion show the 
traction of critics’ arguments in the policy debate. Drug promotion is generally 
recognised as a detrimental rather than a beneficial activity. Significantly, while 
consumers have long been assumed to be vulnerable and needing protection from 
drug promotion, it is now accepted that doctors too are vulnerable and need 
protection. Consequently drug promotion faces unprecedented scrutiny and 
constraints. Despite increased restrictions, however, drug promotion continues to be 
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self-regulated by drug companies rather than externally and independently controlled. 
In allowing drug promotion to be self-regulated the government is erring on the side 
of caution in terms of the presumed risk of over-regulation and harming business 
confidence. The government’s commitment to self-regulation currently looks firm, 
but evidence of the harm of drug promotion to doctors, and public health advocacy, 
may yet tip the balance further in favour of more effective, direct controls in the 
public interest.  
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